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EU antitrust developments in
the pharmaceutical sector
Axel Schulz and Fanny Abouzeid
White & Case
There has been a number of important developments in the pharmaceutical sector under EU competition law in recent years. Judicial review of
the decisions of competition authorities has been thorough and rigorous,
while innovation remains at the centre of the interest of the European
Commission (the Commission) in merger review. Additionally, on 28
January 2019, the Commission published its report on the enforcement
of competition law in the pharmaceutical sector at EU and member state
level for the period 2009–2017. The report states that, since 2009, the
authorities have adopted 29 antitrust decisions against pharmaceutical
companies for an array of anticompetitive practices, including abuse of
dominance, pay-for-delay agreements, bid rigging and vertical agreements. Additionally, they have investigated more than 100 other cases,
and reviewed more than 80 transactions. Pharma sector inquiries are
currently ongoing in certain member states.
This chapter outlines these developments from both an EU antitrust and an EU merger control perspective.

Antitrust enforcement in the pharma sector
Abuse of dominance cases
Excessive pricing
Competition authorities have been traditionally reluctant to pursue
excessive pricing cases since many of them had failed on the facts.
However, in recent years, there has been a resurgence of the topic in
pharma-related cases.
In particular, the national competition authorities have led the way
in 2016, with decisions identifying abusive conduct in Italy (Aspen) and
in the United Kingdom (Flynn/Pfizer). The Commission followed shortly
after, by initiating its own investigation into Aspen’s practices in 2017.
This was the first pure excessive pricing investigation carried out by
the Commission; in July 2020, Aspen offered commitments to reduce its
prices for the products concerned by 73 per cent on average. At the same
time, national courts developed relevant case law, with the UK Court of
Appeal upholding the decision of the Competition Appeal Tribunal (CAT),
overturning the decision of the UK Competition and Markets Authority
(CMA) in Pfizer/Flynn, and the Danish Maritime and Commercial Court
(DMCC) upholding the judgment of the Danish Competition Appeals
Tribunal (DCAT) confirming the decision of the Danish Competition
Council (DCC) finding that CD Pharma had abused its dominant position.
The Pfizer/Flynn case is the most recent and most noticeable
development in excessive pricing. On 7 December 2016, the CMA
imposed a fine of £90 million on Pfizer and Flynn for charging unfair
prices, owing to them having increased end prices for phenytoin
sodium capsules by 2,600 per cent (Case CE/9742-13). Pfizer and
Flynn appealed to the CAT on 7 February 2017 (Pfizer Inc and Pfizer
Limited v Competition and Markets Authority, Case No. 1276/1/12/17;
and Flynn Pharma Ltd and Flynn Pharma (Holdings) Ltd v Competition

and Markets Authority, Case No. 1275/1/12/17), and the CAT quashed
the CMA’s decision on 7 June 2018. In December 2018, the CMA was
granted leave to appeal the CAT judgment. On 10 March 2020, the UK
Court of Appeal confirmed the CAT’s decision finding that the CMA did
not correctly apply the relevant legal test for unfair pricing and had
failed to consider alternative, countervailing evidence adduced by Pfizer
and Flynn (Competition and Markets Authority v Flynn Pfizer and Pfizer
Limited, Cases C3/2018/1847 and 1874).
According to the CMA, the prices charged by Pfizer and Flynn
were excessive because they significantly exceeded a reasonable rate
of return (defined at 6 per cent) and were significantly higher than
previous levels. The CMA argued that the extent of the excess was such
as to make the prices unfair in themselves. The CAT criticised the CMA
for failing to assess correctly the economic value of phenytoin sodium
capsules and wrongly relying on only one part of the United Brands
test (‘price unfair in itself’) while it should also have considered the
prices of meaningful comparators, such as phenytoin sodium tablets.
The CAT also found that the CMA did not give sufficient consideration
to the evidence provided by Pfizer and Flynn regarding the prices of
comparator drugs, and it set aside the CMA’s finding of abuse.
As the United Brands test was at the core of the debate before the
Court of Appeal, it is worth recalling that, in United Brands, the Court
of Justice of the European Union (CJEU) held that a price is excessive
where it bears ‘no reasonable relation to the economic value of the
product supplied’. That is the case where the difference between the
costs incurred and the price charged is excessive (the excessiveness
limb) and where the price is unfair either in itself or when compared to
the price of competing products (the unfairness limb) (United Brands
Company and United Brands Continentaal BV v Commission, Case
C-27/76, EU:C:1978:22, paragraphs 250–252).
In Pfizer/Flynn, the Court of Appeal noted that the two-limb test
was neither a purely disjunctive (ie, one or the other) nor a combinatorial
test and confirmed the CAT’s ruling that the ‘in itself’ and ‘by comparison’ options under the second limb were not strict alternatives. While
the Court of Appeal considered that the competition authorities are free
to choose the most appropriate means to show that a price is unfair
(whether ‘in itself’, by comparison or otherwise), it, however, pointed out
that authorities have a duty to take into consideration the alternative,
exculpatory evidence adduced by the companies under investigation.
Relying on the approach taken by the CJEU in its Intel judgment (Intel
Corporation Inc v Commission, Case C-413/14 P, EU:C:2017:632), Lord
Justice Green held that ‘if an undertaking adduces evidence of a type
unlike that which the competition authority relies upon to establish
an abuse then the authority is under a duty to consider that evidence’
(Cases C3/2018/1847 and 1874, op cit Judgment of Green LJ, paragraph
89). The case has been remitted back to the CMA, which can assess
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Pfizer and Flynn’s pricing of phenytoin sodium capsules de novo in light
of the Court of Appeal’s judgment.
In the United Kingdom, the CMA has also opened investigations
against Concordia and Actavis. Following the Pfizer/Flynn case, the
Concordia case was narrowed, and a supplementary statement of objections was sent in January 2019. Concerning Actavis, three separate
investigations related to excessive and unfair pricing, anticompetitive
agreements and abusive conduct have been conducted by the CMA. In
March 2017, the CMA issued a statement of objections, alleging that
Actavis charged an excessive and unfair price in relation to the supply of
hydrocortisone tablets in the United Kingdom by increasing the price of
the 10mg tablets by more than 12,000 per cent and of the 20mg tablets
by almost 9,500 per cent in comparison to the branded version of the
drug. In February 2020, considering the interrelationship of the facts
and allegations, the CMA decided to bring together the three investigations and issued a supplementary statement of objections to Actavis.
In Denmark, the DMCC confirmed the DCC decision in CD Pharma
(December 2018) by upholding the judgment of the DCAT in a ruling of
March 2020. The DCC had found, on 31 January 2018, that the pharmaceutical distributor CD Pharma had abused its dominant position
by charging unfair prices. Therefore, it ordered CD Pharma to stop this
conduct in the future and submitted the matter to the State Prosecutor
for Serious Economic and International Crime. As in the Pfizer/Flynn
and Aspen cases, the DCC based its analysis on the two limbs of the
United Brands test: it considered that the difference between the costs
and the selling prices was excessive, given CD Pharma’s high profit
margins of around 80 per cent, and that the price was unfair both ‘of
itself’ and compared to competing products. The DCC also compared the
price charged in Denmark with its neighbouring countries.

Rebates
On 14 March 2019, the CMA decided to close its investigation into pharmaceutical company MSD’s discount scheme for the medicine Remicade,
concluding that it was not likely to limit competition. Previously, the
CMA had issued a statement of objections, alleging that MSD abused
its dominant position because the disputed rebate scheme impeded the
sale of biosimilar versions of Remicade and dissuaded customers from
switching to them.
The CMA’s decision confirmed the finding of the CJEU in Intel that
rebates by dominant undertakings are not per se illegal, and that a
variety of factors must be assessed for determining the existence of an
abuse and the likelihood of exclusionary effects. The CMA found that, at
the time MSD’s discount scheme was launched, the UK National Health
Service (NHS) believed that it could lead to exclusionary effects, while
also acknowledging that it was designed with the aim of disincentivising
the NHS from switching to biosimilars.
However, the core of the CMA’s analysis on the likelihood of exclusionary effects was the objective assessment of the market conditions
at the time of the introduction of the rebates in March and April 2015
(Intel, p 63). After conducting a thorough scrutiny and surveying NHS
staff, the CMA concluded that the NHS showed less clinical caution and
a much greater willingness to use biosimilars. Therefore, the market
reality at that time prevented the rebates from developing any likelihood
of exclusionary effects.
Therefore, the Remicade decision confirmed that competition
authorities should carry out an economic analysis of the effects of
discount schemes to substantiate the existence of an abuse in this type
of unilateral conduct.

market for the treatment of age-related macular degeneration (AMD).
The facts that led to the FCA’s decision had already been investigated
and sanctioned by the Italian Competition Authority (ICA) in 2014 on
different grounds.
It is worth briefly recalling the facts. Genentech developed
two medicines: Lucentis, which was authorised by the European
Commission and the European Medicines Agency for the treatment of
AMD, and Avastin, an authorised anticancer drug. Genentech concluded
licence agreements with Roche and Novartis, which were respectively
in charge of marketing Avastin and Lucentis outside the United States.
Before the distribution of Lucentis began, doctors in Europe (including
in France and Italy) realised that Avastin had positive effects on patients
suffering from AMD and started prescribing Avastin to them. This practice continued after Lucentis entered the market.
As Lucentis is more expensive than Avastin, this situation had negative consequences for the three laboratories: Novartis could not get the
expected income from sales of Lucentis; Genentech was deprived of the
licensing revenue on sales of Lucentis; and Roche was the main shareholder of Genentech.
In 2014, the ICA found that Novartis and Roche agreed, in violation
of the provisions of article 101 of the Treaty on the Functioning of the
European Union (TFEU), to create an artificial differentiation between
Avastin and Lucentis to engender concerns regarding the safety of
Avastin and to increase the sales of Lucentis.
This case gave rise to a preliminary ruling of the CJEU, wherein
the Court stressed that medicines manufactured and sold illegally could
not be regarded as substitutable with lawfully authorised ones. The
CJEU also recalled that off-label drugs could only be used under strict
conditions, such as the lack of an equivalent authorised product on the
market. However, despite the fact that, since Lucentis had obtained
its marketing authorisation, there has been an equivalent, authorised
product on the market, the CJEU did not further discuss the issue and
concluded that an arrangement to disseminate, in a context of scientific
uncertainty, misleading information about the safety of a medicine being
used off-label may constitute a restriction of competition ‘by object’ (F
Hoffmann-La Roche, Case C-179/16, ECLI:EU:C:2018:25).
The ICA’s decision was finally confirmed in a judgment on 15 July
2019 (Italian Council of State, 15 July 2019, No. 04990/2019).
In its recent decision, the FCA took a completely different approach
and concluded on a collective abuse of dominance. It found that the
three companies formed a ‘single collective entity’ because of the existence of structural ties and cross-holdings between them, enabling
them to implement a common strategy in the market. It concluded that
they abused their collective dominance to implement a set of behaviours aimed at preserving the position of Lucentis and its high price, by
curbing the off-label use of the anticancer drug Avastin. In particular,
it first considered that Novartis disparaged Avastin by organising a
communications campaign meant to discredit the use of Avastin to treat
AMD. The campaign targeted ophthalmologists and doctors who were
key opinion leaders, as well as patient associations and the general
public. Second, it considered that Novartis and Roche, with the assistance of Genentech, orchestrated a series of blocking tactics and gave
alarmist and misleading information to the French public authorities.
Considering the criticisms raised with regard to the substitutability
of Avastin and Lucentis and the relatively new approach taken by the
FCA, it will be interesting to see whether the FCA’s decision will survive
an appeal, as we predict the parties will not stop here.

Patent settlement cases
Disparagement cases
On 9 September 2020, the French Competition Authority (FCA) imposed
fines totalling €444 million on three laboratories (Novartis, Roche and
Genentech) for having abused their collective dominant position in the

Since the closure of the Commission’s inquiry into the pharmaceutical
sector in 2009, the Commission has monitored settlements between
pharmaceutical companies, which were intended to resolve disputes
on the validity or infringements of patents. The Commission has been
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concerned that such arrangements are used by originator drug makers
to pay generics not to enter the market. Therefore, in reality, they would
be ‘pay-for-delay’ agreements, rather than good faith settlements of
genuine disputes.
The Commission’s latest report on the monitoring of patent settlements was published on 9 March 2018, covering the period from January
to December 2016. Since then, no further monitoring exercise has been
conducted by the Commission. While it restated the Commission’s
commitment towards patent settlements, it provided limited guidance
on what is an acceptable settlement. Such guidance can be better found
in the judgments in the Servier, Lundbeck and Paroxetine cases.
Concerning Servier and Lundbeck, the relevant Commission
decisions had held that the disputed patent settlements restricted
competition (Commission decision of 19 June 2013 in Lundbeck,
Case AT39226; and Commission decision of 9 July 2014 in Perindopril
(Servier), Case AT39612). In both cases, the addressees challenged
the decisions before the EU courts. In Servier, following a number
of hearings in June and July 2017, the General Court (GC) judgment
was published in December 2018, reducing the fines from €331 million
to €228 million (Servier and Others v Commission, Case T-691/14,
EU:T:2018:922). Both Servier (Servier and Others v Commission, Case
C-201/19 P) and the Commission (Commission v Servier and Others,
Case C-176/19 P) appealed against the GC judgment in February 2019.
The Servier judgment addressed issues of both pharmaceutical
market definition and patent settlements as a restriction of competition.
The main takeaway is that the GC thoroughly reviewed the Commission
decision and partially annulled it, overturning the latter’s definition of
the relevant market for perindopril, as well as its assessment of one
patent settlement agreement. Perindopril is a molecule used to treat
hypertension and heart failure. The GC relied on expert evidence and
medical studies and concluded that the Commission made various
mistakes in its analysis of therapeutic substitution of perindopril with
other ACE inhibitors, as it underestimated the competitive pressure
exerted by other medicines with the same therapeutic use that could
be prescribed by doctors. In addition, it stressed that prices should not
be the only or preponderant factor for the determination of the relevant
product market in the pharma sector. Rather, it followed the CJEU in
the AstraZeneca case (Astrazeneca v Commission, Case C-457/10 P,
EU:C:2012:770) and noted that drugs could be subject to competitive
pressure on the basis of qualitative non-price factors (promotional
efforts of drug makers, the patient’s profile, the doctor’s experience
and drugs’ therapeutic differences). In light of these, the GC annulled
the Commission’s finding that the relevant market was limited to
perindopril, and as a consequence, annulled the finding of an abuse of
dominance therein.
With regard to the disputed patent settlements, the GC held that
four out of five, and in particular those concluded with Niche, Matrix,
Teva and Lupin, constituted restrictions by object. For the GC, the relevant generics were potential competitors, and the settlements limited
the generic drug makers’ ability to challenge the validity of Servier’s
patents and to commercialise their own products. In particular, the GC
held that:
generic drug makers are potential competitors to the patent owner,
•
unless the latter rebuts the Commission’s findings by producing
evidence of insurmountable technical, regulatory or financial
barriers to entry for the generics;
the presumption of validity of a patent does not lead to a presump•
tion of infringement by the generic product, something that should
be decided by the competent patent court; and
a settlement that includes non-challenge and non-commercialisa•
tion clauses, obtained in exchange for a reverse payment higher
than costs inherent to litigation, constitutes a restriction of competition by object.

The GC found that certain reverse payments would not lead to this
conclusion (eg, payments covering costs inherent to litigation or
payments of an amount insufficient to induce the generic to stay off
the market).
Importantly, the GC also found that settlement agreements based
on the strength of the litigious patent, and providing for a licence on the
patent on market terms, cannot be qualified as a restriction by object.
The fifth patent settlement, between Servier and Krka, was held lawful
as the Commission failed to prove that the disputed licence was not
concluded at market conditions, and that the settlement had anticompetitive effects.
Concerning the Lundbeck case, the GC delivered a judgment
in favour of the Commission in September 2016 (Lundbeck A/S and
Lundbeck Ltd v European Commission, Case T-472/13, EU:T:2016:449).
The case is now under appeal (Lundbeck v Commission, C-591/16 P). On
4 June 2020, Advocate General (AG) Kokott handed down her opinion in
the case and invited the Court to reject Lundbeck’s appeal. Her opinion
essentially follows the Court’s ruling in Paroxetine (Generics (UK) Ltd
and Others v CMA (Paroxetine), Case C-307/18, EU:C:2020:52), especially
in respect of the by-object test.
The CJEU’s ruling in Paroxetine followed the examination by the
UK CAT of the appeal by GlaxoSmithKline (GSK) and several generic
companies against a decision of the CMA finding that GSK abused its
dominant position and entered into anticompetitive agreements with
generics manufacturers to delay their entry into the market. The CAT
decided to refer several questions to the CJEU for clarification on the
points listed below.
Potential competition: the CAT asked several questions to deter•
mine under which conditions an originator and a generic may be
considered potential competitors; in particular, in light of the existence of a dispute or injunction proceedings, or both.
Restriction by object: the CAT asked several questions to deter•
mine whether a patent settlement agreement may be considered
restriction by object; in particular, in light of the existence of value
transfers of different sizes and forms, including supply agreements
between the originators and the generic company.
Restriction by effect: the CAT asked whether the finding of a restric•
tion by effect depends on the likelihood of the generic having won
the litigation or, alternatively, on the likelihood that a less restrictive agreement would have been entered into.
•
Market definition: the CAT asked whether competition from generic
drugs prior to their effective entry is to be taken into account when
defining the market.
Abuse of dominance: the CAT asked several questions on the condi•
tions under which one or several patent settlement agreements
can constitute abuses of a dominant position.
Concerning the assessment of potential competition, the Court confirmed
the ruling in Delimitis (Delimitis v Henninger Bräu, Case C-234/89,
EU:C:1991:91) and noted that the structure of the market, including
the specificities of the pharmaceutical sector, the economic and legal
context, and the facts of the particular case, should be taken into account.
It considered that, while potential competition could not arise from the
purely hypothetical possibility of such an entry, or from the mere wish
or desire of the generic manufacturer to enter the market, nor should
it be required to demonstrate with certainty that the generic manufacturers would, in fact, enter. For the Court, the question to be considered
is whether the generic manufacturer, notwithstanding the existence of
the patent, had real and concrete possibilities of entering the market at
the relevant time had the settlement agreement not been concluded.
The Court listed multiple factors that shall be taken into account in this
assessment and specified that the existence of a transfer of value from
the originator manufacturer to the generic manufacturer can indicate
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that there is a competitive relationship between these undertakings –
‘the larger the transfer of value, the stronger the indication’.
With regard to the qualification of settlement agreements as
restrictions by object, the Court recalled its Cartes Bancaires and
Maxima Latvija’s judgments (Groupement des Cartes Bancaires v
Commission, Case C-67/13 P, EU:C:2014:2204 and Maxima Latvija, Case
C-345/14, EU:C:2015;784) by reaffirming broad principles about the
differences between restriction by object and by effect. It also noted
that the existence of pro-competitive effects could prevent an agreement from being a restriction by object where those effects gave rise
to reasonable doubt on whether the agreement resulted in a sufficient
degree of harm to competition. The Court also specified that a patent
settlement agreement should not automatically be characterised as a
restriction by object simply because it involves a value transfer from
the originator to the generic. Indeed, where such a transfer is appropriate and strictly necessary, having regard to the legitimate objectives
of the parties to the agreement, it can be justified. This would be the
case where the value transfer corresponded to costs incurred because
of the litigation. However, the Court pointed out that if the analysis of
the agreement makes it clear that the transfers of value only reflect the
parties’ commercial motivation not to compete on the merits, the agreement will be qualified as a restriction by object.
Regarding the question related to the notion of restriction by effect,
the Court recalled the MasterCard judgment (MasterCard and Others
v Commission, Case C‑382/12 P, EU:C:2014:2201) and stated that to
determine the existence of restrictive effects, a counterfactual analysis
is necessary. The Court excluded the need to determine precisely the
chances of success of the generic manufacturer or originator manufacturer in the patent proceedings, or the probability of concluding a
less restrictive agreement to conduct the counterfactual analysis, but
considered that these factors could be taken into consideration, among
other things, to determine how the market would have operated and
been structured in the absence of the agreement at stake.
The part of the judgment concerning the market definition is
relatively short as the CAT’s question was very narrow. However, the
question allowed the CJEU to underline the specificities of the pharmaceutical sector and the importance of the opinion of professional circles,
notably when considering interchangeability. The Court also noted that
generic manufacturers would have to be able to present themselves
‘within a short period on the market concerned with sufficient strength
to constitute a serious counterbalance to the manufacturer of the originator medicine’; this is the case when they have applied for market
authorisation or have signed supply contracts with distributors. The
Court pointed out that, as a process patent (unlike a molecule patent)
cannot provide absolute certainty that a generic version of the originator’s product could not enter the market, its existence is not sufficient
to prevent generic products from being considered as part of the relevant market.
Finally, on the issue related to the abuse of dominance, the CJEU
found that where the overall strategy of a dominant undertaking is
capable of restricting competition and having exclusionary effects that
go beyond the specific anticompetitive effects of each of the settlement agreements, it could result in an abuse of dominant position. The
conclusions of the Court relied on the CAT’s finding of the existence of a
strategy that ‘had, if not as its object, at least as its effect of delaying the
market entry of generic medicines’. Therefore, the Court recalled that the
concept of an abuse of dominance includes agreements that, although
they did not individually breach article 101 of the TFEU, did contribute to
the cumulative anticompetitive effects of the other agreements.
In her opinion in Lundbeck, AG Kokott followed the reasoning of the
Court in Paroxetine. She notably recalled that patent dispute settlement
agreements constitute restrictions of competition by object where the
value transfer from the patent holder to the generic manufacturer has

no other plausible explanation than the parties’ common commercial
interest not to compete. As in Paroxetine, the AG limited the qualification of by-object restrictions to cases where the sole consideration for
the value transfer is the undertaking not to enter the market and no
longer to challenge the patent. In Lundbeck, the AG considered the
agreements to be by-object restrictions, notably because Lundbeck did
not prove that the transfers were justified by legitimate objectives (eg,
the compensation of litigation costs or the actual supply of goods and
services). She also noted that the ‘asymmetry of risks’, such as possible
shortcomings in national patent law, cannot justify agreements whereby
an undertaking pays its competitors to stay out of the market.
As the CJEU’s ruling in Paroxetine only offers limited insights on
market definition and restrictions by effect, we expect the Court to give
more guidance on these questions in its forthcoming Servier judgment.
There are also ongoing proceedings before the Commission
against generic pharmaceutical company Teva, which allegedly entered
into an anticompetitive settlement agreement with Cephalon, another
pharmaceutical company. Cephalon, which subsequently became a Teva
subsidiary, owned the patents for the blockbuster sleep disorder drug
modafinil. When the primary patent expired, Teva entered the market
with its generic version of modafinil. This prompted Cephalon to bring
legal proceedings against Teva, alleging a breach of certain process
patents that were still in force. The case was settled in the United
Kingdom and in the United States with a global agreement. Under the
terms of the agreement, Teva agreed to keep its generic drug off the
market in the European Economic Area until October 2012 in exchange
for a series of cash payments from Cephalon, as well as what the
Commission refers to as ‘various other agreements’. Although proceedings were opened by the Commission in 2011, a statement of objections
was only sent in July 2017, and a closed-door hearing took place in
March 2018. The case is expected to be concluded within the year.

Pharma sector inquiries across Europe
There have also been developments in the pharmaceutical sector
inquiries in France, Spain and Austria in recent years.
In particular, in April 2019, the FCA handed down its opinion
concerning the pharmaceutical distribution of drugs in urban areas and
chemical pathology (Opinion 19-A-08). The report proposed measures to
encourage the evolution of the regulatory framework concerning online
selling, advertising and the possibility to open the capital of pharmacies. The FCA also made a suggestion to reduce the scope of the French
monopoly on dispensing medicinal products, in favour of alternative
distribution methods.
In May 2018 and October 2019, the Austrian Federal Competition
Authority (AFCA) published two interim reports for the sector inquiries
in the healthcare market. The first report analysed competition restrictions in the pharmacy market and focused on market entry and
ownership structures, as well as on the general regulatory framework
for pharmacies. The AFCA also provided a list of recommendations from
a competition law perspective. The second report analysed the market
for healthcare in rural areas and addresses the following matters:
•
the inventory of regional supply with pharmacies and general
practitioners;
medical shortages and health policy measures;
•
•
medical pharmacies;
•
primary care units, employment of doctors and teaching practice; and
•
proposals from the Austrian Chamber of Pharmacists for the
modernisation of the Pharmacies Act.

Mergers in the pharmaceutical sector
From August 2019 to August 2020, the Commission reviewed 14 transactions in the pharmaceutical sector. Most of them did not raise serious
doubts on their compatibility with the common market and led to
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simplified clearance proceedings. However, six clearances were subject
to conditions. One was the merger between Japanese Takeda and Shire,
which was approved subject to the divestment of a Shire pipeline drug
that would compete with a Takeda product (Takeda/Shire, COMP/
M8955). This reaffirmed the Commission’s position in considering ‘innovation’ as an important parameter of competition. However, taking into
account some exceptional circumstances, the Commission waived the
commitments made by Takeda on 28 May 2020.
The second was the acquisition of GE’s BioPharma business by
Danaher (Danaher/GE Healthcare Life Sciences Biopharma, COMP/
M9331). The Commission approved the operation subject to the sale of
five Danaher businesses to a purchaser with experience in the supply
of biotech equipment or consumables in Europe, the Middle East and
Africa, the Americas and Asia, approved in March 2020.
A third merger related to the acquisition of Pfizer’s Consumer
Health Business by GSK and was conditional upon the global divestment of Pfizer’s topical pain management business carried out under
the ThermaCare brand (Glaxosmithkline/Pfizer Consumer Healthcare
Business, COMP/M9274). (The Commission found that products in the
market for topical pain management are broadly substitutable irrespective of their differing format or composition, for example, patches and
gels, irrespective of whether medicated.) Angelini SpA was approved as
purchaser in March 2020.
The fourth case related to the acquisition of Allergan by AbbVie and
was approved by the Commission subject to the divestment of a product
Allergan was developing to treat inflammatory bowel diseases (AbbVie/
Allergan, COMP/M9461).
The fifth operation related to the merger of Mylan and Upjohn, a
business division of Pfizer. The Commission found that the transaction would raise competition concerns in some countries because of
the strong position of the two companies and the limited number of
significant competitors on the market. Thus, the parties offered to divest
Mylan’s business in the relevant markets to a more suitable purchaser
(AbbVie/Allergan, COMP/M9517, not yet published).
Finally, the sixth concentration concerned the acquisition of Bayer’s
animal health division by Elanco (Elanco Animal Health/Bayer Animal
Health Division, COMP/M9554, not yet published). The Commission
cleared the operation subject to the divestment of otitis products and
several types of parasiticides in the European Economic Area, the
United Kingdom and globally.

Axel Schulz
axel.schulz@whitecase.com

Fanny Abouzeid
fanny.abouzeid@whitecase.com
Wetstraat 62 rue de la Loi
1040 Brussels
Belgium
Tel: +32 2 239 2620
Fax: +32 2 239 2626
www.whitecase.com
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HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES

•

Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

The Australian healthcare system is a dual public and private system.
Both public and private hospital systems deliver medical services to
consumers. From a public hospital perspective, these are the responsibility of state and territory governments.
A range of medical services is subsidised by the Commonwealth
(federal) government through the Medicare Benefits Scheme. These
include services provided through the hospital system, general practitioner services, and dental and optometric services. The Medicare
Benefits Scheme is managed by the Australian government’s Department
of Health and administered by its agency, Services Australia.
All Australian citizens and residents (and certain other country’s
nationals through reciprocal agreements) are entitled to take part in the
public healthcare system. Private health insurance may give holders
shorter waiting periods for elective surgeries, private hospital beds in
public hospitals and access to private hospitals.
Medicinal products may be subsidised by the Commonwealth
government under the Pharmaceutical Benefits Scheme (PBS), once the
government is satisfied that the products have acceptable cost effectiveness compared with available alternatives. PBS-listed medicines are
available to consumers upon presentation of a prescription written by
an approved prescriber to an authorised pharmacist. The PBS is administered by the Commonwealth Department of Health.
For permanent implantable products, these may be available
through private health insurance where those products are included
on the Prostheses List. The Prostheses List is managed by the
Commonwealth Department of Health.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

The Therapeutic Goods Administration (TGA) is the national regulator
for therapeutic goods. Therapeutic goods include medicinal products
(including prescription-only, over-the-counter and complementary
medicines), vaccines, blood products and medical devices.
A therapeutic good is defined by the Therapeutic Goods Act 1989
(Cth) as one that is presented or likely to be taken for therapeutic use or
for use as an ingredient or component in the manufacture of therapeutic
goods. ‘Therapeutic use’, in turn, means use in or in connection with:

•
•
•
•
•

preventing, diagnosing, curing or alleviating a disease, ailment, defect
or injury;
influencing, inhibiting or modifying a physiological process;
testing the susceptibility of persons to a disease or ailment;
influencing, controlling or preventing conception;
testing for pregnancy; and
the replacement or modification of parts of the anatomy.

Certain goods are specifically excluded from the definition of therapeutic goods; for example, if they are described in the Therapeutic Goods
(Excluded Goods) Determination 2018, such as hair dyes, dental whiteners, menstrual pads.
If a product is not a therapeutic good, it may be a cosmetic.
Cosmetics include substances or preparations intended for placement in contact with any external part of the human body, including
the mucous membranes of the oral cavity and the teeth, with a view to
altering the odours of the body, changing its appearance, cleansing it,
maintaining it in good condition or perfuming or protecting it (section
5 of the Industrial Chemicals (Notification and Assessment) Act 1989
(Cth)). Cosmetics are not separately assessed and reviewed; however,
their ingredients may be subject to regulation. There are also specific
requirements in relation to the labelling and packaging requirements.
Foods are also not therapeutic goods. However, if a food is advertised for a therapeutic use, it may attract that quality of a therapeutic
good. Food Standards Australia New Zealand develops and administers
the Food Standards Code. The Code is enforced by state and territory
food agencies, as well as the Commonwealth Department of Agriculture
in relation to imported foods. Whether a dietary supplement is a food or
a therapeutic good will depend on the presentation of the supplement
(eg, tablet form or to be sprinkled over food), and the claims made in
relation to its use.

Approval framework
3

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

Unless a specific exemption applies, therapeutic goods (including medicines and medical devices) must be listed, registered or included on the
Australian Register of Therapeutic Goods (ARTG) before they may be
manufactured in, imported into, supplied in or exported from Australia.
There are requirements that apply to a medicine or medical device
manufacturer and to its sponsor. While a manufacturer may be an overseas entity, the sponsor must be an Australian entity. Both will be listed
on the ARTG certificate, which is the record of its inclusion on the ARTG.
The Australian regulator, the TGA, must be satisfied that the quality,
safety and efficacy of the goods have been satisfactorily established for
the purposes for which they are to be used. The regulatory framework is
risk-based, and there are substantial differences in the processes to be

8

Pharma & Medical Device Regulation 2021
© Law Business Research 2020

Clayton Utz

Australia

followed and the TGA’s review of documentation supporting an application, depending on the kind of therapeutic good in question (eg, medicine
versus medical device) and the risk associated with that product (eg,
complementary medicines versus prescription-only medicines; class I
versus class III devices). The regulatory framework for each is found
in different parts of the Therapeutic Goods Act, together with the
Therapeutic Goods Regulations 1990 (Cth) and the Therapeutic Goods
(Medical Devices) Regulations 2002 (Cth).
Specific labelling and packaging rules apply to medicines, including
the Standard for labels of prescription and related medicines (TGO 91)
and the Standard for labels of non-prescription medicines (TGO 92),
as well as the Therapeutic Goods (Medicines Advisory Statements)
Specification 2019.
Medicines that are ‘restricted medicines’ (under the Restricted
Medicine Specification 2011 (Cth)) are required to have a product
information (PI), which must be provided to the TGA as part of the
submission dossier. Restricted medicines include (but are not limited
to) pharmacist-only medicines, prescription-only medicines, controlled
drugs, vaccines and blood products. The PI must follow the prescribed
form, which requires a range of information about the medicine to be
disclosed, including pharmacological properties and information and
warnings about use (including any adverse (undesirable) effects).
Recent changes to the Therapeutic Goods Regulations 1990 have
been made to establish new templates for consumer medicine information to support the supply of prescription and non-prescription
medicines. These will be in force from 1 January 2021 for all newly
registered medicines, and a transitional period will apply to previously registered medicines (requiring adoption of the new format by 31
December 2025).
For medical devices, recent changes to the Essential Principles (set
out in the Therapeutic Goods (Medical Devices) Regulations 2002) introduced a requirement on manufacturers of permanently implantable or
active implantable medical devices (unless otherwise excluded) to make
available to patients a patient information leaflet and a patient implant
card with the device. The requirements are associated with a graduated transition period for existing medical devices, with all implantable
devices required to be compliant by 1 December 2021.

CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

Unapproved therapeutic goods may be lawfully imported into and
supplied in Australia as part of a clinical trial, in certain circumstances. There are two pathways for clinical trials administered by the
Therapeutic Goods Administration (TGA): the Clinical Trials Notification
(CTN) and the Clinical Trials Exemption (CTX) schemes. The Australian
clinical trial sponsor or the human research ethics committee (HREC),
or both, may determine which route to use. The clinical trial sponsor
takes responsibility for overall conduct of the trial.
The CTN scheme is a notification scheme. The Australian clinical trial
sponsor must submit a notification form and appropriate fee. It is the role
of the HREC to review the scientific validity of the trial design, consider
risk of harm, approve the study protocol and monitor the conduct of the
trial. On the other hand, the CTX scheme is an approval process, by which
the TGA will evaluate summary information about the product, including
relevant (but limited) scientific data. The HREC remains responsible for
considering scientific and ethical issues associated with the study.
Clinical trials that do not involve unapproved therapeutic goods are
not subject to the above schemes.

Further guidance about clinical trials can be found in the TGA’s
Australian clinical trial handbook, the ICH Guideline for Good Clinical
Practice (with TGA annotations), the National Statement on Ethical
Conduct in Human Research (issued by the National Health and Medical
Research Council (NHMRC)) and other guidance documents published
by the NHMRC or otherwise adopted by the TGA.
In addition, industry associations for prescription medicine
and medical devices sponsors, Medicines Australia and the Medical
Technology Association of Australia (MTAA) have each developed and
published a set of template clinical trial research agreements for
specific types of clinical trials (including where a contract research
organisation acts as a local sponsor of the trial).

Reporting requirements
5

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

There are two pathways for clinical trials administered by the TGA:
the CTN and the CTX schemes. The Australian clinical trial sponsor or
the HREC, or both, may determine which route to use. The clinical trial
sponsor takes responsibility for overall conduct of the trial.
The CTN scheme is a notification scheme. The Australian clinical
trial sponsor must submit a notification form and appropriate fee. It is
the role of the HREC to review the scientific validity of the trial design,
consider risk of harm, approve the study protocol and monitor the
conduct of the trial. On the other hand, the CTX scheme is an approval
process, by which the TGA will evaluate summary information about
the product, including relevant (but limited) scientific data. The HREC
remains responsible for considering scientific and ethical issues associated with the study.
Clinical trials that do not involve unapproved therapeutic goods are
not subject to the above schemes.
There is no obligation to report results of a clinical trial to the
public. If a clinical trial has been conducted as part of the CTN or CTX
scheme, notification of completion of the trial (for any reason) must be
made to the TGA. Adverse reactions may be required to be reported in
accordance with the ICH Guideline for Good Clinical Practice and the
Note for Guidance on Clinical Safety Data Management: Definitions and
Standard for Expedited Reporting (CPMP/ICH/377/95) (each as annotated with TGA comments).

Consent and insurance
6

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

There are no mandatory rules for obtaining trial subjects’ consent to
participate in a clinical trial; however, the NHMRC guidelines address
appropriate informed consent process. If the informed consent process
is inadequate, this may also lead to claims in negligence arising from a
failure to warn adequately or at all.
The document suites prepared by Medicines Australia and the
MTAA anticipate that the sponsor of the clinical trial will indemnify the
institution and the HREC for claims made or brought by (or on behalf of)
participants to the clinical study for personal injury or death arising out
of or relating to the administration or use of the investigational product
or clinical intervention. A set of guidelines has also been prepared to
help the sponsor assess when compensation should be paid.
The standard form agreements envisage that the sponsor of the
trial will maintain appropriate levels of insurance to cover activities
and indemnity obligations under the agreement; however, no limits are
specified or recommended.
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Protecting research data

MARKETING AUTHORISATION

8

Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

The timing and fees required to obtain approval from the Therapeutic
Goods Administration (TGA) for registration, listing or inclusion on
the Australian Register of Therapeutic Goods (ARTG) of a therapeutic
good will depend on the particular medicine or medical device in question. Fees are specified in the Therapeutic Goods Regulations and
Therapeutic Goods (Medical Devices) Regulations, and vary depending
on the complexity of the application. Annual fees in respect of the ARTG
will also apply. Once approved or accepted for inclusion, the ARTG entry
(representing the authorisation) will remain valid (provided the annual
fee is paid) unless it is otherwise suspended or cancelled.
An application for registration of a prescription medicine must be
in the common technical document format, and must include quality
data (eg, compositional, batch, stability and sterility data), non-clinical
data (eg, pharmacology and toxicology data) and clinical data (including
results of clinical trials). Evaluation of a new chemical entity attracts
a fee of A$199,500. Fees relating to an application for an extension of
indications may vary, depending on the documentation that needs to be
considered by the TGA.
The Therapeutic Goods Regulations (Regulations 16C(3) and 16DA)
prescribe the maximum evaluation periods for the TGA’s assessment of
a medicine. The maximum period is 255 working days; however, shorter
periods may apply in certain circumstances. For example, where the
evaluation medicine is the same as a medicine approved by a competent regulatory authority of a foreign country or jurisdiction for general
marketing in that country, the maximum period for evaluation is 175
working days. That period is further reduced to 120 working days where
the manufacturing processes are acceptable and no additional information is required to complete the evaluation except for labelling and
product information, and any risk management plan.
For medical devices, the process also varies depending on the
classification of the device and whether manufacturing takes place in
Australia or overseas. The two critical regulatory pieces for inclusion
of a medical device on the ARTG are compliance with the Essential
Principles and application of appropriate conformity assessment
procedures. These are the primary responsibility of the manufacturer;
however, the sponsor must also certify that they have been met and that
it can supply data to the TGA on request.
Goods that are the ‘same kind’ of medical device can be supplied
under a single ARTG entry, provided that they have the same sponsor,
manufacture, device nomenclature system code and classification and,
for class III, active implantable and class IV, in vitro diagnostic medical
devices, also have the same unique product identifier.
Class I medical devices are automatically included on the ARTG.
The timing for other classifications depends on whether the product
is selected or required for audit, and whether TGA assessment of
conformity assessment is required. For example, where a conformity
assessment certificate is required, a decision on such an application
must be made within 255 working days.
In its annual performance statistics report (available on its website),
the TGA publishes data about the number of applications it has read and
considered, and the mean time for consideration of those applications.

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

When evaluating goods for registration, section 25A of the Therapeutic
Goods Act prohibits the TGA’s use of information about other therapeutic
goods that is ‘protected information’. Protected information includes
information about a new active ingredient within five years of its listing
on the ARTG, unless the person in relation to whom goods are registered has given their consent for that information to be used. If data are
in the public domain, they may be relied upon by another sponsor for the
purpose of an application for registration.

Freedom of information
9

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

Access can be sought by third parties under the Freedom of Information
(FOI) Act 1982 (Cth) for access to documents held by government departments, such as the Department of Health, of which the TGA forms a
part. The Act exempts from disclosure; for example, Cabinet documents
or documents containing material obtained in confidence, commercialin-confidence information or information subject to legal professional
privilege. Other exemptions are ‘public interest conditional exemptions’,
which requires access to be given unless it would be contrary to the
public interest (eg, where disclosure would adversely affect a person’s
lawful business, commercial or financial affairs).
It is likely that research data that was provided on a confidential
basis and is not otherwise publicly available would be capable of being
protected from disclosure (although the particular documents and
circumstances of the request would need to be considered).
Where a party’s information has been sought under FOI, the
Department will carry out a consultation process before it makes a
decision about disclosure. The party being consulted will also have an
opportunity to challenge the decision before documents are released.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
There are specific rules for approval relating to particular types of
medicinal products, including traditional herbal and homeopathic products and biologicals. For biosimilars, controlled drugs, orphan drugs
and those for paediatric use, the usual paths for registration or listing
will apply, although further guidance or procedures may need to be
followed. For example, the data requirements for a biosimilar will be
different from a new chemical entity, and the TGA has adopted a number
of European guidelines that outline the quality, non-clinical and clinical
data requirements specific to biosimilar medicines. Orphan drug designation does not guarantee ARTG registration; however, it may facilitate
access to market or help manage entry costs.
Part 3-2A of the Therapeutic Goods Act relates to biologicals, which
include (but are not limited to) tissue-based products, cell-based products, immunotherapy products containing human cells and products that
comprise or contain live animal cells, tissues or organs. Part 3-2A of the
Act includes specific provisions relating to how applications for inclusion in the ARTG are made, as well as public notification and recall, and
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criminal and civil penalties. Prescription biological medicines are regulated as therapeutic goods, not as biologicals. In addition, fresh viable
organs, assisted reproductive technologies and certain autologous
human cells and tissues products are excluded from TGA regulation.
Traditional herbal and homeopathic products are therapeutic
goods that are referred to as ‘complementary medicines’. These are
therapeutic goods consisting principally of one or more designated
active ingredients (described in Schedule 14 of the Therapeutic Goods
Regulations). These ingredients have been found to have a clearly
established identity and traditional use. Lower risk medicines are listed
on the ARTG, whereas higher risk medicines must be registered. For
registered complementary medicines, a detailed dossier of information
must be submitted for evaluation by the TGA.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
A sponsor of a registered or listed medicine must comply with the TGA’s
document ‘Pharmacovigilance Responsibilities of Medicine Sponsors’,
(section 28(5)(ca) and (e) of the Therapeutic Goods Act; Regulation 15A of
the Therapeutic Goods Regulations). Version 2.1 of the document, dated
June 2018 is currently in force. It sets out the reporting and recordkeeping requirements that apply in Australia. It also includes definitions
and timelines for the reporting of adverse reactions and significant
safety issues. Failure to meet the pharmacovigilance reporting obligations is a failure to meet a condition of registration or listing (and,
therefore, may be a breach of the legislation).
For medical devices, vigilance obligations also arise as a part of
conditions on the ARTG, applying automatically (section 41FN(3)(d) of the
Therapeutic Goods Act; Regulation 5.7 of the Therapeutic Goods (Medical
Devices) Regulations). The sponsor must give the TGA information:
•
within 48 hours of becoming aware of an event or other occurrence
that represents a serious threat to public health;
•
within 10 days of becoming aware of an event or other occurrence
that led to the death or serious deterioration in the state of health
of a patient, user of a device or other person; and
•
within 30 days of becoming aware of an event or other occurrence
that might lead to the death or serious deterioration in the state of
health of a patient, user of a device or other person.
Failure to meet the device vigilance reporting obligations is a failure
to meet a condition of registration or listing (and, therefore, may be a
breach of the legislation).
In addition, where relevant to conformity assessment or Essential
Principles, a sponsor must provide the manufacturer with any information it is aware of relating to any malfunction or deterioration in the
characteristics or performance of the kind of device, any inadequacy
in the design, manufacture, labelling, instructions for use or advertising materials, or any use in accordance with or contrary to the use
intended by the manufacturer, that has led to any complaint or problem
in relation to the device (no matter how minor) (section 41FN(3)(e) and
(4) of the Therapeutic Goods Act; Regulation 5.8 of the Therapeutic
Goods (Medical Devices) Regulations). Information of that kind must be
recorded and kept (Regulation 5.10) and, for higher classifications of
devices, reported to the TGA on a yearly basis (Regulation 5.11).

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
Manufacture, import and export of therapeutic goods are all within the
responsibility of the TGA. Different requirements apply depending on
whether the product in question is a device or a medicinal product, and
where the product is manufactured.
The definition of ‘manufacture’ is different depending on whether
the product is a medicine or device. For a medicine, biological or other
therapeutic good, manufacture includes (but is not limited to) production of the goods, or engaging in any part of the process of producing or
bringing goods to their final state, including in the processing, assembling, packaging, labelling, storage, sterilising and testing or release for
supply (section 3 of the Therapeutic Goods Act).
A manufacturer of a medical device is the person who is responsible for the design, production, packaging and labelling of the device
before it is supplied under the person’s name, regardless of whether
it is the person, or another person acting on the person’s behalf, who
carries out those operations (section 41BG(1) of the Therapeutic Goods
Act). If this definition does not apply, the manufacturer may also be
a person who (with a view to supplying the device under his or her
name) does one or more of the following using ready-made products:
assembles, packages, processes, fully refurbishes, labels or assigns to
the device its purpose (eg, by applying labelling, instructions, advertising material or technical documentation) (section 41BG(2) of the
Therapeutic Goods Act).
For medical devices, the manufacturer holds the primary obligations relating to application of conformity assessment procedures and
compliance with the Essential Principles. Where the device is manufactured may influence what conformity assessment procedures must be
complied with, and how the manufacturer (and sponsor) can be satisfied
that the Essential Principles have been met.
For medicinal products, Australian manufacturers must apply for
a manufacturing licence for an Australian manufacturing site. Overseas
manufacturers are required to obtain good manufacturing practice
certification or clearance, the latter being possible via mutual recognition arrangements with other countries.
In addition to the above, state and territory legislation adds further
requirements relating to the retail, wholesale, handling and storage
of poisons and therapeutic goods. For example, in New South Wales,
a wholesaling licence must be held in relation to each premises from
which wholesaling of therapeutic goods occurs (the Poisons and
Therapeutic Goods Act 1966 (NSW)).

Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
Civil and criminal sanctions are available for breaches of the Therapeutic
Goods Act, including supply or advertising of unapproved therapeutic
goods (unless an exemption applies). These penalties are harsher
where the products have been associated with personal injury or a risk
of harm. Other breaches of the legislation include:
•
making false statements in applications for registration or listing;
•
failing to report adverse effects;
•
failing to provide information to the TGA under formal requests; and
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for devices, failing to apply conformity assessment procedures or
supplying products that do not comply with the Essential Principles.

Penalties may include fines and, in some circumstances, imprisonment
(although such cases would be very rare). An executive officer of a body
corporate may be pursued personally if:
•
the body corporate has contravened an offence or civil penalty
provision;
•
the executive officer knew the offence would occur or contravention would be committed;
•
the officer was in a position to influence the conduct; and
•
the officer failed to take all reasonable steps to prevent the offence
or contravention (section 54B of the Therapeutic Goods Act).
The conduct of a director, employee or agent may also be relevant to
establishing the body corporate’s ‘state of mind’ where required by the
legislation (section 55 of the Therapeutic Goods Act).

Exemptions
14 What, if any, manufacture and supply of medicinal products is
exempt from the requirement to obtain an approval to market?
There is a range of circumstances in which manufacture and supply of
medicinal products may be exempt from the requirement to obtain an
approval to market (ARTG listing). In addition to clinical trials involving
experimental or investigational products and personal importation, other
circumstances include:
•
medicines that are dispensed, or extemporaneously compounded,
for a particular person for therapeutic application to that person;
•
manufacturing, laboratory or dispensary equipment in the preparation of therapeutic goods;
•
medicines that are blood and blood components manufactured by the
holder of a licence to manufacture blood and blood components; and
•
tampons and menstrual cups (see Schedule 5 of the Therapeutic
Goods Regulations).
The Therapeutic Goods (Excluded Goods) Determination 2018 also
excludes certain goods from the definition of ‘therapeutic goods’, either
completely or for specific purposes. For example, dental bleaches and
dental whiteners are excluded goods for the purposes of the Act; oral
hygiene products for the care of teeth and the mouth, that do not contain
any substance included in Schedules 2, 3, 4 or 8 to the Poisons Standard,
are excluded goods when advertised or presented for supply and where
the only benefits relate to consequential improvements to oral hygiene,
and not otherwise in relation to gum or oral disease, for example.

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
No. First, any therapeutic goods imported into Australia must be
registered, listed or included on the ARTG before they may be validly
supplied. Such goods must have an Australian sponsor. Unless those
goods are to be supplied on behalf of that Australian sponsor and the
sponsor is willing to be responsible for all regulatory requirements of
those imported goods, the goods will not be included on the ARTG (and,
therefore, will be ‘unapproved’ goods).
In addition, finished products authorised in another jurisdiction will
not necessarily comply with Australian packaging and labelling requirements. These must be tailored to meet Australian regulatory requirements.

Goods authorised for supply in another jurisdiction may qualify for
a shorter application process for medicine applications or may provide,
for medical devices, support for compliance with the essential principles
or conformity assessment procedures (however, the local sponsor’s
certification will still be required).

AMENDING AUTHORISATIONS
Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
This depends on the type of variation being sought. At a general
level, if the variation was the subject of the original evaluation by the
Therapeutic Goods Administration (TGA) upon registration or listing on
the Australian Register of Therapeutic Goods (ARTG), detailed information and a submission may be required to be made. For example, a
change to a registered medicine relating to its approved indications, the
patient population or more substantive changes to the product information would likely also require evaluation of clinical or bioequivalence
data. A change to the strength of a medicinal product may mean that a
new application is required. Similarly, a medical device that is not the
‘same kind’ of medical device as an existing ARTG entry would require a
new application. The TGA has published a range of guidance materials
on these issues.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
Once a therapeutic good is listed, registered or included on the ARTG, it
will remain listed unless it is suspended or cancelled (provided that the
annual fee is paid). A sponsor may choose to cancel a product from the
ARTG at any time by notice to the TGA.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
Where a sponsor’s name changes or a company merges with another
company, this is not considered a change of sponsor (Regulations
10AC (medicines), 10FA (medical devices) and 10HA (biologicals), of the
Therapeutic Goods Regulations). Notification to the TGA is necessary
using its online business portal.
Where there is a change in business ownership (and, for example,
the Australian business number or Australian company number
changes), this is considered a change in sponsor and must be notified within three months of the event, providing evidence of the event
(Regulations 10AB (medicines), 10F (medical devices) and 10H (biologicals) of the Therapeutic Goods Regulations). It is also important for the
former and current sponsor to have reached a clear agreement about
who is responsible for engaging with the regulator, and the point at
which the regulatory obligations become the responsibility of the new
sponsor. This includes reporting of adverse effects and responsibility
for stock on hand and labelling obligations (since stock must have the
current sponsor on the label or provided with the product).
Neither of these notification processes are lengthy or complex.
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RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
Recall action may be needed to protect consumers from issues relating
to the quality, safety, efficacy, performance or presentation of therapeutic
goods. The Therapeutic Goods Administration (TGA) has published a
Uniform Recall Procedure for Therapeutic Goods (current version 2.2,
December 2019), which provides guidance about when a product recall
should be considered, or when one of the non-recall actions may be
more appropriate.
Recall actions include product recall (permanent removal from
the market or from use), product defect correction (including repair,
modification or relabelling), hazard alert (identifying precautionary
information to healthcare professionals about ongoing management; for
example, in relation to medical devices) or product defect alert (which
allows for the informed, continued use of defective but critical therapeutic goods). Recall action may be taken at a wholesale level, hospital
level, retail level (eg, retail pharmacies) or consumer level.
According to the TGA’s guidance, non-recall action can be taken if
the therapeutic goods meet all specifications and standards and there
are no deficiencies in safety, quality, efficacy, performance or presentation. These non-recall actions include a safety alert, product notification,
quarantine or product withdrawal.
The TGA also has powers to impose requirements relating to
therapeutic goods, including where the TGA considers that the quality,
safety or efficacy, or the presentation of the goods is unacceptable (Part
3-2, Division 2A; Part 3-2A, Division 8 (biologicals); Part 4-9 (medical
devices) of the Therapeutic Goods Act). The requirements may include
taking steps to recall goods that have been distributed (whether or not
they have been administered or applied in the treatment of a person),
to inform the public or a specific group of people (which may include
healthcare professionals), or to otherwise publish information about the
manufacture and distribution of the goods.

PROMOTION
Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
‘Advertisement’ is broadly defined by the Therapeutic Goods Act and, in
relation to therapeutic goods, includes any statement, pictorial representation or design that is intended, whether directly or indirectly, to
promote the use or supply of goods, including whether on the labelling, packaging or any other information accompanying the package
containing the goods (section 3).
Corporate or financial information describing a company’s area of
business is not likely to be promotional in nature, although care must
be taken in describing research and development efforts; for example,
where products are unapproved or where information focuses on the
benefits of a new, named medicine. Similarly, educational information
will not be promotional in nature if it focuses, for example, on disease
awareness and does not promote particular products or treatments.
Different rules will apply depending on the audience for the advertisement or promotion, and depending on the product itself. Industry
codes (eg, the Medicines Australia Code of Conduct and the Medical

Technology Association of Australia (MTAA) Code of Practice) govern the
conduct of their members in their interactions with healthcare professionals. Promotional activity aimed at consumers (patients) is also
prohibited in respect of certain therapeutic goods, such as prescription
medicines. Any promotion of unapproved medicines, including ‘off-label’
indications or uses is also prohibited.
Advertisements directed to consumers must comply with Part 5-1
of the Therapeutic Goods Act and the Therapeutic Goods Advertising
Code (No. 2) 2018 (TGAC) (it is an offence to breach the TGAC). The TGAC
contains a range of specific prohibitions and requirements about the
content of advertising material, including in relation to scientific and
clinical representations, endorsements and testimonials, and the inclusion of warning statements.
In addition to the above, all advertising or promotional material
must comply with the general prohibitions against misleading or deceptive conduct or false or misleading representations under sections 18, 29
and 33 of the Australian Consumer Law (Schedule 2 to the Competition
and Consumer Act 2010 (Cth)).

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
These are found in industry codes; specifically the Medicines Australia
Code of Conduct and the MTAA Code of Practice.
The Medicines Australia Code of Conduct Edition 19 has recently
moved to a principles-based approach to provide guidance to members
about ethical standards and transparency of reporting. A new set
of overarching principles (Part A of the Code) includes Principle 5:
‘Consistent with our ethical undertakings, nothing is offered or provided
by a Company in a manner or with conditions that would have an inappropriate influence on the approval, recommendation, prescribing, and/
or use of a product’.
Section 9.1 of Edition 11 of the MTAA Code of Practice (2020)
provides that, in all dealings with healthcare professionals, a company
must undertake ethical business practices and socially responsible
industry conduct, and must not use any inappropriate inducement or
offer any personal benefit or advantage to promote or encourage the
use of its products.
Specific provisions in each Code relating to interactions with healthcare professionals and including, in the case of Medicines Australia,
transparency reporting, also assist to discourage inducements that are
not based on clinical data to healthcare professionals.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
The industry codes govern the recording and publication of details of
reportable payments and transfers of value provided by member companies to healthcare professionals. Since 2015, the Medicines Australia
Code of Conduct has required member companies to collect information
about healthcare professionals who have received payments or educational support through airfares, accommodation or registration fees.
After the first year, reporting of this information by member companies
became mandatory and was made publicly available. In August 2019,
Medicines Australia launched a centralised reporting system.
The MTAA Code of Practice governs appropriate forms of support
to healthcare professionals (eg, in respect of educational conferences,
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gifts, travel and accommodation) but does not have the same reporting
requirements as Medicines Australia.

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
Until relatively recently, there was a Complaints Resolution Panel
charged with the task of considering complaints about advertisements
for therapeutic goods. It investigated complaints and, in some circumstances, would recommend action be taken by the Therapeutic Goods
Administration (TGA). Since July 2018, the TGA has been responsible
for considering all complaints about advertising of therapeutic goods.
Complaints can be made online and are handled in accordance with the
TGA’s advertising complaints handling policy. The TGA’s remit covers
compliance with the Therapeutic Goods Act and the TGAC.
Advertising to and interactions with healthcare professionals are
largely dealt with by the industry associations (ie, the industry selfregulates by reference to Codes of Conduct). Although non-members
are not bound by the relevant Codes, those Codes are considered to
be best practice. It is also possible for non-members to submit to the
complaints handling processes of the industry associations (usually
more likely with complaints by competitors as a pre-litigation step).

Benefits Advisory Committee, an independent statutory body) considers
which products are selected for inclusion on the PBS, based on the
effectiveness and cost of the therapy, including by comparing this with
alternative therapies.
Pricing of drugs and medicinal products on the PBS depends on
the stage in the life cycle of the medicine (ie, whether there is more than
one brand of the medicine listed on the PBS) and how long it has been
listed. The relevant legislation is the National Health Act 1953 (Cth),
which sets out a series of statutory price reductions (including anniversary price reductions and price reductions that apply upon the listing
of the first bioequivalent or biosimilar brand of the drug). Other price
reductions may be applied by policy (reference pricing policy) where
drugs are therapeutically linked (eg, because drugs are listed on the
PBS with regard to appropriate comparators).
Where there is more than one drug that is bioequivalent or biosimilar listed on the PBS, price disclosure may apply. This is also based on
the legislation, and may involve price reductions based on real-world
data about usage of the products, including any other discounts or benefits provided in association with the supply of the medicine.
There are certain special arrangements that apply to particular
drugs and impose specific regimes in relation to, for example, dispensing
fees and other markups relating to the supply chain. These include efficient funding of chemotherapy arrangements.
Medical devices may be included on the Prostheses List, which
relates to private health reimbursement of certain medical devices.

OFF-LABEL USE AND UNLICENSED PRODUCTS

Sanctions

Off-label use

24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?

26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?

The TGA has a range of compliance and enforcement tools to deal with
breaches of the advertising and promotional controls in the Therapeutic
Goods Act and TGAC. The sanctions or penalties that may be imposed
will depend on the seriousness of the breach, whether the advertiser has
shown a willingness to engage with the TGA and meet its concerns, and
the potential risk to the public (including, for example, where unapproved
medicines or prescription medicines are promoted directly to consumers).
The tools available under the Therapeutic Goods Act include
substantiation notices (section 42DR of the Act), requiring an advertiser to
provide information to substantiate claims made in the advertisement; or
directions (section 42DV) by which the TGA may direct a person to cease
the advertisement, make a retraction or correction or cease making a
particular claim or representation. More serious avenues include public
warning notices, infringement notices or commencing proceedings. The
TGA may also accept enforceable undertakings from an offender.

It is an offence for a sponsor of a therapeutic good to advertise a product
that is or is required to be registered on the Australian Register of
Therapeutic Goods outside the indications or intended use for which the
product is approved for supply (ie, for off-label use; see, for example,
section 21(4) Therapeutic Goods Act (for medicines)). It is possible for
health professionals to prescribe or recommend the use of products for
off-label indications (although the health professional should only do so
in accordance with appropriate evidence and informed consent discussions with patients).

PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
The Pharmaceutical Benefits Scheme (PBS) is a scheme by which the
Commonwealth government subsidises the cost of prescription medicines listed on the Schedule of Pharmaceutical Benefits. Australian
residents who hold a current Medicare card and certain overseas visitors (with whom Australia has reciprocal arrangements) are eligible to
access the PBS. The government (with the help of the Pharmaceutical

Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
In addition to supply via a clinical trial, there are three main ways in
which an unapproved therapeutic good may be supplied in Australia:
authorised prescriber scheme, special access scheme and personal
importation scheme.
A medical practitioner may be granted authority to become an
‘authorised prescriber’ of a specified unapproved therapeutic good (or
class of unapproved therapeutic goods) to specific patients (or classes
of recipients) with a particular medical condition. To become an authorised prescriber, the medical practitioner must:
•
have the training and expertise appropriate for the condition being
treated and the proposed use of the product;
•
be able to best determine the needs of the patient;
•
be able to monitor the outcome of therapy; and
•
have their application approved by a human research ethics
committee or endorsed by a specialist college.
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Once approved, the authorised prescriber is allowed to supply the
product directly to specified patients under his or her immediate care.
The Therapeutic Goods Administration (TGA) also operates a special
access scheme, by which a health professional may access unapproved
therapeutic goods on a case-by-case basis. There are three pathways.
•
Category A is a notification pathway that can be accessed by a
prescribing medical practitioner or on his or her behalf for a ‘seriously ill’ patient for whom death is reasonably likely in a matter of
months or otherwise in the absence of early treatment.
•
Category B is an application pathway, that can be accessed by
health professionals who do not fit the Category A or C pathways.
This pathway requires detail to be provided about the patient’s
diagnosis and indication for treatment, the clinical justification for
use of the product, safety and efficacy data supporting use of the
product, and intended monitoring for adverse events and patient
response to treatment.
•
Category C is a notification pathway that allows certain types of
health professionals to supply therapeutic goods that have an
established history of use. These medicines, medical devices and
biologicals are found in published Rules.
It is possible for individuals to legally import unapproved therapeutic
goods for personal use. A maximum three-month supply (at maximum
recommended dose) can be imported at one time without TGA approval.
There may be import restrictions, depending on the product in question; for example, if the goods are Schedule 4 (prescription-only) goods,
a prescription must be provided by an Australian-registered medical
practitioner.

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
In addition to supply via a clinical trial, there are three main ways in
which an unapproved therapeutic good may be supplied in Australia:
authorised prescriber scheme, special access scheme and personal
importation scheme. Supply outside these schemes (or clinical trials)
is not lawful. Compassionate supply of unapproved or approved therapeutic goods is a matter for the sponsor of the goods to consider. The
TGA states on its website that it will not consider applications citing
monetary reasons as justification for supply of an unapproved good.
Clinical justification is essential.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
There are rules that apply both at a federal level and a state or territory
level. The Poisons Standard (current version July 2020), which has been
adopted by each state and territory, represents a compilation of decisions reflecting how medicines and other poisons should be treated. The
Schedules include Schedules 2 (Pharmacy Only), 3 (Pharmacist Only), 4
(Prescription Only), 8 (Controlled Drug) and 9 (Prohibited Substance).
The applicable Schedule may also govern how particular products may
be advertised to consumers (eg, prescription-only medicines can only
be advertised to health professionals, and not directly to consumers).
Commonwealth legislation governs pharmacy location rules
(where and how close together pharmacies can be situated), as well as
how, by and to whom Pharmaceutical Benefits Scheme prescriptions
can be written and dispensed. State and territory legislation governs
the wholesaling, retailing and handling of medicinal products. State or

territory licences must be held in each state or territory in which the
handling or wholesale of medicinal products takes place.

Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
The online dispensing, sale and supply of medical products and
medical devices will depend on the product in question. Historically,
Pharmaceutical Benefits Scheme (PBS) or other medicines available
on prescription-only could not be supplied through online prescription,
dispensing and sale, partly because those medicines cannot be directly
advertised to consumers and partly because of requirements relating to
how a PBS prescription is written.
Before the covid-19 pandemic, the Department of Health was
already in the process of moving towards the introduction of electronic
prescribing. The National Health (Pharmaceutical Benefits) Regulations
2017 (Cth) have recently been updated to permit the writing of electronic
prescriptions for PBS medicines. Since legislative amendments and the
framework supporting electronic prescribing are necessary and require
consideration at a state and territory level, the implementation of online
prescriptions is being introduced in a staged approach via ‘electronic
prescription communities of interest’ across Australia.

UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
Following release of the Australian Government Response to the
Review of Medicines and Medical Devices Regulation in September
2016, the government initiated a programme of reform, in respect of
which substantial progress has been made. This has included legislative changes to provide an online database of approved indications for
use in listed medicines and new pathways to streamline the registration process for certain medicines and medical devices (priority review
pathways), and to make greater use of assessments for international
regulators in appropriate cases (including prescription medicines,
complementary medicines and medical devices), as well as a streamlined complaints handling model for advertising.
The recently passed Therapeutic Goods Amendment (2020
Measures No. 1) Act (Cth) introduced a range of legislative changes
to the Therapeutic Goods Act 1989, including in relation to the medical
devices regime (some of which have not yet taken effect as at the time
of writing). These include introduction of a new section 22G to the
Therapeutic Goods Act, which permits a person to seek advice, before
making an application for registration, about whether a prescribed
aspect of the quality, safety or efficacy of a medicine has been satisfactorily established. If a request is made in accordance with the section, the
Therapeutic Goods Administration (TGA) must give the advice requested.
Section 25 has also been modified to require that the secretary have
regard to any advice previously given pursuant to section 22G when
deciding whether to register a medicine. At present, the only ‘prescribed
aspect’ is found in regulation 10M of the Therapeutic Goods Regulations
and permits advice to be sought about in vitro bioequivalence, relating
to the quality of a medicine for oral ingestion.
The strengthening of medical devices regulation has been a
particular focus in recent years, including as a result of criticism in public
inquiries and the contrast between the medicine and medical device
regulatory frameworks, as well as to align the Australian framework
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with recent changes to the European framework. Legislative reforms
include reclassification of certain devices (eg, medical devices that
administer medicines or biologicals by inhalation, medical devices that
are substances (or combinations of substances) for introduction into the
body and active medical devices for therapy that include a diagnostic
function to significantly determine patient management) and changes
to the medical device regulatory framework for medical device software
and personalised medical devices (including 3D printed devices). These
changes have been reflected in the Therapeutic Goods (Medical Devices)
Regulations 2002, although their implementation has been delayed until
2021 (dates vary depending on the specific reform) owing to the impact
of the covid-19 pandemic. Each of these amendments is also associated
with a transitional period to assist companies to comply, which will end
on 31 October 2024.
In addition, amendments to the Australian Essential Principles,
anticipated to follow the commencement of EU medical device regulation changes and in vitro diagnostic medical device regulations will be
introduced two years after the EU changes take effect. These changes
have the potential to substantially impact the way in which medical
device manufacturers and sponsors operate their business in Australia,
although the extent of the impact will depend on the particular circumstances of the device in question.
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Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
The Australian government's response to the COVID-19 pandemic
included establishing a National Cabinet comprising the prime minister,
the premiers and relevant chief ministers of each state and territory.
Because Australia has a federal system of government, designating
responsibility at the Commonwealth, state and territory levels, much of
the work of the National Cabinet has involved seeking to reach agreement on measures, which can then be rolled out at a state and territory
level, as appropriate.
In the pharmaceutical and medical device space, a range of initiatives have been implemented at both federal, state and territory levels.
These have included the introduction of emergency measures, the
acceleration of initiatives that had been planned before the pandemic
commenced and increased regulator activity. Some of the measures are
listed below.
•
Temporary Medicare Benefits Schedule telehealth (phone or
video) items are available to GPs, medical practitioners, nurse
practitioners, participating midwives and allied health providers.
All Medicare-eligible Australians can now receive these services,
which must be bulk billed;
•
Under pre-existing arrangements, paper scripts were required
for Pharmaceutical Benefits Scheme (PBS) medicines, making a
total move to online delivery of healthcare and prescription difficult. Part of the government response to the pandemic involved
the introduction of arrangements to permit, in certain prescribed
circumstances, a one-off standard quantity of eligible PBS or
Repatriation Pharmaceutical Benefits Scheme medicines subsidised under the PBS without a prescription. At the time of writing,
the arrangements are due to expire at the end of September 2020,
although it is possible they will be extended.
•
The implementation of electronic prescribing has been accelerated
and will become increasingly available to general practices and
community pharmacies as structural elements are rolled out.

•

•

•

Certain restriction requirements for authority-required PBS medicines have been waived to protect vulnerable patient populations
from the risk of contracting the covid-19 virus or because of social
distancing or isolation requirements (eg, where presentation at
a hospital or clinic for specific testing has been a precondition to
continued prescription). At the time of writing, these are due to
expire at the end of September 2020.
The TGA has been very active in providing guidance to new or
potential suppliers of products introduced in response to the
pandemic (eg, personal protective equipment (PPE), covid-19 tests,
hand sanitisers, thermometers and disinfectants), conducting postmarket reviews and enforcing non-compliant conduct (by issuing
a range of fines, including in relation to the supply of unapproved
product or inappropriate advertising).
To respond to issues related to covid-19 and manage product shortages, the TGA has introduced a range of measures to facilitate the
early inclusion of products on the Australian Register of Therapeutic
Goods (ARTG) and permit them to be supplied earlier in Australia
than would ordinarily be the case. Some examples include:
•
a commitment by the TGA for an expedited assessment
process for all medical devices associated with the detection,
prevention and treatment of covid-19 (including test kits);
•
an emergency exemption (in effect until 31 January 2021)
applicable to domestically manufactured ventilators that are
not already included on the ARTG in the name of the manufacturer that can demonstrate compliance with minimum
technical requirements;
•
an emergency exemption applying to the government’s
purchase of certain kinds of medical devices (namely PPE)
by the government's Department of Health for the National
Stockpile (which also currently expires 31 January 2021); and
•
excluding from the application of therapeutic goods regulation
and the need for separate inclusion on the ARTG hand sanitisers
that meet certain formulation and advertising requirements.
A range of urgent interim authorisations were also sought from the
Australian Competition Consumer Commission, permitting groups
of competitors to work together for specific purposes relating
to the pandemic. At the time of writing, these applications await
final determination, but conditional authorisation was granted.
These include:
•
Medicines Australia, the Generic and Biosimilar Medicines
Association and each of their members, to implement a
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coordinated strategy in relation to the supply of essential
medicines and related supplies;
•
the Medical Technology Association of Australia Limited on
behalf of itself, its members, and relevant non-member businesses in the medical technology industry, to enable them to
implement a coordinated strategy in relation to the supply of
medical equipment and supplies;
•
the National Pharmaceutical Services Association on behalf
of itself, its members and Community Service Obligation
Distributors, to enable them to coordinate activities for the
purpose of promoting continual, fair and equitable access to
medicines and pharmacy products during the pandemic; and
•
Private Healthcare Australia Limited on behalf of itself, its
members and the Members Health Fund Alliance and its
members, to make, and give effect to, arrangements, and to
discuss and share information with each other in relation to
private health insurance coverage during the pandemic.
Joint guidance has been released by the TGA, state and territory
departments of health, the National Health and Medical Research
Council and the Clinical Trials Project Reference Group to provide
the COVID-19: Guidance on clinical trials for institutions, HRECs,
researchers and sponsors.
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Competent authorities for authorisation

HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES

2

Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

As of 2020, the former nine provincial social security institutions and
the five company insurers were merged into one single Austrian health
insurer, which has an affiliate in each province. Also, the public officer
insurer was merged with the railroad and mineworker insurer, and the
self-employed insurer with the farmer insurer. The latter two provide
health, accident and pension insurance, whereas the Austrian health
insurer provides only health insurance. The general insurer for occupational accidents and the employee pension fund were not affected by the
restructuring, thus reducing the former 21 social security institutions
to only five. The aim of the new structure is to harmonise the services
provided to insured persons. The insured are entitled to receive health
care covering medical care, medicine and medical devices.
Outpatient health care is delivered by self-employed physicians.
Patients also have direct access to outpatient clinics. Additionally,
outpatient departments are available in hospitals.
A location plan developed by health insurance institutions and
medical practitioner associations defines the number and regional
distribution of contract doctors (physicians who enter into a contract
with health insurance institutions). Contract doctors are paid by the
health insurance institutions for the services delivered to patients,
whereas patients consulting a non-contracted doctor must pay for the
service and will be refunded only 80 per cent of the fee that would be
paid by the health insurance fund to a contract doctor.
The group comprising self-employed health care professionals
includes midwives, physiotherapists, those with advanced training
in health and nursing care, dietitians, ergotherapists, speech therapists, audiologists, psychotherapists, clinical psychologists and health
psychologists.
Independent outpatient clinics are basically hospital institutions,
but their services are important for primary health care delivery.
Patients can utilise hospital outpatient departments directly by showing
a health insurance card.
Inpatient health care is delivered in public hospitals, which are
mainly operated by the provinces. However, private hospitals are also
available. Persons insured with a social health care institution do not
have to pay for treatment in public hospitals.

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

Marketing authorisation of medicinal products is granted by the Austrian
Federal Office for Safety in Health Care (BASG) unless an authorisation
has been granted in accordance with Regulation (EC) No. 726/2004,
read in conjunction with Regulation (EC) No. 1901/2006 of the European
Parliament and of the Council of 12 December 2006 on medicinal products for paediatric use and Regulation (EC) No. 1394/2007.
There is no approval for the marketing of medical devices in
Austria. Medical devices can be marketed under the responsibility of
the manufacturer who places the CE label on the device and declares
that the medical device complies with the requirements of the applicable European directives (93/42/EEC, 90/385/EEC, 98/79/EC and
supplementary directives) as well as the applicable national legislation.
For medical devices of higher risk classes (IIa, IIb, III, active implants
and certain in vitro diagnostics), a notified body must be involved that
verifies the manufacturing and establishes the necessary certificates.
Currently there is no notified body in Austria.
Section 1 of the Act on Medicinal Products defines medicinal
products as any substance or combination of substances presented
for treating or preventing disease in humans and animals and as any
substance or combination of substances that may be administered to
humans or animals with a view to restoring, correcting or modifying
physiological functions or to making a medical diagnosis. Food (including
food supplements and dietary supplements), cosmetics and medical
devices are expressly excluded from the definition of medicinal products.
Section 2 of the Act on Medical Devices defines medical devices in
accordance with article 1(2)(a) of Directive 93/42/EEC.

Approval framework
3

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

The regulatory framework for granting marketing authorisations and
placing medicines on the market is provided by the Act on Medicinal
Products. The provisions closely follow Directive 2001/83/EC on the
community code relating to medicinal products for human use.
The BASG may dismiss the application if, among other things:
•
the application contains wrong or incomplete data;
•
the medicinal product contains substances considered as unsafe;
•
the product’s quality does not meet the state of scientific knowledge;
•
the effectiveness of the product is not sufficiently substantiated;
•
the clinical data is inappropriate for the evaluation of the product or
does not correspond to the state of scientific knowledge; or
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the labelling, the information leaflet or the summary of product
characteristics do not comply with the legal requirements.

Currently, there exists no approval framework for medical devices.

CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

The conduct of clinical trials for medicinal products is governed by
sections 28 to 48 of the Act on Medicinal Products, of which sections 41
and 41a apply to ethics committees. Clinical trials for medical devices
are governed by sections 39 to 66 of the Act on Medical Devices, of which
sections 57 to 61 apply to ethics committees.
The ethics committees comprise physicians, nurses, lawyers,
pharmacists, representatives of patients, representatives of the handicapped and elderly, a person with biometric expertise and a minister.
The committees must evaluate the relevance of the trial and the study
protocol, the qualifications of the investigator and his or her collaborators, the information brochure, the appropriateness of the institution,
the appropriateness of the insurance, and the amounts and modalities
of the compensation paid to the investigator and the participants.

Reporting requirements
5

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

Prior to the commencement of a clinical trial, the sponsor must apply for
approval of the trial with the Austrian Federal Office for Safety in Health
Care (BASG). The application must comprise all necessary data for the
evaluation, including the opinion of the appropriate ethics committee.
The BASG must make a decision within 35 days (60 days in the case of
medical devices). If the BASG does not reply within 35 days (60 days in
the case of medical devices), the application is deemed as approved.
Modifications to the study protocol must be notified to the competent ethics committee and the BASG. The sponsor must ensure that a
comprehensive final report on the clinical trial is provided. The study
protocol, the documentation and the agreements between the sponsor
and the investigator as well as all documents in connection with the
clinical trial must be kept for a period of 15 years after termination or
discontinuation of the trial. The investigator must ensure that decryption of the participants’ data is possible for a period of 15 years after
termination or discontinuation. All relevant data and documents must
be made available to the Ministry of Social Affairs, Health, Care and
Consumer Protection upon request.

Consent and insurance
6

required provided there is no indication that the subject has refused
or would refuse participation, the research is absolutely necessary to
validate data, the medicinal product is designed for the treatment or
prevention of diseases in emergency situations according to the state
of scientific knowledge, the medicinal product will be appropriate to
treat or prevent those diseases, and the ethics committee has expressly
permitted participation of subjects without consent.
The sponsor must arrange personal injury insurance covering all
damage a subject may suffer to life or health for which the investigator
would be responsible in the case of fault, excluding damage resulting
from modifications of genetic material in cells of the germ line. The law
does not provide for a particular limit.

MARKETING AUTHORISATION
Time frame
7

In general, it takes seven months to obtain an authorisation from application to grant.
The fees for the marketing authorisation depend on the type of
the application (national marketing authorisation, marketing authorisation with Austria as reference member state or Austria as concerned
member state), the type of active ingredient (new or known), and
whether the product is an ‘ordinary’ medicinal product, a homeopathic
medicinal product or a medicinal product described in a pharmacopeia.
The fees range from €1,282 to €53,436. Following marketing authorisation, an annual fee must be paid, which ranges from €321 to €3,100.
The initial period of validity of a marketing authorisation is five
years. The holder of the authorisation may apply for prolongation, which
is granted for an unlimited period of time.

Protecting research data
8

Unless otherwise provided for, clinical trials require the subjects’ consent
after being educated by a doctor on the nature, relevance, consequences
and risks of the trial, and the subject has declared his or her consent. The
consent may be revoked at any time. If the subject is a minor, the legal
guardian must also consent to the participation. The same is true for the
participation of persons suffering from mental disorders.
If a trial is designed for emergency situations, and the subject’s
consent cannot be obtained within a reasonable time, no consent is

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

The data submitted by originators is confidential; however, the applicant for a generic may refer to the non-clinical trials and clinical trials
if the first authorisation in a member state of the European Economic
Area is older than eight years or the holder of the marketing authorisation has consented to the reference in writing and irrevocably. If the
Austrian Federal Office for Safety in Health Care (BASG) considers data
submitted in the course of a variation to add indications or pharmaceutical forms as particularly important, it may exclude reference to that
data for a period of one year from submission.

Freedom of information
9

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

Although Austria has a Duty of Disclosure Act, the Act does not provide
the right to review the files because Austrian authorities and their officers
are subject to the obligation of official secrecy according to article 20 of
the Constitution. There is no freedom of information act in Austria, so
third parties cannot make freedom of information applications.
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Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
Regarding the application of homeopathic medicinal products, it is
not necessary to provide information on the effectiveness of the
product or clinical or non-clinical data. There is also no need to submit
pharmaceutical data, results of non-clinical pharmacological or toxicological tests or results of clinical trials except for data relevant for
the toxicologic evaluation and data on the specific homeopathic or
anthroposophic effect. Reduced data is also required for applications of
medicinal products described in a pharmacopeia. In respect of orphan
drugs, Regulation (EC) No. 141/2000 of 16 December 1999 on orphan
drugs applies.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
The holder of a marketing authorisation is obliged to appoint a qualified person for pharmacovigilance to record pharmacovigilance data
and to make this data accessible to the BASG within seven days at any
time. The responsible person must be domiciled within the European
Economic Area. The holder must also establish a risk management
system for each medicinal product to supervise the benefit–risk ratio
and to supervise pharmacovigilance data to identify new risks or the
modification of existing risks.
If the notification of adverse effects results in an amendment to the
labelling, the leaflet or the summary of product characteristics (SmPC),
the holder of the marketing authorisation must notify healthcare professionals immediately. The holder of the marketing authorisation must
collect information on all presumed serious adverse events within
the European Economic Area and submit the data within 15 days electronically to the EudraVigilance database. Information on non-serious
adverse events must be transmitted within 90 days. The holder must
also provide regular periodic safety update reports.
The manufacturers and distributors of medical devices must collect
all data on incidents and adverse events in connection with the medical
device and notify the BASG of those incidents as well as of any recall of
medical devices. They must undertake all measures to identify possible
risks and dangers for the health and safety of patients, users or third
parties and to support investigations by the competent authorities. They
must also appoint a qualified person for the safety of medical devices,
who must be domiciled within the European Economic Area.

The manufacture, import, export and conduct of wholesale distribution of medical devices also requires a (qualified) trade licence. The
manufacturer or wholesaler must appoint a responsible person domiciled within the European Economic Area who fulfils certain qualification
criteria (study of chemistry, medicine or pharmacy plus practical experience, proficiency exam or elongated practical experience).
The licences are granted for an unlimited period of time.
Manufacturing and storage of medicinal products or medical
devices also requires a permit for the operational plant. The applicant
must provide data that the plant will not endanger the life or health
of the applicant, employees or persons living close to the plant. The
applicant must provide the district authority with a description of the
plant, a list of equipment, detailed plans, a technical description and
a waste management concept. The permit is granted for an unlimited
period of time; however, any changes to the plant must also be notified
(and permitted).
The official fee to be paid for the licence is €131. The holder of the
licence is a mandatory member of the Chamber of Commerce and must
pay an annual contribution (based on the number of employees and the
annual turnover) to the Chamber.

Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
Operating a business without the proper trade licence is subject to an
administrative fine of up to €3,600, imposed on the managing director.
The same is true if the business does not appoint a responsible person
for the conduct of the business or operates the business without a permit
for the operational plant. If the appointment of a responsible person has
been notified, the fines are imposed on the responsible person. Repeated
infringements may also lead to a withdrawal of the trade licence.
Tampering or falsifying medicinal products is a criminal offence
subject to imprisonment of up to three years (section 82b of the Act
on Medicinal Products). According to section 83 of the Act on Medicinal
Products, marketing medicinal products without marketing authorisation and other infringements of the Act are administrative offences,
subject to a fine of up to €7,500 (€14,000 in the case of repetition).
Marketing of medicinal products that do not meet the required quality
criteria or are unsafe or marketed without marketing authorisation is an
administrative offence and subject to a fine of up to €25,000 (€50,000 in
the case of repetition).
Marketing unsafe medical devices, marketing medical devices
without proper instruction or without a CE label or without evaluation of
conformity, etc, is an administrative offence and subject to a fine of up to
€25,000 (€50,000 in the case of repetition).

Other authorisations

Exemptions

12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?

14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?

The manufacture, import, export and conduct of wholesale distribution
of medicinal products requires a (qualified) trade licence. The manufacturer or wholesaler must appoint a responsible person domiciled within
the European Economic Area who fulfils certain qualification criteria
(basically, study of pharmacy, chemistry, biology or medicine plus practical experience, or practical experience and proficiency exam).

Medicines described in an Austrian pharmacopoeia monograph and
medicines that are prepared in a pharmacy for direct distribution by that
pharmacy may be marketed without authorisation. In addition, medicinal products prepared by a pharmacy according to the instruction of
a qualified physician, dentist or veterinarian may be marketed without
authorisation. Furthermore, certain veterinary medicinal products do
not need a marketing authorisation.
A marketing authorisation is also not required for conducting a
preclinical or clinical trial or upon prescription by a physician admitted
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in Austria in cases of urgent need to fend off a danger to life or a
substantial detriment to health when this cannot be achieved through
the use of a medicinal product that has already obtained a marketing
authorisation. Pharmaceuticals for medical treatment in emergencies (natural disaster, terrorism and war) may be marketed without a
marketing authorisation.
Furthermore, no marketing authorisation is required for medicinal
products if the BASG has permitted distribution of a medicinal product
according to article 83 of Regulation (EC) No. 726/2004 under a compassionate use programme.

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
Austrian law does not allow imports of finished products already
authorised in another jurisdiction without providing the full particulars
to obtain a marketing authorisation in Austria.
Medicinal products corresponding to a medicinal product that has
obtained a marketing authorisation under the Act on Medicinal Products
may be imported, provided they are imported from a member state of the
European Economic Area and the evaluation of safety and effectiveness
of the medicinal product that has obtained a marketing authorisation
can be applied to the imported product. Before marketing in Austria,
the BASG must be notified, and the marketing in parallel trade must be
approved. The application for approval must contain details of:
•
the name and the registration number of the medicinal product
admitted in Austria;
•
the composition of the medicinal product;
the member state of origin;
•
•
the name and registration number of the product in the state of origin;
•
the name and address of the holder of the authorisation in the state
of origin, if applicable;
•
the name and address of the manufacturer in the state of origin;
•
the packaging of the imported product;
•
the packaging sizes to be used in Austria;
•
a description of the relabelling;
•
the name and address of the entity providing the relabelling; and
•
a declaration by the parallel importer that he or she will not amend
the text on the package, the primary package, the instructions
for use and the SmPC other than for necessary references to the
parallel importer.

AMENDING AUTHORISATIONS
Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
Any variation of the authorisation of a medicinal product relevant for
the marketing authorisation must be notified to the Austrian Federal
Office for Safety in Health Care (BASG). Variations regarding the name,
the composition in respect of quality and quantity, the retail distribution, fields of application (except their reduction) and the dosage and the
mode of application require approval by the BASG. Also, variations to the
package and the labelling, instructions for use or summary of product
characteristics regarding contraindications, warning notices, interdependencies, fertility, pregnancy and nursing period, adverse events and
overdosing require approval by the BASG. Approval is deemed to be
granted unless the BASG objects within six months.

Since there is no marketing authorisation for medical devices,
there are no requirements for the variation of authorisations.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
Marketing authorisations for medicinal products are granted principally
for a period of five years. No earlier than one year and no later than
nine months prior to expiry, the licence holder of a medicinal product
for human use may apply for prolongation provided the criteria for
obtaining the marketing authorisation are still fulfilled.
The applicant must provide an overview of pharmacovigilance data
and, if necessary, a report discussing any data that could possibly influence the assessment criteria, as well as a consolidated version of the
particulars to be filed for obtaining the marketing authorisation with
all amendments since registration. If the BASG extends the marketing
authorisation, it is unlimited in time unless an explicit limit of another
five years is set for reasons of pharmacovigilance.
If the marketing authorisation is not used within three years
because the medicinal product has not been put on the market, the
licence becomes invalid. The BASG may provide for exemptions for
reasons of health protection. If marketing of a medicinal product is
impossible only owing to patent protection, the grace period only starts
after expiry of patent protection.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
The transfer of existing approvals or rights to market medicines must
be notified to the BASG by the holder of the marketing authorisation
and the acquirer of those rights. The transferor must renounce the
marketing authorisation, and the transferee must declare the takeover.
Upon receipt of these declarations, the transferee is deemed as holder
of the marketing authorisation and assumes all rights and obligations in
connection with the marketing authorisation.
Since there is no marketing authorisation for medical devices,
there are no transfer proceedings.

RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
According to section 75q of the Act on Medicinal Products, the holder
of a marketing authorisation must notify the Austrian Federal Office
for Safety in Health Care (BASG) of any observed quality defects. The
BASG evaluates the notification and qualifies the risk in classes (class
III: no serious danger to health; class II: danger to health may cause
disease or maltreatment; and class I: danger to life or serious danger
to health). Depending on its assessment, the BASG may impose a recall
of the product.
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PROMOTION
Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
Advertising aimed at the general public is prohibited for medicinal
products subject to prescription, (over-the-counter) medicinal products
marketed under the same or a similar name as a medicinal product
subject to prescription, and registered homeopathic pharmaceuticals.
However, this prohibition does not apply to publicly funded vaccination
campaigns (eg, flu and ticks).
Advertising of over-the-counter medicinal products must be clearly
recognisable as such and must contain the name of the medicinal
product, the international non-proprietary name of the active ingredient
(if the medicinal product contains only one active ingredient), the necessary information for sensible medical usage and clearly discernible
advice that the medicinal product may have adverse effects, and that
the directions for use should be consulted or the advice of a physician or
pharmacist should be obtained. For audiovisual media, this information
must be provided both audibly and visually.
Advertising aimed at professional circles must comprise a legible
summary of the essential information of the summary of product characteristics. It must include the time when the information was published.
The information must be exact, current, verifiable and complete enough
to allow the recipient to evaluate the therapeutic value of the medicine.
Citations from literature must be verbatim and sources must be identified.
As long there is no direct or indirect reference to a specific medicinal product, the provision of information will be treated as promotional.
The decisive issue is whether the general impression of the advertisement focuses on the presentation of the pharmaceutical enterprise or
the promotion of a specific or at least identifiable medicinal product.
Similar restrictions apply to the advertising of medical devices.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
The collaboration of the pharmaceutical industry with healthcare
professionals is governed by the Act on Medicinal Products (and in
case of medical devices by the Act on Medical Devices). Neither the Act
on Medicinal Products nor the Act on Medical Devices distinguishes
between physicians in the outpatient and inpatient sector. Specific
anti-corruption rules, however, apply to public officials and physicians
in the outpatient sector. Physicians working in a public hospital are
public officials.
The main rules and principles applying to the collaboration of the
pharmaceutical industry with healthcare professionals are sections
55a and 55b of the Act on Medicinal Products. They prohibit the supply,
offer or promise of gifts, pecuniary advantages or benefits in kind to
persons qualified to prescribe or supply medicinal products unless they
are inexpensive and relevant to the practice of a healthcare profession.
The provision does not prevent hospitality services, including travel
expenses and accommodation, from being offered directly or indirectly
at events for purely professional and scientific purposes; such hospitality must always be strictly limited to the main scientific objective of
the event, and it must not be extended to persons other than healthcare
professionals. Persons qualified to prescribe or supply medicinal products must not solicit or accept any such inducement.

The offer or promise of discounts in kind to persons qualified to
prescribe or supply medicinal products is allowed, unless the medicinal
products are included in the Code of Reimbursement established by
Social Security. In any case, persons qualified to prescribe or supply
medicinal products must not solicit or accept discounts for medicinal
products included in the Code of Reimbursement.
Product samples may be granted only for medicinal products that
have already obtained a marketing authorisation. The packages must be
the smallest package in the market labelled with ‘Doctor’s sample – not
for sale’. The number of samples is limited to the use of 10 patients and
30 samples of a medicinal product per physician in the first year after
the marketing authorisation and, thereafter, to two samples per request,
up to a maximum of five samples per year.
Sections 102 to 108 of the Act on Medical Devices offer similar
provisions on the advertising of medical devices to healthcare professionals and the general public, but less detailed regulations with regard
to the collaboration of manufacturers with healthcare professionals.
This is because of the proprietary differences between medicinal products and medical devices, and the fact that no detailed provisions under
EU Directives had to be implemented verbatim. The provisions of the
Criminal Code also apply to manufacturers of medical devices.
The Criminal Code penalises passive bribery (the request or
acceptance of a benefit by a public official or arbitrator in exchange for
the execution of a service in breach of their duties) and active bribery
(the grant, promise or offer of a benefit to a public official or arbitrator
in exchange for a service in breach of their duties) by imprisonment of
up to 10 years. Also, the illegal acceptance of an advantage (the request
or acceptance of a benefit by a public official or arbitrator in exchange
for a dutiful execution of their services) is punishable by up to five years’
imprisonment. The granting of undue advantages (the grant, promise
or offer of a benefit to a public official or arbitrator in exchange for the
dutiful execution of a service) may be punished with imprisonment of
up to five years.
A public official is any person working for, or authorised by, a
national public service organisation, an international organisation or
foreign state or an enterprise of which at least 50 per cent is directly or
indirectly owned by a national or foreign political body.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
There are no particular provisions provided by law in terms of transparency requirements. However, self-regulation under the Code of Conduct
of the Association of the Austrian Pharmaceutical Industry (Pharmig)
provides for a disclosure of the cooperation of pharmaceutical companies with healthcare professionals. The Code of Conduct applies to
Pharmig members only.
According to article 9 of the Code of Conduct, pharmaceutical
companies must document and disclose any and all transfers of value
granted to healthcare professionals or institutions. With regard to
medical devices, there are no transparency requirements similar to
the rules established by Pharmig in respect of medicinal products.
Guidelines are provided by the Austromed Code of Conduct.
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ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
The Austrian Federal Office for Safety in Health Care is responsible
for the enforcement of legislation relating to medicinal products and
medical devices, including advertising control.
The Association of the Austrian Pharmaceutical Industry is a lobby
group based on voluntary membership. Its Code of Conduct contains
provisions on general principles, information and advertising.
Austromed is an Austrian association established to promote the
interest of companies manufacturing medical devices. The Austromed
Code of Conduct deals with healthcare-related topics, such as collaboration and interaction between stakeholders in the medical devices
industry, delivery and ethical standards and cartel law.
Physicians, dentists, veterinarians and pharmacists are members
of their respective professional chambers. In the case of physicians and
dentists, there are nine provincial chambers and one federal chamber.
In the case of veterinarians and pharmacists, there is one federal
chamber with nine provincial offices. The main function is to facilitate
and represent the interests of their members. Nevertheless, they also
have disciplinary powers ranging from reproval and fines to the prohibition to exercise the profession. Those sanctions can only be imposed
after a formal disciplinary procedure.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
Advertising that does not correspond to the provisions of the Act on
Medicinal Products is an administrative offence and subject to a fine of
up to €25,000 (€50,000 for repeat offences) according to section 84 of the
Act on Medicinal Products. Advertising not corresponding to the provisions of the Act on Medical Devices is also an administrative offence
subject to a fine of up to €25,000 (€50,000 for repeat offences) according
to section 111a of the Act on Medical Devices.
Furthermore, competitors, consumer protection organisations and
organisations of competitors may sue for infringements of the advertising
rules under the Unfair Competition Act to obtain cease-and-desist orders.

PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
Theoretically, the manufacturer or distributor of a medicinal product is
free to establish the price for the product. Practically, however, social
security only reimburses patients the costs of medicinal products listed
in the Reimbursement Code. The Reimbursement Code is established
by the Umbrella Association of Austrian Social Security Institutions
(Umbrella Association).
Pharmaceutical manufacturers do not need to negotiate the prices
of their products with public healthcare providers. However, since
Social Security only reimburses patients the costs of medicinal products listed in the Reimbursement Code, pharmaceutical manufacturers

must negotiate the prices of their products with the public healthcare
providers to achieve inclusion in the Code. The exception to this rule is
that medicinal products not listed in the Reimbursement Code (no-box
products) will be paid only where the prescription is approved by the
Social Security’s head physician in well-founded individual cases. (In
recent years, the industry has increasingly used this exemption by not
applying to list innovative – and expensive – medicinal products in the
Reimbursement Code.)
Upon prescription by a physician (or dentist), the Austrian health
insurance systems reimburse the cost of medicines. For medicines in
the yellow or red box of the Reimbursement Code, physician or dentist
prescriptions may be subject to approval or review by the local health
insurance fund’s head physician. For off-label or compassionate use, upon
approval by the head physician, the cost of the medicine is reimbursed
provided there is no other reasonable current treatment that is likely to
be successful available in Austria, or that such treatment has been unsuccessful and the off-label treatment has a reasonable probability of success.
After obtaining marketing authorisation, the manufacturer or
distributor may apply for the inclusion of the medicinal product into
the Reimbursement Code by suggesting a retail price. Upon the manufacturer’s application, the product is included in the red box of the
Reimbursement Code for a period of 90 days (or 180 days in cases where
the Umbrella Association also decides on the price) and must be deleted
if the Umbrella Association decides that the product is non-reimbursable
after this period has elapsed. The price commission investigates the EU
average price and informs the Umbrella Association, which negotiates
the reimbursement price with the manufacturer or distributor.
With the establishment of the EU average price, the medicinal
product remains in the red box for a maximum of two years. The manufacturer, however, may apply within that period for inclusion in the
yellow box or the green box. This application must be made at least
90 days before the end of the two-year period. Where a decision on
the price is also made, the application must be made at least 180 days
before the expiry of this period. Prices are evaluated every six months; if
the price commission finds the EU average price cheaper, the Umbrella
Association may demand a price reduction from the manufacturer and
repayment of the difference.
Generics and biosimilars may be included in the Reimbursement Code.
On market entry of a generic or biosimilar, the manufacturer of the original
product will be requested to reduce the price by 30 per cent (otherwise,
the product is removed from the Code). To be listed in the Code, the manufacturer of the generic must agree to a price that is 28.6 per cent lower
than the reduced price of the original product. Additional generics will be
included in the Code, provided that their manufacturer agrees to a price
that, in the case of a second generic, is 18 per cent lower than the price
of the first generic, and, in the case of a third generic, is 15 per cent lower
than the price of the second generic. For biosimilars, the price of the first
biosimilar must be 11.4 per cent lower than the reduced price of the original product, the price of the second biosimilar must be 15 per cent lower
than the price of the first biosimilar, and the price of the third biosimilar
must be 10 per cent lower than the price of the second biosimilar. If a third
generic product is registered, the manufacturer or importer of the original
product must offer a further price reduction to avoid delisting. For a transition period until 1 October 2020, original medicinal products that are
not more than 30 per cent more expensive than the price of the cheapest
product with an identical active ingredient may remain in the Code.
In the inpatient sector, the administration of medicinal products is an
integrated part of hospital treatment, so the patient does not have to pay
additional charges for them. Hospitals may negotiate the prices of their
supply of medicinal products directly. The Social Security Fund, however,
does not compensate the purchase price of the medicinal products separately because these costs are included in the global reimbursement for
hospitalisation paid by the Social Security Fund to the hospitals.
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OFF-LABEL USE AND UNLICENSED PRODUCTS
Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
Health professionals are personally responsible for the provision and
use of products for ‘off-label’ indications.
Since Austrian law prohibits the advertising of medicinal products
that do not have a marketing authorisation (and off-label use is the use
of a medicinal product for an indication beyond the product’s marketing
authorisation) and restricts advertising to the contents of the summary
of product characteristics, it is almost impossible to lawfully provide
information regarding off-label use. Information to healthcare professionals limited to the international non-proprietary name of the active
ingredient and its administration without any reference to the product’s
name or trademark, thus not directly advertising the off-label use of a
specific medicinal product, seems to be possible.

Unlicensed products

product without marketing authorisation under a compassionate use
programme for a defined group of patients suffering chronic or severe
diseases. The modalities for the application are governed by the guidelines on compassionate use of medicinal products pursuant to article 83
of Regulation (EC) No. 726/2004. The BASG issues guidelines for applications for compassionate use programmes; these are available on the
BASG website.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
Dispensing or selling medicinal products (whether over-the-counter or
prescription only) to individuals is reserved to pharmacists in Austria.
No such restriction applies to medical devices unless their retail
to individuals is limited to pharmacies or qualified businesses by an
ordinance of the Ministry of Social Affairs, Health, Care and Consumer
Protection.

27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?

Online supply

Upon prescription by a physician admitted in Austria, medicinal products
that have not yet obtained a marketing authorisation may be administered under the physician’s responsibility provided that the medicinal
product is urgently needed to fend off a danger to life or a substantial detriment to health, and this purpose cannot be achieved through
the use of a medicinal product that has already obtained a marketing
authorisation. The physician has to confirm these requirements. Based
on this confirmation, a pharmacy or a pharmaceutical wholesaler may
apply for an import certificate to be issued by the Austrian Federal Office
for Safety in Health Care (BASG).
Medicines described in an Austrian Pharmacopoeia monograph
that are prepared in a pharmacy for direct distribution by that pharmacy
may be marketed without authorisation. In addition, medicinal products
prepared by a pharmacy according to the instruction of a qualified
physician, dentist or veterinarian may be marketed without authorisation. Furthermore, certain veterinary medicinal products do not need a
marketing authorisation.
A marketing authorisation is also not required for conducting
a (pre-)clinical trial or upon prescription by a physician admitted in
Austria in cases of urgent need to fend off a danger to life or a substantial detriment to health, and this purpose cannot be achieved through
the use of a medicinal product that has already obtained a marketing
authorisation. Finally, pharmaceuticals for medical treatment in cases of
emergency (natural disaster, terrorism, war) may be marketed without
a marketing authorisation.
Furthermore, no marketing authorisation is required for medicinal
products if the BASG has permitted distribution of a medicinal product
according to article 83 of Regulation (EC) No. 726/2004 under a compassionate use programme.

According to section 59 of the Act on Medicinal Products, the online
dispensing, sale and supply of over-the-counter medicinal products
with a marketing authorisation in Austria by an Austrian pharmacy or
a pharmacy of an EEA member state is permitted. Online dispensing,
sale and supply by Austrian pharmacies is only permitted for pharmacies that have notified their intention to provide online sales to the
Austrian Federal Office for Safety in Health Care (BASG) and of which
the website contains the BASG’s address and contact data, the BASG
logo in accordance with article 85c(3) of Directive 2001/83/EC and a link
to the BASG’s website.

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
Upon application by the manufacturer of a medicinal product (if he
or she is the sponsor of an approved clinical trial) or by the applicant for a marketing authorisation according to article 6 of Regulation
(EC) No. 726/2004, the BASG may approve marketing of a medicinal

30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?

UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
Owing to the covid-19 pandemic, the entry into force of Regulation (EU)
2017/745 on medical devices, which will replace the Austrian Act on
Medical Devices, was postponed to 26 May 2021. The Ministry of Social
Affairs, Health, Care and Consumer Protection has proposed an amendment to the Act on Health Telematics that provides for a mandatory
electronic vaccination record. The electronic vaccination record will help
to improve the (low) vaccination rates in Austria and to avoid unnecessary
double vaccinations. The draft is currently under discussion in Parliament.

Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
Since mid-March, the Austrian legislator has been busy adopting and
implementing relief programmes to mitigate the negative effects of
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the covid-19 pandemic. After an early lockdown based on the Act on
Covid-19 Measures, the Austrian economy has been returning to a ‘new
normal’ since the end of April. The covid-19 measures provide for extensions of application periods during the lockdown, economic help for
businesses affected by the lockdown, subsidies for short-term work and
various forms of relief for scarce resources.
Mouth-and-nose masks do not require a certificate under the Act
on Medical Devices during the pandemic (at most until 31 December
2020). To allow rapid testing, ambulance workers are allowed to take
blood samples until 31 March 2021. In addition, nurses and medical
technical assistants have been granted additional competences during
the pandemic. Epidemiologists were granted the powers of public
health officers, and the police may assist the health service in tracking
the contacts of infected people. The website of the Ministry of Social
Affairs, Health, Care and Consumer Protection should be checked
regularly.
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Approval framework

HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES

3

Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

All citizens and residents have the right to healthcare, and it is the duty of
the state to provide it, as set forth in the Constitution (articles 6° and 196).
The Unified Health System (SUS) is the largest public healthcare
system in the world. Its management is decentralised at all levels of the
federation (federal, state, the Federal District and municipal) in accordance with Federal Law No. 8,080/1990 (articles 8° and 9°).
SUS provides therapeutic assistance to all citizens, and pharmaceuticals, devices and other products appropriate for treatment.
Treatment is provided in accordance with the SUS principles of universality, comprehensiveness and equity.
Conversely, the private healthcare system is funded by out-of-pocket
payments or through healthcare plans. The latter is within the remit of
the National Supplementary Health Agency, a federal agency linked to the
Ministry of Health. The Agency was created by Federal Law No. 9,961/2000,
which dictates the rules and coverage of healthcare insurance plans.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

The National Public Health Agency (ANVISA) is the main regulatory body
created by Federal Law No. 9,782/99 to promote and protect people’s
health by controlling production and trade activities related to products
and services, such as pharmaceuticals and medical devices, cosmetics
and dietary supplements.
All those products require a marketing approval (or a similar act, eg,
notification) by ANVISA before being imported, manufactured, promoted
or offered to the public for sale. There are many different pathways and
frameworks for review and approval of products in each category.
The definitions provided under Law No. 6,360/76 and Decree No.
986/69 are the starting point for defining the product category. In
respect of borderline products with characteristics that satisfy more
than one category, ANVISA relies on an internal advisory body (COMEP)
that aids in the decisions relating to product classification for future
approval. COMEP’s analysis is based on information, such as: whether
the intended indication of use foreseen by the manufacturer or importer
is grounded in clinical and scientific data; the means by which the main
intended effect is achieved in the human body; and the existence of
similar products licensed in the national and international market.

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

The main statutes in relation to the marketing approval of pharmaceuticals and medical devices are:
•
Federal Law No. 5,991/1973, which regulates the commerce of
pharmaceutical and other health-related products; and
•
Federal Law No. 6,360/1976 and Decree No. 8,077/2013, which
regulate sanitary surveillance activities in connection with the
production, manufacturing, packaging, import and export of products subject to health surveillance.
Pharmaceuticals are divided into several categories – for example,
small-molecules (new, generics or branded-generics), biological, radiopharmaceuticals and phytotherapeutic – defined under different
regulations to encompass their specificities and requirements for
authorisation. For the purposes of commerce, pharmaceuticals may
fall into the following categories: non-prescription, prescription-only,
hospital use and special control.
Medical devices may be classified as invasive, non-invasive or
active, and the applicable framework varies according to patients’ time
of exposure and product invasiveness to set the device classification
as Class I, II, III or IV. In respect of commerce, medical devices can be
intended for general or professional use.
The label and medicine leaflets of approved products must contain
all information relevant to the product, aiming at its appropriate use, and
all mandatory information under ANVISA’s regulations. Moreover, ANVISA
approves different versions of leaflets for physicians and consumers, the
latter requiring language that is understandable to them. The manufacturer must provide directly to the consumer or patient all information
needed for the product’s appropriate use, which includes warnings,
precautions and contraindications. If changes are made, the new leaflets
must be submitted to ANVISA before being used in the market.

CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

Clinical trials are subject to ethical and sanitary regulations and
approvals. Resolution No. 251/1997 and Resolution No. 466/2012 of
the National Health Council regulate the dual-instance ethics review
system. The rules governing the review of trials by the National Public
Health Agency (ANVISA) are RDC No. 09/2015 for medicines and RDC
No. 10/2015 for medical devices. Brazil currently lacks a statute on
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the topic, but a bill of law is under discussion before the House of
Representatives, after its approval by the Senate.

Reporting requirements
5

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

To obtain the ethical approval for a trial, the investigator must submit
the clinical trial protocol to the Ethics on Research Committee of the
institution where the trial will be conducted, together with the applicable documentation, such as the informed consent form. Depending
on the specificities of the protocol, the trial protocol may require the
approval of the National Research Ethics Commission of the National
Health Council exclusively or as second instance.
ANVISA’s approval is required if the clinical trial has the purpose
of substantiating a submission for a marketing authorisation in the
country, upon submission of specific dossiers by the sponsor, sponsorinvestigator or the contract research organisation.
Trials for investigational medicinal products and devices can only
commence after ethical and regulatory approvals.

Consent and insurance
6

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

Yes. All trial subjects or legal representatives, or both, must sign
an informed consent form, according to the wording assessed and
approved within the ethical review procedure.
The form must be obtained after full and detailed clarification about
the nature of the research, its objectives, its methods, its expected benefits, its potential risks and the discomfort that it can cause. Informed
consent must be free from simulation, fraud or error and must not be
obtained from the imposition of conditions, subordination or pressure.
A subject can never be required to waive the right to damages, and
the consent form must not contain any disclaimer that would displace
liability or imply that the subject waives its rights.
Insurance coverage, although not mandatory, is standard practice
in the market.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

According to the relevant statutes, the National Public Health Agency
(ANVISA) must analyse and decide on the approval of priority products within a maximum period of 120 days, while it has up to 365 days
to review and make decisions on ordinary submissions of medicines.
ANVISA’s RDC No. 204/2017 sets forth priorities according to specific
criteria, such as whether it is a new drug in the Brazilian market, a new
pharmaceutical form, a new therapeutic indication or a new concentration intended for the paediatric market.
For medical devices, according to ANVISA’s RDC No. 416/2020 and
the recent changes promoted by ANVISA’s RDC No. 423/2020, the timing
for obtaining an authorisation can vary from immediate (Classes I and II)
to 320 days (implants, in vitro diagnostic products, etc).
Official fees vary according to the tax regime to which the company
is subject and the company’s size. For medicinal products, the official
fees range from 58,572 reais to 157,416 reais (new drug), and for medical

devices, the fees range from 702.86 reais to 49,641.20 reais. The fees are
also influenced by the product category and authorisation regime.
For medicines and medical devices (Classes III and IV), a good
manufacturing practice certificate (GMPc) must be requested in parallel
with the products’ submission for market authorisation. This certificate
costs around 73,000 reais.
ANVISA’s RDC No. 317/2019 sets forth the possible extension of
medicines’ marketing authorisations by up to 10 years. However, the
authorisation period varies according to the documentation that the
applicant submitted, considering the significance of the medicinal
product and target.
In compliance with Law No. 13,097/2015, ANVISA’s RDC No.
212/2018 provides that the marketing authorisation for medical devices
in Classes I and II is valid for an undetermined period, and for devices in
Classes III and IV, it is valid for 10 years.
Marketing authorisations for medicinal products and medical
devices are renewable for equal periods, provided that the requirements
under ANVISA’s regulation are met and the application for renewal is
made in a timely manner. If ANVISA does not issue a decision on the
application for renewal until the date of expiry of the marketing authorisation, the marketing authorisation will be conditionally approved until
ANVISA confirms or denies the application for renewal.
Failure to provide evidence that a medicinal product or a medical
device has been commercialised in Brazil may serve as grounds for
non-renewal of a marketing authorisation.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

Despite Brazil’s adherence to the TRIPs Agreement, to date there is no
data package or market exclusivity for pharmaceuticals deriving from
an authorisation issued by ANVISA.

Freedom of information
9

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

Third parties can submit requests based on Federal Law No. 12,527/2011
(the Freedom of Information Act) and Decree No. 7,724/2012 to access
public data and information.
However, third parties cannot access pending applications for
marketing authorisations for medicinal products and medical devices,
nor confidential information disclosed by companies to ANVISA in the
process of obtaining a marketing authorisation, since ANVISA must keep
applicants’ technical, operational, economic, financial and accounting
information for an indefinite period.
The protection of trade secrets is governed by Federal Law No.
9,279/1996 (the IP Statute) and is acknowledged as an exception to the
general rule of publicity set forth by the Freedom of Information Act.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
The only incentive is indirect: prioritisation of analysis. To apply for a
marketing authorisation for pharmaceuticals, the applicant must be a
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legal entity properly incorporated in Brazil and licensed according to the
regulatory framework to be either a manufacturer or an importer. The
application must be supported by specific documentation, which varies
depending on the pharmaceutical classification (new drug, generic,
branded generic and biologics, among other things).
According to the recent changes in Federal Law No. 6,360/1976,
ANVISA has a maximum of 120 days from the date of submission of the
request for prioritisation to analyse and grant the marketing authorisation for priority products.
ANVISA’s RDC No. 204/2017 sets forth priorities according to
specific criteria, such as whether:
•
the medicinal product is used for neglected, emerging or
re-emerging diseases, public health emergencies or serious debilitating conditions, in situations where no therapeutic alternative is
available or where there is a significant improvement in safety, efficacy or adherence to treatment;
•
the medicinal product is a new drug in the Brazilian market, a
new pharmaceutical form, a new therapeutic indication or a new
concentration intended for the paediatric market.
•
the medicinal product is a hyperimmune vaccine or serum that is
to be incorporated into the National Immunisation Programme of
the Ministry of Health;
•
the medicinal product is an innovative or new medicinal product for an
active pharmaceutical ingredient (API) manufactured in the country;
•
the application is one of the first three generic drug applications for
each API or association and pharmaceutical form, submitted from
different economic groups; and
•
the medicinal product is included in the list of strategic products
within the scope of the Unified Health System (SUS) that is the
subject of a partnership for product development (PDP), by means
of the complete initial submission of all documents and studies
provided for in the current regulation.
New drugs for the treatment, diagnosis or prevention of rare diseases
are prioritised according to ANVISA’s RDC No. 205/2017.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
Pharmacovigilance is ruled by ANVISA’s RDC No. 4/2009, Normative
Ruling No.14/2009 and RDC No. 55/2005.
The regulations require the submission of post-marketing safety
reports to the National Health Surveillance System (SNVS) for serious
and unexpected adverse effects from all sources (domestic and foreign),
as well as for spontaneously reported adverse effects that occur domestically and that are serious and expected, non-serious and unexpected,
and non-serious and expected. According to those regulations, adverse
reactions are:
suspected adverse reactions to medicinal products;
•
•
adverse events owing to deviations in the quality of medicinal products;
•
adverse events resulting from the unapproved use of medicinal products;
•
interactions of medicinal products;
•
therapeutic ineffectiveness, whether total or partial;
•
intoxication related to medicinal products;
•
medicinal products abuse; and
medication errors, whether potential or actual.
•
Ministry of Justice Ordinance No. 618/2019 may also apply and require
notice to consumer protection authorities.

However, ANVISA’s RDC No. 406/2020 will come into in force on
28 October 2020 and revoke ANVISA’s RDC No. 4/2009 and Normative
Ruling No. 14/2009. The new regulation consolidates and is consistent
with the guidelines of the International Council for Harmonisation of
Technical Requirements for Pharmaceuticals for Human Use.
Technovigilance (devices vigilance) and field actions are regulated
by ANVISA’s RDC No. 67/2009, RDC No. 23/2012 and IN No. 1/2012.
The regulations impose mandatory requirements for holders of
market authorisations (manufacturers or importers) to report certain
device-related adverse events and product problems to the SNVS.
Holders of market authorisations must report to the SNVS when they
learn that any of their devices may have caused or contributed to a
serious threat to public health, death, a serious adverse event that did not
progress to death, a technical complaint with the potential to cause death
or a serious adverse event, a non-serious adverse event or counterfeit.
In each product category, the holders of a market authorisation
(manufacturers or importers) are responsible for any regulatory, civil
and criminal issues concerning their products.

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
Companies undertaking import, export, manufacturing, distribution,
storage and transport activities must obtain a sanitary licence from the
local authority (which may be the state or municipal authority, according
to the location of the establishment) and apply for ANVISA’s permit to
undertake those activities. In general, licences must be obtained for
each facility, while the permit may be valid for the whole corporation
(although for medical devices, each facility must seek its own permit).
The licence fees vary according to location. Conversely, ANVISA’s
permit fees vary according to the company tax regime, its size and the
number of activities to be performed.
While licences must be renewed every year, the permits issued
by ANVISA have no expiration date. Nonetheless, they depend on the
maintenance of the valid licences that initially supported the issuance
of the permit.
In general, the licensing procedure comprises an in loco inspection
from the local authority at the establishment to check compliance of
the facilities with the regulations and due diligence on the company’s
manuals and standard operating procedures, their implementation and
accuracy, as well as the suitability of those elements in accordance with
the product portfolio of the applicant.
GMP certificates are also a mandatory step for all companies that
intend to hold a marketing authorisation for medicinal products or
medical devices (Classes III and IV only). The certificates expire every
two years and may be obtained by local or international inspections
conducted by ANVISA’s officials. In the medical devices sector, ANVISA
participates in the Medical Device Single Audit Program (MDSAP);
therefore, assessments made by third-party auditing organisations are
accepted to substantiate the issuance of Brazilian GMPcs of facilities
with MDSAP certification.
Certification by the National Institute of Metrology, Quality and
Technology (INMETRO) may also be required for some medical device’s
products. INMETRO certification is often required for electromedical
devices subject to IEC 60601, although it may be required for other product
types as well. Needles, syringes, mattresses, gloves, breast implants,
mechanical wheelchairs, handpieces and infusion sets are some of the
non-electrical medical device products that require this certification.
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Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
Applicable penalties are civil, administrative and criminal sanctions.
Federal Law No. 6,437/1977 sets forth the following sanctions:
warning letter; fine (from 2,000 reais to 1.5 million reais); product
seizure; product destruction; product ban; suspension of sales or
product manufacturing, or both; cancellation of the marketing authorisation; partial or total ban on the site; advertising ban; and cancellation
of the permit to operate the company.

•

Exemptions
14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?
Certain medicinal products may be marketed without ANVISA’s review
and approval if they comply with the requirements from ANVISA’s RDC
No. 199/2006 that schedule permitted active ingredients subject to the
procedure, indications and instructions for use, as well as current good
manufacturing practice requirements for those products.
Under ANVISA’s RDC No. 67/2007, certain medicinal products may
be prepared by compounding pharmacies on a per patient basis, without
ANVISA’s approval, according to six major groups established by the
regulation based on the complexity of the compounding, the API characteristics and other aspects to guarantee compliance with pharmacists’
good practices.
The parties must comply with pharmacy compounding and stay
within the boundaries for those products. For example, the pharmacies
may not produce products that are essentially the same as commercially available approved medicinal products. Also, bearing in mind that
they are produced on a per patient basis, advertising of the drugs is
not allowed.

Parallel trade

•

sets forth the proceedings concerning importation conducted by
hospitals, ambulatories, offices and clinics that perform activities
in relation to human health. The scope was expanded to encompass importation through healthcare foundations and civil society
organisations of public interests linked to them, as well as through
health plan operators.
Importation of drugs on the list of drugs released on an exceptional basis and intended solely for hospital use or under medical
prescription: ANVISA’s RDC No. 8/2014 sets forth the requirements
for approval, under exceptional conditions, of the importation
licence. The imported drug must be linked to a particular hospital
or representative civil entity linked to the health sector, for its
exclusive use. The drug must not be intended for resale or trade.
Criteria for the inclusion of a drug in the list of drugs released for
import on an exceptional basis are:
•
unavailability of the drug in the Brazilian market;
•
absence of a therapeutic option for the indications claimed
by the drug;
•
proof of efficacy and safety of the medication through indexed
technical-scientific literature; and
•
evidence that the drug is registered in the country of origin or
in the country where it is being marketed in respect of pharmaceutical form, route of administration, concentration and
required therapeutic indications.
Healthcare litigation: the Supreme Court of Justice recognised
that the absence of marketing authorisation generally prevents
a medicinal product from being supplied. However, a Court order
may exceptionally grant access to a medicinal product without
a marketing authorisation in the event of an unreasonable
delay by ANVISA to grant the authorisation when three requirements are met:
•
existence of a submission seeking authorisation before ANVISA
(the submission is not required for an orphan drug for a rare or
ultra-rare disease);
existence of a marketing authorisation before reputable foreign
•
agencies; and
•
absence of a therapeutic substitute within the SUS.

AMENDING AUTHORISATIONS

15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?

Variation

In general, imported medicinal products and medical devices can only
be licensed to be imported and supplied to the Brazilian market (public
or private), provided that the importer presents a formal statement and
consent from the holder of the marketing authorisation.
As a general rule, medicinal products and medical devices can
only be manufactured, imported or used in Brazil after ANVISA’s
approval. Exceptions that may represent a loophole for parallel trade
are as follows.
•
Direct importation by the patient (ANVISA’s RDC No. 81/2008):
individuals, with a medical prescription, may import medicinal
products and medical devices directly if no alternative treatment
is available in Brazil. The importation must be made in the name
of the patient, and the prescriber is solely responsible before the
patient for the prescription of the non-approved product.
•
Importation of non-registered products (medicinal products
and medical devices) for clinical treatment (ANVISA’s RDC No.
383/2020): these importations are subject to evaluation and authorisation by ANVISA’s board of directors under exceptional conditions.
Commercial use of those products is not permitted. The regulation

Post-approval changes are classified according to their potential impact
on the quality, safety and efficacy of the medicinal products, and execution may vary from immediate implementation to the requirement of prior
approval by the National Public Health Agency (ANVISA). Classifying a
change as an immediate implementation allows it to be implemented
only after all required evidence is documented within the product change
history report. All requests for post-approval changes in the marketing
authorisation must be accompanied with the corresponding grounds,
including a detailed description and the technical reasons for the modification. The requirements are provided by ANVISA’s RDC No. 73/2016
(small molecules) and ANVISA’s RDC No. 49/2011 (biological products).
For medical devices, post-approval changes must be submitted
in advance to ANVISA, together with a technical report indicating the
changes, as provided by ANVISA’s RDC No. 185/2001. However, the
following post-approval changes do not need ANVISA’s approval: update
of the countries where the product is approved; list of the technical
standards used; non-technical changes to labels and instructions for
use; an update of the risk management report that does not directly
impact the product design; and simple software fixes.

16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
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Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
The requirements to seek renewals vary according to the product category, but they generally involve filing specific forms in a timely fashion
before expiration, the payment of fees, presentation of compiled pharmacovigilance corresponding to the product validity (three, five or 10
years), analytic reports for quality control and proof of commercialisation within the validity period. Medicinal products, for instance, must
be marketed during the final two-thirds of the validity period. Although
the legislation does not set forth exceptions, there may be particular
reasons to justify the lack of commerce. Renewal is judged on a caseby-case basis.
For medical devices, renewal of the National Institute of Metrology,
Quality and Technology Certificate (which is valid for five years) may
also be necessary.
Medicinal products and medical devices (Classes III or IV) require
valid GMP certificates for their manufacturing sites for the authorisation
to be renewed.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
The transfer of marketing authorisations is available for all products
that undergo a pre-approval review and can be based on corporate or
sheer commercial operations in accordance with ANVISA’s RDC No.
102/2016. Products approved without a prior review (notifications or
waived from registration) are not subject to transfer, so they must be
filed again by the successor company.
The filing of the transfer submission must be concurrent to the
filing of the cancelation by the authorisation holder, and both submissions will be assessed and published together.
The procedure is simple and basically comprises timely filing of the
submission, supported by documents to prove the operation includes
the authorisation as an asset to be transferred. Based on ANVISA’s RDC
No. 416/2020, the Agency has between 30 and 180 days to approve
transfers. Most transfers are implemented in less than four months.

RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
Recall of products in general is governed by Law No. 8,078/90 (the
Consumer Protection Code) and the regulations of the National Public
Health Agency (ANVISA) that require companies to assess the health
impact of defective or possibly unsafe products to consumers. The
scope of the recall or a field action depends on the severity and potential
health risks of an adverse event. The measures may be implemented
voluntarily by the marketing authorisation holder, or otherwise required
by ANVISA or consumer protection authorities.
Procedures vary according to the product category; however, in
general, companies keep direct communication with ANVISA and should
present periodic reports while the effort to recall is being carried out.
ANVISA’s regulations may overlap with general rules for recall
campaigns currently set forth by the Ministry of Justice Ordinance No.
618/2019. In July 2019, ANVISA signed a cooperation agreement with

the Consumer Protection Authority to promote integrated measures to
exchange information and promote joint measures to improve consumer
protection in Brazil, as well as avoid unnecessary redundancy in the
communications and procedures to be completed with both authorities.

PROMOTION
Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
The main rules governing the marketing, advertising and promotion of
medicinal products are:
•
Federal Law No. 9,294/1996, which regulates the advertising of drugs;
•
RDC No. 96/2008 of the National Public Health Agency (ANVISA)
(amended by ANVISA’s RDC No. 23/2009), which regulates the
advertising and promotional practices of prescription drugs and
over-the-counter drugs;
•
ANVISA’s Normative Ruling No. 5/2009, which provides further
clarification on ANVISA’s RDC No. 96/2008;
•
Law No. 8,078/1990, which contains general provisions on the
advertising of products in general; and
•
the Advertising Self-Regulation Code, which regulates ethical rules
related to advertisements and defines rules applicable to over-thecounter drugs. It is enforced by the Advertising Self-Regulation
Council and was adopted in 1978.
Codes of conduct from trade associations, such as the Association of
Research Based Pharmaceutical Industries and the Brazilian Association
of High Technology Industrial Healthcare Products (ABIMED), also play
a relevant role in the absence of regulation for some specific issues.
ANVISA’s RDC No. 96/2008 provides that advertising is a collection
of techniques aiming to disseminate knowledge; make a certain product
or brand better known or prestigious; exert influence over the public;
or induce prescription, dispensation, acquisition and use of medication
(article 2°). In other words, in the case of medicinal products, ANVISA
may consider certain material as promotional whenever the product or
treatment is mentioned (indirect promotion). On the other hand, materials with an educational or scientific aspect that only aim to inform
about illness, research, etc (disease awareness), are not considered
promotional.
If the general rules in relation to medicinal products advertising are
complied with (fairness, balanced information, mandatory disclaimers,
etc), companies are free to advertise on the internet. However, ANVISA’s
RDC No. 96/2008 provides specific rules on internet advertising: companies cannot advertise or publish promotional materials in relation to
prescription products or such promotion can only be accessible to
professionals qualified to prescribe or distribute medicines.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
Along with the codes of conduct from trade associations, ANVISA’s RDC
No. 96/2008 prohibits any offer, promise or actual sponsorship of events
(medical or health congresses, symposia, conferences and meetings)
linked to the prescription, use, promotion, recommendation, suggestion
or endorsement of a medicinal product.
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ABIMED, one of the leading associations for medical devices manufacturers, provides in its code of conduct that: ‘Member Companies shall
not directly sponsor the participation of healthcare professionals in third
party events . . . . Notwithstanding, Member Companies can provide an
educational subsidy in favour of a health organisation responsible for
a third-party event or non-profit health organisation, so it can partially
or completely sponsor the participation of healthcare professionals in a
third-party event’ (item 5.1.3).
In addition, in Brazil, many of the healthcare professionals who
work in the private sector are also public employees (working in the
Unified Health System or as scholars at public universities, for example).
Thus, they are also subject to Brazilian anti-corruption laws and the
rules of their entities.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
In Brazil, only the state of Minas Gerais has implemented rules regarding
details of transfers of value to healthcare professionals (such as the
American Sunshine Act). In accordance with Minas Gerais’s State Laws
Nos. 22,440/2016 and 22,921/2018, healthcare companies (medicinal
products and medical devices) must report the following to the Minas
Gerais Health Secretariat: any relationships with healthcare professionals enrolled in Minas Gerais professional councils that constitute
a potential conflict of interest; and sponsorships granted for scientific
events held in the Minas Gerais.

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
The National Public Health Agency is the authority responsible for
monitoring and ensuring compliance of advertising and marketing
activities related to medicinal products and medical devices in respect
of health. From the consumer perspective, authorities such as PROCON
(with offices in all 26 states and the Federal District) may also work
to enforce the legal and regulatory provisions. Self-regulatory entities
(such as trade associations and the Advertising Self-Regulation Council
(CONAR)) also monitor and ensure compliance according to their rules.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
Federal Law No. 6,347/1977 establishes penalties for failing to comply
with the rules governing the advertising of medicinal products and
medical devices, which include warnings, suspension of sales, prohibition of advertising and corrective statements. They can be also
accompanied by a fine, the value of which depends on the severity of
the failure. Law No. 8,078/90 also provides similar penalties. Fines may
reach millions of reais.
Infringers may also be concurrently subject to administrative
procedures and penalties established by CONAR (in the case of overthe-counter drugs, suspension or alteration of the advertising action
and warnings) and by trade associations.

PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
The Pharmaceutical Market Regulation Chamber defines the price
cap for most medicinal products after the marketing authorisation is
granted by the National Public Health Agency (ANVISA). Some categories of medicinal products are exempt from price control under the
assumption that the competition is enough to regulate the price (eg,
dynamised medicinal products, compounding products, simplified notification medicinal products and herbal products)
Certain medicinal products must be sold under a maximum selling
price to the government, which corresponds to the price cap minus a
mandatory discount. This discount is updated from time to time and is a
percentage of the total price, imposed on either the holder of the market
authorisation or its commercial partners.
According to ANVISA’s RDC No. 185/2006, an economic report
should be filed within the marketing authorisation application or
the request for renewal for implants; however, it is only for monitoring purposes.
Despite universal access to the public healthcare system with full
and free access to the population, it does not mean access to all kinds of
treatments. There are several medicinal products and treatments that
the Unified Health System (SUS) does not provide.
Federal Law No. 12,401/2011, which amended Federal Law No.
8,080/1990, updated the legal landscape and rationale to incorporate other lists involving specialised and strategic treatments within
the SUS’s lists of mandatorily available treatments. It also created
the National Committee for Technologies Incorporation (CONITEC) to
perform health technology appraisal (HTA).
CONITEC is responsible for advising the Ministry of Health on the
incorporation or disinvestment of health technologies into the SUS and
development of clinical guidelines. It receives studies submitted by
applicants and, after analysing HTA aspects, takes a position on inclusion or exclusion of health technologies.
HTA is a continuous process of analysing and summarising the
potential health benefits and the economic and social consequences
inherent in employing certain technologies, while considering the
following aspects: safety, accuracy, efficacy, effectiveness, costs, cost
effectiveness, aspects of equity, and the ethical and cultural and environmental impacts involved in their use.
However, the existing HTA route has some pitfalls and is often a
barrier to citizens’ access to healthcare. HTA inadequacies have been
considered a key factor in causing patients to seek court orders against
the government to provide them with treatments not listed by the SUS.
This litigation trend is widely discussed in Brazil, as it often opposes the
individual constitutional right to healthcare against public expenditure
and sanitary concerns.

OFF-LABEL USE AND UNLICENSED PRODUCTS
Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
Health professionals, within the scope of their autonomy and freedom,
can prescribe off-label or unlicensed products. There are court decisions that oblige the government to supply off-label products to
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patients, in view of medical prescriptions that are soundly justified. The
communication on off-label information by companies is a matter mainly
regulated by trade associations. The Association of Research Based
Pharmaceutical Industries provides that off-label information can only
be provided to healthcare professionals, at scientific events or in a reactive manner.

Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
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In general, providing experimental medicinal products is a crime under
the Criminal Law, the Regulatory Law and the Civil Law, with the exception of products under clinical trials and specific programmes.
For instance, in 2016, the Supreme Court of Justice suspended the
effectiveness of Federal Law No. 13,269/2016 and, consequently, the
experimental use of synthetic phosphoethanolamine (a ‘cancer pill’).
The law authorised the use of the substance by patients diagnosed with
malignancy, in a ‘right to try’ fashion, but this legislation was deemed
unconstitutional in a preliminary injunction.
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Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
Under compassionate use programmes, patients may have access
to products that are still in the clinical development phase (ANVISA’s
RDC No. 38/2013). Under a compassionate use programme, individual
patients have access to unregistered pharmaceuticals under clinical
development, while the expanded use programme provides groups of
patients with access to unregistered pharmaceuticals during a Phase
III trial or after its completion. ANVISA’s reporting requirements apply
to sponsors or contract research organisations in connection with those
programmes. No compassionate use programme or expanded use
programme applies in the case of medical devices.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
The prescription of medicinal products by health professionals (physicians, pharmacists, nutritionists and dentists) is regulated by the
federal council of each professional class and by the National Public
Health Agency (ANVISA). Dispensing is regulated by Federal Laws Nos.
5,991/1973 and 13,021/2014. Under the Ministry of Health’s Ordinance
No. 344/1998, however, prescription of certain controlled pharmaceuticals requires official medical prescription forms.
Some medicinal products, such as opioids, narcotics and psychotropic drugs, must be prescribed by a physician.
Under the public system, physicians must prescribe pharmaceuticals by the active pharmaceutical ingredient (API), while in the private
system, physicians are free to determine if the prescription should be
by the API or by the branded name of the product. Reference products
and branded generics can be replaced for a generic, and vice versa, by
the dispensing professional.
In the public system, the prescription and dispensing of pharmaceutical products supplied by the Unified Health System will be carried
out in accordance with the Clinical Protocol and Therapeutic Directive
for the corresponding illness or in specific official lists approved by the
Ministry of Health.

For control of public expenditure on public health, pharmaceuticals and
medical devices are acquired by the government via public procurement.
In the private market, the pharmaceuticals and treatments covered
by private healthcare and insurance plans are defined in the agreement
and on a list defined by the National Supplementary Health Agency.

Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
Online sales of medicinal products are subject to restrictions under
Brazilian regulation. Sales must be made through electronic websites
owned by pharmacies and drugstores duly licensed by public health
authorities, according to ANVISA’s RDC No. 44/2009. In addition, medicinal products subject to special control cannot be sold online.
The legislation does not prevent online sales of medical devices,
provided that the seller is a Brazilian entity duly licensed by public
health authorities, and the products are duly registered with ANVISA.
Nonetheless, distributors and retailers of devices approved for professional use are expected to sell those products accordingly.

UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
The National Public Health Agency (ANVISA) is easing pre-approval
controls, relying more on international documents from peer agencies within the International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use, the Pharmaceutical
Inspection Co-operation Scheme and the Medical Device Single Audit
Program, and is increasingly agile in approving innovative therapies,
placing Brazil among the first nations offering marketing authorisations for new products. On the other hand, the Agency is intensifying
post-market monitoring and control activities, which should increase
enforcement and prosecution for breaches of sanitary legislation.
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Conversely, ANVISA’s greater efficiency is imposing greater pressure on the Pharmaceutical Market Regulation Chamber, the National
Committee for Technologies Incorporation and the National Supplementary
Health Agency to cope with the current pace of approvals of groundbreaking therapies.

Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
Since the start of the pandemic, ANVISA has approved many urgent
regulations to guarantee supply and access to medicinal products and
medical devices and to monitor possible shortages. ANVISA has also
postponed deadlines for companies to comply with deficiency letters
and other administrative filings.
Emergency legislation was implemented to prioritise the review
and approval of any products to address the pandemic, as well as
medicinal products and medical devices (as masks, gloves and equipment) for treatment.
The ethical and regulatory review of any clinical trials connected to
covid-19 have also been prioritised, and ANVISA is adopting proactive
measures to enable the fast review and approvals of vaccines currently
undergoing trials. At the time of writing, trials of four of the major
vaccine candidates are ongoing in Brazil.

www.lexology.com/gtdt

33
© Law Business Research 2020

China
Cindy Hu and Jason Gong
East & Concord Partners

HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES

Specifications for Health Food Inspection and Evaluation and the
Regulations on the Supervision and Administration of Cosmetics.

Healthcare bodies

Approval framework

1

3

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

Products for treatment in China can mainly be divided into drugs and
medical devices.
The marketing authorisation holder (MAH) is responsible for the
safety, efficacy and quality control of the drug throughout its development, production, distribution and use.
The MAH, manufacturer and distributor for a drug must obtain
a business licence for marketing, manufacturing or distribution. The
manufacturer or distributor for a medical device must obtain a licence
or complete a record filing procedure for manufacturing or distribution
that corresponds to the category and classification of the product.
Medical institutions must hold a licence for practice and use drugs
and preparations in compliance with the Drug Administration Law.
The Pharmaceutical Industry Association and the Medical Device
Industry Association are mainly responsible for establishing and
improving industry norms, participating in the formulation of industry
standards, organising technical exchanges and cooperation, etc.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

The National Medical Products Administration (NMPA) is in charge of
drug marketing approval. The following institutions are involved in the
approval process: the Centre for Acceptance and Service, the Centre
for Drug Evaluation (CDE) (for clinical and marketing technical review),
the Institute for Food and Drug Control (for sample testing and quality
standards) and the Centre for Drug Inspection (for on-site inspection),
among others. These institutions are all directly affiliated to the NMPA.
Medical devices are classified according to their risk level, which
determines the form of their market access, registration or record-filing.
Class I products are subject to record filing and should be filed with the
food and drug administration of the local municipal government above
the district level. Class II and Class III products are subject to registration. Class II products should be registered by the provincial level
local food and drug administration where the applicant resides. Class III
products should be registered by the NMPA.
Definitions and classifications of drugs, health food, food and
cosmetics can be found in the Drug Administration Law, the Measures
for the Administration of Health Food, the Food Safety Law, the Technical

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

Classification-based management is carried out with regard to drug
marketing approval. Drug registration is divided into three categories
(traditional Chinese medicine, chemical drugs and biological products),
and the review is conducted in consideration of the safety, efficacy and
quality control of the drugs, as well as the applicant’s quality management, risk prevention and control, and liability compensation capability.
The applicant completes research concerning pharmacology, pharmacotoxicology and drug clinical trials and then determines the quality
standards, completes the commercial-scale production process validation and prepares to receive the inspection and verification of drug
registration. The applicant then submits the drug marketing application accompanied by relevant research materials in accordance with the
application requirements.
The CDE then organises pharmacological, medical and other technical personnel to conduct reviews in accordance with the requirements.
If the review conclusion is passed, the drug is approved for marketing,
and a drug registration certificate is issued.
The approved manufacturing process, quality standards, instruction sheet and labels are issued to the applicant as appendices of the
drug registration certificate, together with the requirements for postmarketing studies, if necessary.
The following materials must be submitted for the record filing and
registration of medical devices:
•
product risk analysis information;
•
product technical requirements;
•
product inspection reports;
•
clinical evaluation information;
the instruction sheet and label samples;
•
•
quality management system documents related to product development and production; and
•
other information necessary to demonstrate the safety and effectiveness of the product.

34

Pharma & Medical Device Regulation 2021
© Law Business Research 2020

East & Concord Partners

China

CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

Drugs
The main applicable legislation includes:
•
the Civil Code;
•
the Drug Administration Law;
•
the Measures for the Administration of Drug Registration;
•
the Administrative Measures for the Registration of Pharmaceutical
Preparations of Medical Institutions;
•
the Quality Management Norms for Drug Clinical Trials;
•
the Drug Clinical Trial Management Norms (for Trial Implementation);
and
•
the Guidelines for International Multi-centre Drug Clinical Trial (for
Trial Implementation).
The relevant rules from the above legislation are as follows.
•
Drug clinical trials conducted to develop new drugs, medical
devices or new prevention and treatment methods, should comply
with ethical principles. The clinical trial plan must be approved by
the ethics committee.
•
With regard to clinical research of preparations in medical institutions, the medical institution must acquire the appropriate form of
approval and obtain informed consent from the participant and the
ethics committee.
•
For international multicentre drug clinical trials, the sponsor must
ensure that the clinical trial is conducted only after obtaining
approval from the ethics committee. The sponsor and the
researcher must submit updates on the trial to the ethics committee
in accordance with the internationally accepted good clinical practice principles and the requirements of the ethics committee.

Medical devices
The main applicable legislation includes the Quality Management
Norms for the Clinical Trials of Medical Devices and the Provisions on
the Administration of Extended Clinical Trials of Medical Devices (for
Trial Implementation). The relevant rules are as follows:
•
medical device clinical trials should be approved by the ethics
committee of the medical device clinical trial institution;
•
serious adverse events occurring during clinical trials that affect
the rights, safety and health, etc, of the participants must be
reported to the ethics committee; and
the ethics committee should follow up and supervise the clinical
•
trials, and it may demand, in writing, the suspension or termination
of the clinical trial at any time if it finds that the rights and interests
of the participants cannot be protected.

Reporting requirements
5

What requirements exist for reporting the commencement of a
trial and its results to the competent authorities or the public?

Drug clinical trials should be reviewed and approved by the National
Medical Products Administration (NMPA). The NMPA shall decide
whether to approve or disapprove the clinical trial application within 60
working days of the date of receipt of the application. If no notice is given
after that date, approval is deemed to have been granted.
Before launching the drug clinical trial, the sponsor registers the
trial plan and related information on the platform for drug clinical trial
registration and information disclosure. During the trial, the sponsor

must continuously update the registration information, including the
annual safety report, and register the results after the trial is completed.
The registration information is made public on the platform, and the
sponsor is responsible for the authenticity of the information.
The Administrative Regulations for Drug Clinical Trial Registration
and Information Disclosure (Trial), which came into effect on 1 July
2020, contains the specific requirements concerning registration and
information disclosure of drug clinical trials.

Consent and insurance
6

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

Laws and regulations, such as Drug Administration Law, the Measures
for the Administration of Drug Registration and the Quality Management
Norms for Drug Clinical Trials, stipulate that, when conducting a drug
clinical trial, the participant or his or her guardian must be given truthful
explanations of the purpose, risks and other details of the clinical trial.
Informed consent must be obtained from the participant or his or her
guardian voluntarily. Effective measures must be taken to protect the
legitimate rights and interests of the participant.
Existing laws and regulations do not compel the sponsor of a clinical
trial to arrange personal injury insurance, but the Quality Management
Norms for Drug Clinical Trials requires that the sponsor should bear
the costs of treatment of the participant’s trial-related injuries or death,
as well as the corresponding compensation. The sponsor and the
researcher must pay compensation to the participant in due time.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

According to the Measures for the Administration of Drug Registration,
the time limit for a drug marketing authorisation review is 200 days,
and in practice it might be longer. According to the Regulations on
the Supervision and Administration of Medical Devices, the period for
obtaining approval for medical device registration is generally within 23
days, and in practice it generally takes around three months.
Registration fees are charged separately for drug clinical trial
applications and drug marketing authorisation applications. The fees
are different for new drugs and chemical generic drugs.
In the case of medical device registration applications, registration
fees are different for the initial registration, change of registration and
renewal of registration.
Both the drug registration certificate and the medical device registration certificate are valid for five years. The holder can apply for
re-registration or renewal of registration six months before expiry.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

China protects the undisclosed test data and other data submitted by
manufacturers or distributors who have obtained licences to produce
or sell drugs containing new chemical ingredients. No one can make
improper commercial use of such undisclosed test data and other data.
Within six years, if other applicants use the aforementioned data to
apply for a licence to produce or sell the same or similar drugs without

www.lexology.com/gtdt

35
© Law Business Research 2020

China

East & Concord Partners

the consent of the approved applicant, the National Medical Products
Administration (NMPA) will not grant the authorisation. The data protection provided does not equate to market exclusivity, and the NMPA does
not exclude applications based on self-acquired data.
On 26 April 2018, the NMPA announced the Implementation
Measures for the Protection of Drug Test Data (Interim) (Exposure
Draft), which expands the data protection of innovative drugs and
special drugs, such as orphan drugs and children’s drugs, and proposes
mechanisms for application, review, authorised publicity, objection and
revocation of data protection.

•
•

drugs used to treat severely life-threatening diseases with no
effective treatments, of which the efficacy and clinical value can be
validated by clinical trial data;
drugs urgently needed for public health, of which the efficacy and
clinical value can be shown and predicted by clinical trial data; and
vaccines urgently needed in response to major public health
emergencies or other vaccines identified by the National Health
Commission as urgently needed, where the benefits are assessed
to outweigh the risks.

Applicants may enjoy policy support such as continuing to complete the
research after the drug is marketed.

Freedom of information
9

•

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

With regard to drugs, the NMPA makes public the conclusion and basis
for the evaluation of drugs approved for marketing. The main published
information includes the acceptance number, acceptance date, drug
name, type, instruction sheet and drug marketing technical review
report. The publication time varies depending on the specific circumstances but is generally within one to two years of the acceptance date
of the Centre for Drug Evaluation (CDE). However, the data submitted by
the applicant will not be published, and there is no provision regarding
third parties’ applications to obtain a copy of that data.
As for medical devices, the drug regulatory authority publishes,
through the information platform, daily supervision and management
information, but does not publish copies of data submitted by applicants
for marketing approval. There is no provision regarding third parties’
applications to obtain relevant data.

Priority review and approval procedure
The following drugs with obvious clinical value may undergo the priority
review and approval procedure:
•
urgently needed clinical drugs in shortage, innovative drugs and
improved new drugs used to prevent and treat major infectious
diseases and rare diseases;
•
new paediatric drugs that meet the physiological characteristics
of children;
•
vaccines urgently needed for disease prevention and control and
innovative vaccines;
•
drugs included in the breakthrough therapeutic drug procedure;
•
drugs included in the conditional approval procedure; and
•
drugs under other circumstances specified by the NMPA for priority
review and approval.
Applicants can enjoy policy support such as shortening of the review
time frame, priority arrangement for verification, testing and approval
of common names of drugs.

Regulation of specific medicinal products

Special approval procedure

10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?

In the event of the threat of a public health emergency and after the
occurrence of a public health emergency, the NMPA may decide in
accordance with the law to apply the special approval procedure to the
drugs required for handling the emergency. Applicants can enjoy policy
support such as shortening of the review time frame.

To encourage drug innovation, the Measures for the Administration of
Drug Registration has set up four time-saving procedures to meet the
needs under different circumstances: breakthrough therapeutic drug
procedures, conditional approval procedures, priority review and approval
procedures, and special approval procedures. The policy support offered
by these procedures to eligible drugs includes communication with and
guidance from the drug review centre, submission of supplementary
applications after marketing and shortening of the review time frame.

Post-marketing surveillance of safety

Breakthrough therapeutic drug procedure
This concerns drugs in clinical trials that are used to prevent and treat a
disease that severely threatens life or affects quality of life. While there
is no other effective means of prevention or treatment, or there is sufficient evidence of significant clinical advantages over existing treatment
methods, the breakthrough therapeutic drug procedure may be applied.
Applicants can enjoy policy support such as requesting for communication and exchanges with the CDE during the clinical trial, soliciting
comments or suggestions on the next stage of research after submitting
phased research materials to the CDE, and applying for priority review
and approval procedures.

Conditional approval procedure
Drugs in clinical trials that meet the following conditions are eligible to
seek conditional approval:

11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
In the case of drugs, marketing authorisation holders (MAHs) have the
following pharmacovigilance obligations:
taking responsibility for the drugs’ non-clinical research, clinical
•
trials, production and distribution, post-marketing research, monitoring, reporting and handling of adverse reactions;
•
formulating a post-marketing risk management plan, taking the
initiative to conduct post-marketing studies, further validating the
safety, efficacy and quality control of drugs, and strengthening the
continuous management of the marketed drugs;
conducting post-marketing adverse reaction monitoring, actively
•
collecting, tracking and analysing information on suspected
adverse reactions, and taking risk control measures for drugs with
identified risks in a timely manner; and
•
stopping the sale of drugs immediately if there are quality problems or
other safety hazards, notifying relevant drug distributors and medical
institutions to stop sales and use, recalling the drugs that have been
sold, and disclosing recall information in a timely manner, as well as, if
necessary, stopping production immediately and reporting to the relevant authorities the situation of the recall and disposal of the drugs.
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In the case of medical devices, the manufacturer and distributor have
the following vigilance obligations:
•
carrying out adverse event monitoring, and reporting adverse
events or suspicious adverse events to the government agency; and
•
immediately stopping production, notifying the relevant manufacturers and distributors, users and consumers to stop sales and
use, if necessary recalling medical devices on the market, taking
remedial and destruction measures, recording the relevant situation, releasing relevant information, and reporting the recall
and handling of the medical devices to relevant authorities upon
discovering that the product does not meet the mandatory standards, the technical requirements concerned or other defects.

If the acts constitute the crime of producing or selling medical equipment
that does not meet the requisite standards or the crime of producing or
selling counterfeit or inferior drugs, the defendant may be sentenced to
fixed-term imprisonment, life imprisonment, the death penalty, criminal
detention, fines or confiscation of property.
Where any harm is caused by defective drugs or medical devices,
the patient may claim civil compensation from the responsible party (eg,
the MAH, manufacturer or medical institution).

Other authorisations

Medical institutions may set up preparation laboratories upon approval
by the health administration of the provincial government and the
drug regulatory authority, and they may make preparations (except for
narcotic drugs and biological preparations) according to clinical needs.
However, these preparations can only be prescribed by the medical
institutions themselves and are not allowed for sale.

12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
In the case of drugs, the production of drugs requires a drug manufacturing certificate (valid for five years), the application for which requires
the information of relevant personnel, such as the pharmaceutical
technicians, engineering and technical personnel, as well as the conditions of the plant, facilities, equipment and sanitary environment, etc.
The wholesale and retail sale of drugs requires a drug supply certificate (valid for five years), the application of which requires information
similar to that for a drug manufacturing certificate.
Imported drugs must apply for registration in accordance with
the NMPA regulations. For drugs produced abroad, the imported drug
registration certificate is required before importation. After the imported
drugs arrive at the port, the importing drug company must make a filing
with the drug regulatory authority at the port location, and customs
handles the customs clearance procedures. For drug export, an application for a drug export sales certificate is required
In respect of medical devices, the medical device production licence
and the distribution licence are both valid for five years.
There is no uniform fee schedule for the aforementioned permits;
different fees are charged in different regions.

Sanctions
13 What civil, administrative or criminal sanctions can authorities
impose on entities or their directors and officers for breach of
the requirements concerning controlled activities?
The drug regulatory authority may impose the following administrative
penalties on the manufacturer and distributor or their directors and
officers for breach of the relevant regulations:
•
a warning;
confiscation of illegal income;
•
•
confiscation of drugs and medical devices illegally produced and
sold, as well as tools, equipment, raw materials, etc, used in illegal
production and distribution;
•
an order to suspend production and distribution;
•
fines;
•
revocation of the production or distribution licence; or
•
if the violation is serious, the legal representative, the principle
person in charge, the directly responsible person and other responsible persons may be subject to administrative penalties, such as
confiscation of the income obtained from the company during the
period of the violation, fines, prohibition from production and distribution for life or for a certain period of time, and detention.

Exemptions
14 What, if any, manufacture and supply of medicinal products is
exempt from the requirement to obtain an approval to market?

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
These imports are normally not allowed. If the drug is already authorised in another jurisdiction, it falls into the category of generic drugs,
which means that the review would focus on ethnic sensitivity and
bridge studies instead of a full clinical study. Nonetheless, the importer
must apply for a marketing authorisation in accordance with the detailed
classification of drugs and corresponding materials provided in the
Measures for the Administration of Drug Registration and other related
regulations. The CDE reviews the application and issues the drug registration certificate if the comprehensive review conclusion is passed.
In the case of medical devices, an overseas manufacturer exporting
products to China must, through its representative office established
in China or a corporate legal person designated in China as its agent,
submit to the drug regulatory authority the filing or registration materials and the documents, as requested depending on the category and
classification of the products.

AMENDING AUTHORISATIONS
Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
For post-marketing changes to drugs, classification management is
implemented according to the degree of risk and impact on the safety,
efficacy and quality control of the drug. If it is a major change, it should
be approved by the National Medical Products Administration (NMPA)
before implementation. Other changes should be filed or reported in
accordance with regulatory authority rules.
With regard to medical devices, changes made in the filing materials of Class I products should be filed with the original filing authority.
For registered Class II and Class III products, if substantial changes
have been made to the raw materials, production process, scope of
application, etc, and the safety and effectiveness of the medical device
may be affected, the registrant must apply for a change of registration.
If the changes are non-substantial, the registrant files the changes with
the original registration authority.
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Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
Marketing authorisation holders (MAHs) and medical device registrants
must apply for re-registration or renewal before the expiration of the validity
period. Registered drugs and medical devices must continue to meet
the quality management norms and requirements of drugs and medical
devices. There are no conditions prohibiting re-registration or renewal
stipulated in the Measures for the Administration of Drug Registration and
Regulations on the Supervision and Administration of Medical Devices.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
The MAH may transfer the authorisation upon approval by the NMPA.
The transferee must be capable of quality management, risk prevention
and control, and liability compensation to ensure the safety, efficacy and
quality control of the drug, and fulfil the obligations of the MAH. The
transfer by the MAH is applied in the form of a supplementary application, and the review period generally lasts from 60 to 200 days.
Medical device registration certificates are not allowed to be
transferred.

Special drugs (eg, narcotic drugs, psychotropic substances,
toxic drugs for medicinal use and radioactive drugs), pharmaceutical
precursor chemicals, medicines, medical devices and methods for drug
dependence treatment cannot be advertised (this includes internet
advertising). Other prescription drugs can only be advertised in medical
and pharmaceutical publications designated by the competent authority.
Advertisements for drugs and medical devices must not contain
the following content:
•
assertions or guarantees of effectiveness and safety;
•
descriptions of the cure rate or efficiency rate;
•
comparisons in terms of effectiveness and safety;
•
the use of advertising spokespersons for recommendation and
certification; and
•
other content prohibited by law and administrative regulations.
Drug and medical device advertisements published on websites should
be reviewed and approved by the drug regulatory authority. The word
‘advertisement’ and the serial number of the advertisement review
approval should be indicated. Promotional articles and videos on
internet medical platforms that specify the manufacturers of drugs or
medical devices and explain the efficacy of their use will be recognised
as advertisements for drugs or medical devices and, therefore, are also
subject to review and approval.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?

RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
If drugs and medical devices have quality problems or other safety
hazards, the marketing authorisation holders (MAHs) and medical
device manufacturers should stop sales immediately, notify distributors and medical institutions to stop sales and use, recall products
that have been sold, disclose the recall information in a timely manner,
stop production immediately when necessary, and report the recall and
disposal situation to the relevant competent authority.
If the MAH or the medical device manufacturer fails to recall the
product in time, the competent authority has the power to order the recall.

PROMOTION
Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
To publish advertisements for medicinal products and medical devices,
approval from the local drug regulatory authority is necessary.
Advertisements should be identifiable so that consumers can identify
them as advertisements. The mass media must not publish advertisements disguised in the form of news reports. Advertisements published
through the mass media must be clearly marked as advertisements, be
distinguished from other non-advertising information and not mislead
consumers. Except for advertisements for medical care, drugs and
medical devices, any advertisements involving the function of treating a
disease is prohibited, and no medical terms or terms that may confuse the
promoted products with drugs and medical devices is allowed.

The Anti-Unfair Competition Law stipulates that distributors shall not
use goods or other means to bribe the following entities or individuals
to seek business opportunities or competitive advantages:
•
the staff of the counterparty to the transaction;
•
the entity or individual entrusted by the counterparty to handle the
relevant affairs; and
•
the entity or individual who uses their power or influence to affect
the transaction.
The above regulations apply to drug and medical device manufacturers
or distributors promoting products to medical and nursing staff.
The Chinese Physician Ethics Code requires that physicians shall
not conduct research that is contrary to science and ethics because
of funding from pharmaceutical enterprises and shall not promote
any medical products or conduct academic promotion for personal
benefit. Physicians shall not participate in or accept banquets or gifts,
or travel, study, visit or carry out any other leisure and social activities that affect the impartiality of medical treatment, and must provide
reports and explanations in the event of enterprises’ funding for public
interest, clinical research or academic promotion in accordance with
the regulations.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
The Circular on the Issuance of Opinions on Strengthening Pharmaceutical
Management in Medical Institutions to Promote Rational Use of Drugs
stipulates that medical institutions must publicise and file invitations to
academic conferences, training programmes, etc, that are organised or
sponsored by enterprises.
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The Opinions on Deepening the Reform of the Review and Approval
System to Encourage Innovation in Drugs and Medical Devices stipulate that the marketing authorisation holder must record the names of
medical representatives on the website designated by the competent
authority and make them public. The academic promotional activities of
medical representatives must be carried out openly and filed with the
designated departments of medical institutions.
The Circular on the Issuance of the Administrative Measures
for the Acceptance of Public Welfare Donations by Health and Family
Planning Entities (Trial) provides that medical institutions receiving
donated goods should disclose and publicise information about the
donated goods and their uses.
The Chinese Physician Ethics Code requires that for research funded
by pharmaceutical enterprises, physicians should declare the presence
of funding when publishing, displaying or advocating research results.

The scope of the basic medical insurance drugs is managed through
the formulation of the Basic Medical Insurance Drug List. The cost of
drugs included in the List is paid by the basic medical insurance fund in
accordance with national regulations, and the prices of exclusive drugs
are determined through access negotiations. For non-exclusive drugs,
the state organises centralised procurement, the procedure of which
determines the prices. The payment standards of other non-exclusive
drugs are determined by an access bidding method. Narcotic drugs and
first-class psychoactive drugs, which are government-priced, are paid at
the price set by the government.
At present, public hospitals implement a ‘zero-profit’ policy for
drug pricing, which means public hospitals sell drugs to patients at their
original purchase price. However, private hospitals and pharmacies do
not apply this policy.

OFF-LABEL USE AND UNLICENSED PRODUCTS
ENFORCEMENT OF ADVERTISING RULES

Off-label use

Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
The regulatory bodies for drug and medical device advertisements
are mainly the drug regulatory authority and the market supervision
authority. Advertisements for drugs and medical devices are reviewed
by the drug regulatory authority before publication. After making a
review decision, the drug regulatory authority will copy the approval
documents to the market regulatory authority at the same level. For
websites that provide internet drug (including medical device) information services, they must obtain the internet drug information service
qualification certificate issued by the provincial drug regulatory
authority.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
Depending on the severity of the violation, there are different penalties.
The types of penalties include fines, confiscation of advertising fees,
revocation of business licenses, revocation of advertising registration
certificates, cancellation of the advertiser’s advertising review approval
documents and suspension of the advertising application review for one
year. The fine is generally between 200,000 and 1 million yuan. If the act
constitutes the crime of false advertising, then the advertiser, advertising
operator and advertising publisher will face a fixed-term imprisonment
of up to two years or criminal detention, with or without a fine.

PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?

26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
Health professionals may prescribe or use products for off-label indications. However, pharmaceutical companies should not draw health
professionals’ attention to potential off-label uses as this could be
considered illegal advertising to expand the product indications and
functions, which may expose them to the risk of administrative sanctions and the suspension of the drug sales.

Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
Manufacture and supply of unlicensed medicines or medical devices
is strictly prohibited. However, medical institutions can request for the
importation of a particular unlicensed drug with the National Medical
Products Administration (NMPA) for urgent clinical needs. Once
approved, the NMPA will issue an approval notice, which is usually valid
for a one-time use. The approval procedure also applies to donated
drugs, samples or reference drugs needed for research.

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
The newly revised Drug Administration Law of August 2019 formally
incorporates the compassionate use system. It provides that drugs
undergoing clinical trials for the treatment of serious life-threatening
diseases without effective treatments available may be used for other
patients with the same condition in the institutions conducting the
clinical trials after review and informed consent, if they are potentially
beneficial based on medical observations and in compliance with ethical
principles. There are no implementation rules regarding compassionate
medication practice.

Medicine prices are determined by either the government or the market.
Government-priced drugs are limited to narcotic drugs and first-class
psychotropic drugs. The prices of all other drugs are set by the market,
as the control of circulation margins has been abolished and the distributors set the prices on their own.
www.lexology.com/gtdt
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SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
Some medicinal products, such as vaccines, blood products, narcotic
drugs, psychotropic drugs, toxic drugs for medical use and radioactive
drugs, are subject to special regulations. The Vaccine Administration
Act strictly regulates research, registration, circulation, vaccination,
etc, in respect of vaccines. Furthermore, the State Council promulgated
a series of regulations for these specially regulated drugs, including
Regulations on Control of Narcotic and Psychotropic Drugs (revised in
2016) and Administrative Measures for Control of Radioactive Drugs
(revised in 2017). In addition, all those specially regulated drugs are
prohibited from online distribution.

Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
The following regulations are mainly applied to online distribution of
drugs and medical devices:
Type

E-Commerce Law (revised in August 2018)
Cybersecurity Law (revised in November 2016)
Regulations for the Implementation of the Drug
Administration Law (revised in March 2019)

Administrative
Regulation

Regulation on the Supervision and Administration of
Medical Devices (revised in May 2017)
Administrative Measures for Internet Information
Services (revised in January 2011)
Measures for the Supervision and Administration
of the Online Sale of Medical Devices (revised in
December 2017)

State Council
departmental rules

Measures for the Supervision and Administration of
Medical Devices (revised in November 2017)
Measures for the Administration of Drug Information
Service over the Internet (revised in November 2017)
Good Supply Practice for Pharmaceutical Products
(issued in July 2016)
Measures for the Supervision and Administration of
Circulation of Pharmaceuticals (issued in January 2007)

Other regulatory
documents
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Title
Drug Administration Law (revised in August 2019)

Law

Cindy Hu

Good Supply Practice for Medical Devices (issued in
December 2014)
Interim Regulations on Approval of Internet Drug
Trading Services (issued in December 2005)

at the same time and came into effect on 1 July 2020. At present, the
Regulations for the Implementation of the Drug Administration Law, the
Measures for the Supervision and Administration of Drug Circulation, the
Measures for the Administration of Drug Distribution Licences and other
supporting regulations are being revised.
In addition, the amendment to the Patent Law is under review. The
amendment is intended to establish a drug patent linkage system and to
offer compensation covering a maximum of five years of patent protection for new drugs that have been approved for marketing in China.
The above-mentioned legislative amendments comprehensively
encourage and promote the development and innovation of new drugs,
encourage the development of generic drugs, simplify the pre-administrative approval procedures for drugs, strengthen supervision over
drugs during and after their marketing, manufacturing and distribution,
and increase penalties for violations.

Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
The central and local governments have made considerable efforts to
fight the covid-19 pandemic. At the state level, however, no emergency
legislation or relief programme has been declared, nor has any existing
programme, law or regulation been amended.

UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
The Drug Administration Law was revised in August 2019. This was a major
systematic and structural revision. In January 2020, the newly amended
Measures for the Supervision and Administration of Drug Production and
the Measures for the Administration of Drug Registration were released
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HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES
Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

technical sanitary conditions (for medical device producers) and conditioning and storage conditions (for importers of medical devices), and
also issues health registrations (marketing authorisation (MA)) that
allow manufacturers and distributors to market regulated products in
the country.

Competent authorities for authorisation
2

The provision of health services is headed by public and private entities, such as:
•
the Administrator of Resources of the General System of Social
Security in Health (ADRES), whose specific objective is the
adequate management of financial resources for the System and
to implement the respective controls;
•
health maintenance organisations (HMOs), which are healthpromoting entities that are responsible, by delegation of ADRES,
for the affiliation and the registration of affiliates and the collection
of their contributions – their basic function is to organise and guarantee the provision of the health benefits plan to affiliates, and they
can operate within the contributive or the subsidised regime; and
•
healthcare provider institutions (IPS): for example, hospitals,
clinics and doctors that provide healthcare services to the affiliates
and beneficiaries within the parameters and principles indicated
in the law.
Additionally, the following entities are responsible for the inspection,
monitoring and control of the entities involved in the health system:
•
the Ministry of Health and Social Protection, which is in charge of
the general management of the General System of Social Security;
•
the National Health Superintendency, which is in charge of the
inspection, surveillance and control of all those involved in the
Colombian social security system;
•
the territorial, departmental, district and municipal entities, which
are responsible for advancing actions aimed at the promotion and
care of collective health, as well as inspection, surveillance and
control (they also administer the subsidised regime and own public
hospitals); and
•
High Cost Account, which is an association of different HMOs that
are requested by law to partner and address high-cost illnesses; it
operates as a self-managed fund that contributes to stabilising the
healthcare system, guaranteeing the true application of the solidarity principle and discouraging the selection and discrimination
of the population through a risk adjustment of the basic premium
insurance fee based on high-cost cases.

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

The INVIMA is the competent authority for granting MAs for medical
devices and medicinal products, and for the surveillance of manufacturing facilities (eg, by issuing good laboratory practice and GMP
certifications). The institute also has the administrative authority to
investigate and punish conduct that violates sanitary rules. The INVIMA
also examines over-the-counter drug advertising and the control of
prescription drug advertising.
Products monitored by the INVIMA are classified according to the
definitions provided by regulatory law, for example:
•
Medical devices, defined as a medical device for human use: any
instrument, apparatus, machine, software, biomedical equipment
or other similar or related article, whether used alone or in combination, including its components, parts, accessories and software
necessary for its proper application, proposed by the manufacturer
for use in:
•
diagnosis, prevention, monitoring, treatment or alleviation of
disease;
•
diagnosis, prevention, monitoring, treatment, alleviation or
compensation for an injury or disability;
•
investigation, replacement, modification or support of the
anatomical structure or physiological process;
•
diagnosis of pregnancy and conception control;
•
care during pregnancy, birth or thereafter, including newborn
care; and
•
disinfection or sterilisation of medical devices.
•
Medicines: defined in Colombian legislation as ‘pharmaceutical
preparation containing active pharmaceutical ingredients, with or
without excipients, in a determined pharmaceutical dosage form,
employed for the relief, diagnosis, treatment, cure or rehabilitation
of an illness. Packaging, labels and containers are integral components of the medicine since they warrant its quality, stability and
appropriate use.

Finally, the National Food and Drug Surveillance Institute (INVIMA) is
responsible for monitoring products such as medicines and medical
devices. The INVIMA verifies that local manufacturers comply with
good manufacturing practices (GMP) (for medicine producers),
www.lexology.com/gtdt
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Approval framework
3

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

Local regulation includes:
•
Decree 677 of 1995, which contains disposition for the issuance of
MAs for medicinal products (Phase I: pharmacological evaluation
and Phase II: chemistry, manufacturing and controls evaluation);
•
Decree 1782 of 2014, which includes procedures for the pharmacological and pharmaceutical evaluation of biological medicines;
•
Resolution No. 1124 of 2016, which provides bioavailability and
bioequivalence guidelines;
•
Resolution No. 1160 of 2016, which provides good manufacturing
practices guidelines;
•
Decree 843 of 2016, which provides for renovation and modification of MAs;
•
Resolution No. 5402 of 2015, which provides the manual and the
verification instrument of good manufacturing practices for biological medicines;
•
Resolution No. 3690 of 2016, which provides guidelines on compliance with the stability standards required for biological products;
•
Resolution No. 2514 of 1995 containing the current guidelines for
the development of stability studies of medicinal products (and
amended by Resolution No. 3157, which will be in force by 2022);
•
Resolution No. 4490 of 2016, which contains immunogenicity guidelines for the registration of biological medicines;
•
Decree 2085 of 2002, which provides regulatory test data protection
(TDP) in the form of a five-year exclusivity term for new chemical
entities (TDP extends to biologics);
•
Decree 4725 of 2005, which contains disposition for the risk classification and issuance of MAs for medical devices;
•
Decree 582 of 2017 containing disposition for the automatic amendments of MAs for medical devices;
•
Decree 1030 of 2007 and Resolutions Nos. 4396 of 2008 and 2968
of 2015, which contain mandatory technical sanitary conditions for
the manufacture of medical devices;
•
Resolution No. 4002 of 2007 contains dispositions for the adequate
storage and conditioning of medical devices. All importers must
obtain a certificate of storage and conditioning capacity from
the INVIMA;
•
Decree 710 of 2018, which is still awaiting an administrative
proceeding to enter into force, contains the criteria for the evaluation
carried out by the Technology Assessment Institute in establishing
the therapeutic value of any new medicament, and the procedure
that must be submitted to the INVIMA for the process of obtaining
an MA for the commercialisation of medicines in Colombia;
•
Resolution No. 2950 of 2019, by means of which the Guide for
the Evaluation of the Comparability of Biological Medicines is
issued; and
•
Decree 2106 of 2019, article 94, which unifies Phase I and Phase II
in the procedure for obtaining an MA.

CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

operating mechanisms, including the obligation of sending the minutes
of their meetings to the Ministry of Health and Social Protection (MoH).
Resolution No. 2378 of 2008 adopts good clinical practices for institutes that undertake medical research with pharmaceutical candidate
compounds in humans.
Resolution No. 8430 of 1993 establishes the scientific, technical and
administrative standards for clinical trials of medical devices.
The essential aspects that an ethics committee must comply with
include elements that ensure the fulfilment of its responsibility with
society as well as the fundamental rights of the participating subjects.
The rules for ethics committee approval are provided in the
Technical Annex that is an integral part of Resolution No. 2378 of 2008.
The National Food and Drug Surveillance Institute (INVIMA) is
responsible for evaluating the clinical research protocols that are
carried out in the country, monitoring the investigations and issuing
the good manufacturing practices (GMP) certificate to the healthcare
provider institution (IPS) that carries out clinical investigations.
For clinical trials of medications in humans, the party must
request approval from the INVIMA. This evaluation is performed by a
specific area named the Clinical Research Group. The requirements for
requesting evaluation are contained in the Guide for the Presentation of
Research Protocols, and include the following:
an approval letter issued by an INVIMA-registered research ethics
•
committee;
approval from a local health authority confirming that the investi•
gation centre is suited to providing health services;
a GMP certificate issued by the INVIMA (valid for five years);
•
•
an insurance policy to cover third-party damages (to cover possible
adverse events associated with or attributable to the clinical trial);
a robust research protocol (including the operation methodology,
•
theoretic framework, justification, results from analysis plan and
patient data management); and
•
consent and insurance.
Clinical trials of medical devices must be approved first by the ethical
committee of the site (IPS – healthcare providers) where the trial will
be conducted, and then by the INVIMA Medical Devices Reviewing
Commission. The requirements for requesting evaluation are contained
in the ‘Presentation Format and Evaluation Protocols for Medical Clinic
Research and Other Technologies’ guidelines, and include:
•
approval from a local health authority confirming that the investigation centre is suited to providing health services;
•
a letter of application for approval of the research protocol;
•
problem formulation;
research summary;
•
•
theoretical framework;
•
medical device information and safety tests;
•
details of hypothesis, objectives and methodology;
•
ethical considerations;
•
project management details; and
•
bibliographic references (Vancouver standards).
During the health emergency generated by covid-19, the MoH issued
Resolution No. 730 of 2020 and External Circular 1000-174-20 of 2020
containing flexible requirements, measures and actions applicable to
the development of clinical trials for covid-19 therapies. Moreover, new
technologies were implemented for the first time in Colombia, such
as telemedicine, electronic consent, home visits, electronic medical
records, electronic signatures and online procedures.

Resolution No. 13437 of 1991 regulates hospital ethics committees and
adopts the ‘Decalogue of Patients’ Rights’. This rule defines the confirmation process for committee members, their functions and some
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Reporting requirements
5

What requirements exist for reporting the commencement of a
trial and its results to the competent authorities or the public?

According to Decree 2378 of 2008, any clinical study must be registered
with the INVIMA, which is qualified to make verifications when necessary. Additionally, favourable or unfavourable results of each clinical
investigation must be reported to this authority. In practice, clinical
investigators make periodic reports indicating when the study began
and their main results; if the trial has not commenced, an explanation of
the reasons for this must also be reported. At the same time, the INVIMA
must make quarterly reports to the MoH, with a copy of the results of
clinical studies once they have been completed.
Since 2018, the INVIMA has made public the database of clinical
studies carried out in Colombia since 2014, in a standardised format that
allows the analysis, consultation and monitoring of the same.

Consent and insurance
6

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

Resolution No. 8430 of 1993 establishes that informed consent obligations include providing clinical trial subjects with information on:
•
investigation objectives;
•
procedures that will be used;
•
inconveniences and expected risks;
•
benefits that may be obtained; and
•
alternative procedures that could be advantageous for the research
subject.
Also, clinical trial subjects must:
•
receive answers to any questions and doubts;
•
be free to withdraw consent and to stop participating in the study;
•
have patient confidentiality;
•
be provided with updated information obtained during the study;
be given medical treatment if any injuries arise as a result of the
•
investigation; and,
•
be reimbursed for any additional expenses.
According to Resolution No. 2378 of 2008, to safeguard the fundamental
rights of research subjects, civil liability insurance must be put in place.
The insured value should be determined according to international
standards. If the insurance does not completely cover the damages,
the promoter, clinical trial investigator or the head of the institution or
centre in which the trial was carried out are jointly and severally liable.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

Medicinal products
New medicinal products must go through the complete registration
process. The process starts with Phase I, also called pharmacological
evaluation, which involves a safety and efficacy assessment carried out
by the Medicines Reviewing Commission (MRC). The Phase I fee for a
chemical synthesis medicine is approximately US$3,100, and for biological medicines in general is US$14,300 (vaccines have a specific cost of
approximately US$20,000). The MRC takes approximately four to five
months to issue a decision if no requirements are made. If successful,

the product can be included in the Colombian Pharmacological Code.
Following this, Phase II (pharmaceutical and legal evaluation) can be
started, which involves chemistry, manufacturing and controls assessment by the National Food and Drug Surveillance Institute (INVIMA). If
the assessment is successful, a marketing authorisation (MA) can then
be granted. The Phase II fee for a chemical synthesis medicine ranges
from approximately US$3,900 to US$4,800, and for biological medicines
is US$3,900 (for vaccines, the fee is approximately US$4,680).
The INVIMA takes approximately eight to 17 months to grant an MA
for medicinal products already included in the Pharmacological Code.
Generic versions of products included in the Code only need
Phase II assessment. The time taken for Phase I and Phase II assessment in 2019 varied from 16 to 24 months. However, these delays may
decrease with the issuance of Decree 2106 of 2019, which provides that
pharmacological and pharmaceutical assessment may be performed
simultaneously.
An MA is valid for five years.

Medical devices
MAs for low risk (Classes I and IIa) medical devices are issued automatically (within a maximum of one week). MAs for high risk medical devices
(Classes IIb and III) extended to 300 days in 2019. Products that have
not obtained an MA in other countries, or whose risk classification is not
clear, may have to request a prior evaluation from the Medical Devices
Reviewing Commission.
An MA is valid for 10 years. The corresponding fee for an MA is
approximately US$900.
However, to mitigate the effects of the health emergency caused
by covid-19, the government identified a group of medical devices
considered vital and unavailable that could be temporarily imported
or commercialised without the need of an MA, but with supervision of
the INVIMA.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

Decree 2085 of 2002 provides for regulatory test data protection (TDP),
for a five-year exclusivity term from the grant of the MA. In practice,
this prevents generic applicants from receiving an MA during this term.
Subsequent modifications, label extensions, paediatric indications or
new pharmaceutical forms are not subject to additional protection.
According to Decree 2085 and INVIMA Circular DG 005-03 of 2003,
which regulate regulatory data protection in Colombia, the requirements for obtaining data exclusivity are:
•
protection must be requested in Phases I and II;
the active principle has not been included in the Colombian
•
Pharmacological Code;
•
undisclosed data supporting safety and efficacy of the new drug
contained within the dossier must be declared; and
•
the considerable effort made by the originator to obtain the undisclosed information must be declared and demonstrated.
Since 2002, TDP had been automatic and relatively straightforward
to obtain, and the practice of the INVIMA was to automatically and
summarily reject generic MA applications for products still covered by
the TDP protection term. However, since 2018, the INVIMA’s practice has
reflected deficiencies in the system, signalling that, in certain situations,
effective TDP protection is at risk.

www.lexology.com/gtdt
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Freedom of information
9

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

The information provided within an MA application, specifically the pharmacological dossier, is not public. Although a third party is allowed to
file a freedom of information application, the authority may and will only
provide general information regarding the filing date and the applicant.
No research data will be provided by the INVIMA.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
Decree 1156 of 2018 contains specific dispositions for approval of
phytotherapeutic medicines (including traditional medicines). For the
manufacture, production, import, export, processing, packaging and sale
of phytotherapeutic medicines, a health registration must be issued by
the INVIMA. This health registration is issued per product and is valid
for 10 years, renewable for equal periods. The time taken to review an
application is usually eight months.
Homeopathic medicines, developed in pharmaceutical laboratories duly certified by a homeopathic medicine GMP, require a sanitary
registration issued by the INVIMA for their production, import, export,
packaging, sales, distribution and commercialisation, as per the fulfilment of the requirements established in Decrees 3554 of 2004 and 1861
of 2006. As with phytotherapeutic products, the validity of a homeopathic registration is 10 years, renewable for equal periods. The time
taken to review an application is usually eight months.
Resolution No. 1478 of 2006 regulates the control, monitoring
and surveillance of import, export, processing, synthesis, manufacturing, distribution, dispensing, purchase, sale, destruction and use of
controlled substances and medicines containing them and over those
subject to state monopoly.
Regarding incentives, Decree 1782 of 2014 includes an ‘accelerated
pathway’ for biosimilar molecules that have had a prolonged and safe
presence in the market. However, this incentive has not been widely
employed in practice. Resolution No. 2950 of 2019 contains the Guide
for the Evaluation of the Comparability of Biological Medicines, which
states that a complete characterisation and a quality comparison builds
the basis for a possible data reduction or exemption in non-clinical and
clinical development.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
To ensure the ongoing safety and efficacy of medicinal products after MA
has been granted, Colombian legislation provides a reporting procedure
concerning adverse events and any other quality issues relating to their
use. In this regard, the INVIMA requires MA holders or pharmaceutical
product manufacturers to report adverse events and quality issues to
acknowledge the medication profile in such a way that the pre-existing
factors are identified in time.
Resolution No. 2004009455, issued by the INVIMA on 28 May 2004,
specifies the requirements and frequency with which pharmacological
reports must be created under article 146 of Decree 677. Under this

regulation, the MA holder or the pharmaceutical product manufacturer
must adopt a pharmacovigilance programme to ensure the creation of
periodic reports on the safety and efficacy of the medicinal product. The
reports must be submitted according to the following considerations:
•
any serious and unexpected adverse event must be reported
within 72 hours of its knowledge under the pharmacovigilance
programme; and
•
any non-serious or unexpected adverse event must be reported
within the last five working days of each two-month period.
An ‘adverse event’ is defined in Resolution No. 2004009455 as an undesired medical event that occurs during treatment with a medicinal
product. The occurrence of such an event does not need to have a
causal relationship with the medical treatment or product.
Resolution No. 4816 of 2004 regulates the national techno-surveillance programme for medical devices. The reports of adverse events
or incidents occurring during the use of a medical device must be
submitted according to the following considerations:
•
any serious and unexpected adverse event must be reported
within 72 hours of its knowledge under the techno-surveillance
programme; and
•
any non-serious or unexpected adverse event must be reported
within eight working days after each trimester.
Medical devices imported or commercialised as vital and unavailable,
although being temporarily exempt from an MA, must comply with
techno-surveillance requirements.

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
Medicinal products
Manufacturers must comply with good manufacturing practices (GMP)
and provide a certificate issued by the competent authority from the
country of origin or otherwise request the INVIMA to issue one. GMP
certificates from the following countries are accepted by the INVIMA:
Canada, Denmark, France, Germany, Japan, the Netherlands, Norway,
Sweden, Switzerland, the United Kingdom and the United States, or
from countries that have signed mutual recognition agreements with
these countries.
Manufacturers located in different countries must request a
visit from the INVIMA to certify GMP. Local manufacturers must also
be certified by the INVIMA. Importers, distributors and wholesalers
must comply with dispositions on storage and handling of medicines
contained in Decree 2200 of 2005 and Resolution No. 1403 of 2007.
The applicable fee to obtain GMP certification from the INVIMA
depends on the location of the manufacturing facility, whether the
product to be manufactured is a biologic and whether the facility also
manufactures the active pharmaceutical ingredient. The fees range
from US$6,700 to US$41,333.

Medical devices
Foreign manufacturers are not obliged to provide a GMP certificate, but
they are expected to comply with all conditions guaranteeing the quality of
medical devices. There are no regulations on GMP for local manufacturers
of medical devices. Local manufacturers must comply with the technical
sanitary conditions for medical devices that are applicable to their specific
products and that can be taken from Decree 1030 of 2007 and Resolutions
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Nos. 4396 of 2008, 2968 of 2015 and 4002 of 2007 (ISO 13485 is also taken
as reference). Importers of medical devices must obtain a certificate of
storage and conditioning capacity issued by the INVIMA.
In addition, wholesalers and distributors must comply with dispositions on storage and handling of medicines and medical devices
contained in Decree 2200 of 2005 and Resolution No. 1403 of 2007.

Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
The Ministry of Health and Social Protection (MoH), the INVIMA and the
sectional and district health departments have sanctioning authority over
MA holders of medicines or medical devices for failing to comply with the
requirements established in the law for the commercialisation of these
products. These entities will sanction MA holders through mechanisms
such as sanitary safety measures that consist of preventing the commercialisation of a product while its safety is re-evaluated. Manufacturers
that fail to comply with the technical regulations can also be sanctioned.
Sanctions provided by the law include reprimands, the imposition
of fines, confiscation of products, cancellation of the MA and the respective licence, and temporary or permanent closure of the establishment.
Regarding criminal sanctions, if a potential crime is identified in the sanctioning process, the authority must inform the Attorney General’s Office.

Exemptions
14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?
In general, there is no medicinal product exempt from the requirement to obtain an MA. It is a mandatory requirement for all medicinal
products regardless of their components or manufacturing method to
comply with the requirements of Decree 677 of 1995. However, master
formulas (phytotherapeutic, homeopathic or medicinal product for an
individual patient) do not require an MA.
They must be manufactured in pharmacies, certified in GMP by the
INVIMA. Decree 481 of 2004 states that vital and unavailable medicines
(VUMs) (eg, named-patient supply) do not require an MA. However, their
safety and efficacy must be proved through other special requirements.
Certain medical devices do not require MAs. The MoH and the INVIMA
have included tailor-made orthopaedic, dental and traumatological
products in this exemption.
In response to the emergency situation caused by the covid-19
pandemic, the INVIMA declared the most widely used drugs and medical
devices for covid-19 treatment as VUMs or vital and unavailable medical
devices to strengthen supply and ensure adequate care for patients
suffering complications associated with the virus. This provision implies
that these products can be marketed in Colombia without the need to
obtain an MA (Resolutions Nos. 520 and 522 of 2020 and others substituting or updating them).

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
From an intellectual property perspective only, parallel imports are
permitted in Colombia. Article 54 of Andean Decision 486 of 2000

establishes an international exhaustion of rights once the product has
been introduced into the flow of commerce of ‘any country’ by the owner
or another person authorised by the right holder or with economic ties
to that patent owner. Two persons shall be considered to have economic
ties when one of the persons is able to exercise a decisive influence on
the other, either directly or indirectly, with respect to the exploitation
of the patent or when a third party is able to exert that influence over
both persons.
However, in practice, parallel imports for pharmaceutical products are practically non-existent owing to regulatory requirements
that prevent a potential parallel importer from obtaining an MA for the
patent holder’s product (see Decree 677 of 1995). Although this regulatory barrier was modified by Decree 1313 of 2010, which authorises
parallel imports for pharmaceutical products without authorisation
from the manufacturer (normally the patent holder), it is not usually
applied owing to the absence of supporting regulation aimed at reducing
counterfeit, contraband and quality risks that may derive from its application. Nevertheless, Decree 1313 was clearly aimed at promoting price
reductions.

AMENDING AUTHORISATIONS
Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
There are two types of variations of marketing authorisation (MA) for
medicinal products:
•
Significant modifications: these require a procedure consisting of
updating the MA information issued by the National Food and Drug
Surveillance Institute (INVIMA). The review process for this level of
modification requires further study and, subsequently, the decision
is issued by reasoned resolution. Technical and legal studies can
take two to four months.
•
Traditional or automatic non-significant modifications: these
require a procedure consisting of updating the technical or legal
information of the MA within a file, which is generated automatically
and with subsequent review of the documentation that supports
compliance of the requisites required according to the case. This
procedure may take 20 business days.
MAs for medical devices cannot be modified when there is a significant change in the medical device that may affect its safety and
effectiveness or when the modification implies changes to the design,
chemical composition of the material, source of energy or manufacturing processes. Other variations of MAs can be requested and issued
automatically within 20 days.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
MA renewals are issued following the same procedure as the product’s
initial authorisation, which means complete technical (chemistry, manufacturing and controls) and legal evaluations must be performed.
However, if the product, its labelling and the manufacturing procedures have not changed, the MA holder may apply for an automatic
renovation under Decree 843 of 2016 (for medicinal products) or Decree
582 of 2017 (for medical devices). The request for renewal must be filed
with the INVIMA three months prior to the expiry of the MA.
Any request for renewal of an MA that was not submitted within the
prescribed period will be processed as a new application. If the respective MA has expired without the renewal application being submitted,

www.lexology.com/gtdt

45
© Law Business Research 2020

Colombia

OlarteMoure

the MA is cancelled and the corresponding product may not be imported
into the country, or manufactured, as appropriate. If there are stocks
in the market, the INVIMA will grant the interested parties a period to
dispose of them, which may not exceed six months. If, after this period,
there are still products on the market, the INVIMA will order their final
disposal in accordance with the provisions of the Decree.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
Transfers of MAs for medicinal products or medical devices may be
requested only by the MA holder and require:
•
assignment contract signed by the assignor (former MA holder)
and the assignee (new MA holder);
•
certificate of incorporation of the former and new MA holders;
•
authorisation issued by the manufacturer to the assignor to perform
the assignment; and
•
payment of a fee of approximately US$186 by the MA holder.
This procedure can be automatic and takes approximately 20 days.

RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
Any medicinal consumer can submit a complaint directly to the manufacturer, importer or to the marketing authorisation (MA) holder,
depending on the individual circumstance. Local GMP require that the
company responsible for the product in Colombia has a quality management system in place to handle product complaints properly and to
manage a recall, if necessary.
In addition, consumers can submit product complaints to the
National Food and Drug Surveillance Institute (INVIMA), which will then
decide whether to conduct a surveillance inspection and take any corresponding actions.
Also, upon receiving any indication (from the MA holder or from
another source) that the product has been altered or fraudulent or
presents a failure of quality, performance or safety, the INVIMA may
decide to perform a joint analysis (with the MA holder and other involved
authorities) and advise whether a recall is necessary. Alternatively, if
there is an imminent sanitary risk, the INVIMA may immediately publish
a sanitary alert on its website informing the health maintenance organisations and consumers of the prohibition of marketing the products,
and, when appropriate, that a recall is ongoing. The manufacturer or MA
holder may also directly advise its clients of the situation.

PROMOTION
Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
The advertising and promotion of medical products is regulated
under article 79 of Decree 677 of 1995, which sets out the general
rule that prescription medicinal products may be advertised only at

scientific or technical events or in publications addressed to healthcare
professionals (HCPs), and must be consistent with the regulatory information approved by the healthcare registration authority, particularly
regarding indications. The direct promotion of prescription-only medicinal products to patients is prohibited under Colombian legislation (this
prohibition includes online advertising). When information of a prescription medicine is to be provided via a website, measures are to be taken
to avoid information being accessed by patients.
In connection with advertising of over-the-counter medicines,
there are mandatory parameters contained in Resolution No. 4320 of
2004 that must be observed (eg, details of the nature of the medicine,
indications, mechanism of action, therapeutic uses, contraindications,
side-effect risk management, precautions and warnings of drug dependence). Promotional information must be balanced and the benefits of the
product must not be overstated.
Marketing authorisation (MA) holders are directly responsible for
complying with the obligations and prohibitions stated under article 79
of Decree 677 and of Resolution No. 4320 of 2004. Failure to comply with
these obligations can lead to the suspension or cancellation of the MA.
In addition, in 2016 and 2019, the Association of Pharmaceutical
Research and Development Laboratories and the Pharmaceutical
Chamber of the National Business Association of Colombia (ANDI)
published their codes of ethics containing guidelines concerning business
conduct, promotional and educational activities and the interrelationship
of the pharmaceutical industry with all relevant actors of the Colombian
health system. Self-regulation and the codes bind the pharmaceutical
companies that have subscribed to the association agreements.
The advertising and promotion of medical devices is regulated under
article 58 of Decree 4725 of 2005, which states that promotional scientific
information of medical devices must be consistent with the approved
information contained within the MA, as well as aligned with the scientific
evidence available for the product. The benefits cannot be overstated.
This regulation distinguishes between three different types of
medical devices depending on their profile risk to human health, in
terms of efficacy and security, as well as their uses. Categories are
determined in Classes I, II and III, with Class I having the lowest level
of risk and Class III having the highest level of risk. Class I medical
devices may be advertised on mass media (eg, online advertising),
taking into account the terms and conditions approved by means of
the MA. Medical devices and biomedical equipment in Classes IIa, IIb
and III, intended for exclusive use by health professionals or prescribed
by them, may only be advertised in scientific or technical publications.
Notwithstanding the foregoing, the health authority may authorise other
means of advertising.
Finally, the ANDI and its Chamber for Medical Devices, which clusters domestic and international manufacturers, importers and suppliers
of medical devices, issued its Code of Ethics and Transparency (CET) in
2015, aimed at governing the interactions between medical device companies and HCPs, as well as organisations that operate, distribute and use
medical devices. The CET also sets principles and guidelines to advertise
these devices before HCPs and the public, when available. The last update
of the CET made by the Chamber includes the prohibition to directly
sponsor HCPs to attend academic events and to improve transparency by
means of the creation of an external ethics tribunal to investigate violations of self-regulation and the requirement to publish these cases.
The promotion of industry products must be ethical, precise and
duly supported. In this sense, clinical trials, scientific research and
sponsored clinical studies must be transparent and have scientific, not
promotional, purposes. In this regard, in the case of market research
that is carried out by pharmaceutical companies, the CET prohibits
using the information collected as advertising data or promotional material. Additionally, this data or material cannot be used in a way that is
misleading because it appears to have originated from scientific studies.
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Among other regulations related to promotion and advertising, the
CET establishes that all information for drug promotion must indicate
who sponsors or finances it and, when it refers to published studies, it
must be faithfully reproduced or offer a clear reference that facilitates
its access. On the other hand, pharmaceutical companies must have
clear and written policies for the approval processes of promotional
materials and activities. In this sense, each pharmaceutical company
will be responsible for:
•
scientific endorsement of the content, both of materials and promotional activities related to their products;
•
procedures for obtaining, printing, disseminating and appropriate
use of scientific references; and
•
the surveillance, control and consistency of the information for
drug promotion, which must be up to date and approved by the
competent authority in Colombia.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
Article 106 of Law No. 1438 of 2011 and article 133 of Law No. 1474 of
2011 specifically state that pharmaceutical and medical device companies are not allowed to provide any sort of privilege or gift, in money
or in kind, to any player in the healthcare system, including HCPs.
Those who infringe this norm may be sanctioned with fines of up to
US$1.5 million.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
According to the Ministry of Health, persons related to pharmaceutical
products who are holders of health records in any modality, owners
of wholesale distribution companies of medicines, and importers of
medicines, medical devices and biomedical equipment are obligated to
report transfers of value and, in general, trade associations of the pharmaceutical industry. Likewise, the transfers that must be reported are:
the delivery and payment of food and beverages; the payment of trips,
including transportation, accommodation and per diem; the financing of
technical studies and health research; the provision of licences for the
use of software and database registrations; the financing of publications
or subscriptions to books, brochures and magazines; and the financing
of registration in education programmes, seminars and symposia,
among other activities.
When people receive a transfer of value, they must fill out a document that contains the minimum information defined by the Ministry of
Health in Annex 2 of Resolution 2881 of 2018 called informed consent;
this is an obligation assigned to the person receiving the transfer, not
the person granting it.
Resolution No. 2881 of 2018, issued by the Ministry of Health and
Social Protection on 6 July 2018, creates a Public Registry System for
the transfer of value (ToV) carried out between the pharmaceutical
and medical devices industry towards healthcare system agents (ie,
physicians, medical associations, patient organisations). The provision
specifically determines that MA holders, manufacturers, importers and
distributors of medicaments and medical devices are bound to comply
with said report depending on whether the ToV exceeds a limit set over
US$300 (approximately) on an annual basis. The reports will be biannual
(January to June and July to December). The first report corresponds to

the ToV made in the second part of 2019 and had to be completed within
the first quarter of 2020. Failure to comply with the report in a timely,
reliable and sufficient manner can result in fines of up to approximately
US$1.3 million.

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
The National Food and Drug Surveillance Institute (INVIMA) is the
entity in charge of operating inspection, surveillance and control over
medicinal products, whether over-the-counter or prescription-only, and
medical devices in Colombia, including how they are advertised.
The Advertising Group of the INVIMA Department of Health
Registries approves advertisement requests and also performs inspection, surveillance and control of advertising material that has already
been circulated.
In addition, in 2016 and 2019, the Association of Pharmaceutical
Research and Development Laboratories (AFIDRO) and the Pharmaceutical
Chamber of the National Business Association of Colombia launched
their Codes of Ethics containing guidelines concerning business conduct,
promotional and educational activities and the interrelationship of the
pharmaceutical industry with all relevant actors of the Colombian health
system. Self-regulation and the codes bind the pharmaceutical companies that have subscribed to the association agreements. Decisions made
by the external AFIDRO Ethics Tribunal have been published since 2018.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
In the event of a breach of the provisions of any applicable laws, an
administrative proceeding will be followed to determine the circumstances of the breach.
Initially, through a sanitary safety measure, the INVIMA may order
the suspension of the publicity violating the sanitary norm. If damage
had already been caused, according to the administrative proceedings,
manufacturers, importers and distributors may be subject to sanctions
such as reprimands, fines up to an amount equivalent to 10,000 daily
minimum wages, confiscation of products, suspension or cancellation of
MAs or licences, and temporary or permanent closure of the premises,
construction or service concerned (Law No. 9 of 1979).

PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
According to Law No. 1571 of 2015, the Minister of Health has the
responsibility, among other things, to maintain a financially sustainable
national pharmaceutical policy that includes medicine price controls (for
monopolistic or high-cost medicines), unified benefits plans (collective
protection plus individual protection), benefits plan exclusions, health
technology assessment for the entry into the Colombian market (front
door assessment) and centralised purchasing.
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Through Decree 705 of 2016, the Ministry of Health and Social
Protection (MoH) delegated the pricing of medicinal products to the
National Commission for Medicinal Products Prices (NCMPP). The
Commission has structured different methodologies for the calculation of the maximum sales value of high-cost products included
within the direct control regime and for the reimbursement of those
products not included in the benefits plan. The NCMPP also monitors
medicinal product prices reported to the Drug Price Information System
by marketing authorisation holders, medicine sellers and buyers. In
general, there are two regimes for price control of medicines:
•
surveilled freedom, which allows sellers to determine the price of
their product, but these prices must be periodically reported and
are monitored by the NCMPP; and
•
the government direct control regime, which includes most highcost medicines and the government sets a maximum sales price.
Maximum prices for medicines under direct control are most commonly
determined based on international comparisons (international reference pricing (IRP)). However, there are some medicines under direct
control whose price is determined by other methodologies that are not
based on international referencing. IRP is mandatory and applies for
institutional and trade channels.
Other medicines that do not have IRP, but have been the subject
of reimbursement in the past, have a maximum reimbursement value
(VMR) calculated by the government. Although not mandatory (for
invoicing), this value is the maximum value that could be reimbursed by
the Administrator of Resources of the General System of Social Security
in Health (ADRES).
Medicines within the benefits plan (collective protection) are
covered by a per capita unit, which is transferred from the ADRES to
each health maintenance organisation (HMO) per affiliate. Medicines
not covered by the capitation payment unit (UPC) were previously
reimbursed by ADRES at a VMR, but as of 1 March 2020, they are paid
for according to a maximum capped fee (paid in advance to each HMO,
according to historic reimbursements for therapies not covered by the
UPC). New regulations also established how HMOs should manage
these capped values (for technologies considered individual protections, see, for example, Resolutions Nos. 3512 of 2019, 243 of 2019, 205
of 2020, 206 of 2020 and 2152 of 2020).
The MoH also has the authority to establish mechanisms to undertake centralised negotiations and to directly purchase medicines,
supplies and devices. The first regulation for centralised purchasing is
Resolution No. 1962 of 2017, which establishes the criteria, distribution
and supply of medicines for chronic Hepatitis-C. This practice is likely to
be extended to other high-cost medicines.
In addition, a cost–benefit evaluation performed by the Institute
of Technology Assessment in Health (IETS) will assign a therapeutic
value category to new technologies. The price will depend on health
outcomes and a set comparator (ie, standard of care). The methodology for this assessment has been included in a draft circular (Circular
08/2018), which has not been issued yet. Notwithstanding the above,
MoH Resolution No. 2152 of 2020 establishes that new chemical entities
not included within the maximum budget’s previous calculation should
be evaluated by the IETS and, if they demonstrate utility, the IETS will
establish a price and a difference value will be recognised or reimbursed.

OFF-LABEL USE AND UNLICENSED PRODUCTS
Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
Marketing authorisation (MA) holders may not provide information
regarding off-label uses to healthcare professionals according to Decree
677 of 1995, which states that drug advertisements cannot contain
information or event suggestions about indications different from those
approved in MAs.
On the other hand, Ruling T-1214 of 2008 issued by the Constitutional
Court of Colombia, stated that the scope of the MA granted by the
healthcare authority cannot be interpreted as an exclusionary criterion
on the suitability of medicines. Physicians may prescribe medicines for
uses not approved within the MA, according to the competence granted
to them in relation to the duty to prescribe the necessary treatment
according to the health status of their patients.
There is also a specific list of ‘off-label’ uses authorised by the
Ministry of Health and Social Protection.

Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
Vital and unavailable medicines (VUMs) can be imported or manufactured without a licence (MA issued by the healthcare authority). These
are mostly prescribed to patients suffering from an orphan disease
recognised in Colombia (which are listed in Resolution No. 5265 of 2018)
or correspond to medicines not commercialised in the country.
Decree 481 of 2004 allows the importation and manufacture of
VUMs for an individual patient, a specific group of patients or a clinical
emergency without the need for a prior MA, thus allowing for faster
market entry, provided that the following conditions are met:
•
the active pharmaceutical ingredient (API) has already proven
its safety and efficacy in other countries and is not under clinical research;
•
the drug is not being marketed or in insufficient supply in the
country; and
•
there is no therapeutic substitute for the drug.
Specific requirements for VUM authorisation are discussed below.
For an individual patient, the National Food and Drug Surveillance
Institute (INVIMA) requests:
•
a medical prescription fulfilling requirements from Decree 2200
of 2005 (article 17), duly signed by the treating physician and
including his or her professional registration number;
•
an application containing the name of the patient and identification,
justifying the need for the treatment;
•
a summary of the clinical record; and
•
payment of the official fee (Tariff Code 4002-24).
The authorisation to import a VUM for an individual patient may take
from eight to 15 working days.
For a clinical emergency, the INVIMA requests an application
explaining the urgency, preferably providing the clinical information (as
complete as possible) and payment. The VUM import authorisation for
emergency cases is issued within three to four working days.
According to Decree 481, the Medicines Review Commission (MRC)
at the INVIMA may authorise the import of VUMs for groups of patients.
The application must contain:
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justification of the quantities of the VUM needed – this import will
be authorised for a maximum of three to six months of treatment
(documentation supporting the number of patients is helpful);
a certificate of incorporation of the entity requesting the import
authorisation;
a World Health Organization certificate for the pharmaceutical
product; and
a certificate of analysis.

This authorisation may take from 15 days to two months to be issued.
However, during the VUM import application assessment, the MRC may
require the applicant to submit an application for pharmacological evaluation first, which may take up to four months.
VUMs and supplies required for the covid-19 emergency situation have been made available subject to a special proceeding whereby
these products are exempt from an MA requirement (Resolution No. 385
of 2020 modified by Resolutions Nos. 844 of 2020 and 522 of 28 March
2020, and subsequent related regulations).

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
Decree 481 allows the importation and manufacture of VUMs (including
orphan medications for rare diseases or for clinical emergencies whose
use may include compassionate use) for an individual patient, a specific
group of patients or a clinical emergency without the need for a prior
MA, thus allowing for faster market entry, provided that the following
conditions are met:
•
the API has already proven its safety and efficacy in other countries
and is not under clinical research;
•
the drug is not being marketed or in insufficient supply in the
country; and
•
there is no therapeutic substitute for the drug.
Medicines under clinical research cannot be used to treat patients in
Colombia (unless they are employed within an approved clinical trial in
the territory).

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
Decree 2200 of 2005 and Resolution No. 1403 of 2007 contain dispositions
on the appropriate storage, handling and supply requirements for medicines and medical devices that any pharmaceutical facility should meet.
Prescription medicines can be sold only in pharmaceutical facilities
(pharmacies, drugstores, drug wholesalers). Over-the-counter (OTC)
medicines may also be sold in supermarkets as long as the establishment complies with the minimum requirements for guaranteeing quality
of the medicinal products.
Importers of medical devices must obtain a certificate of storage
and conditioning capacity for medical devices.

Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
Online pharmacies are still considered pharmaceutical facilities and are
obliged to comply with the requirements contained in Decree 2200 of
2005 and Resolution No. 1403 of 2007. In addition, they are also obliged

to comply with the requirements for promotion and advertising of
prescription drugs (Decree 677 of 1995) and OTC drugs (Resolution No.
4320 of 2004).

UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
The Front Door Regulation (cost–benefit assessment for price suggestion against a comparator) has already been issued; however, this
Regulation is not yet in force because of ongoing administrative proceedings. Alternatively, the government issued Resolution No. 2152 of 2020,
which requires technology assessment for new chemical entities not
included in the maximum capped fee for technologies not covered by
the capitation payment unit.
A proposal of amendments to Decree 677 of 1995, which regulates
the marketing authorisation proceeding for medicines, is currently
under review by the government and interested stakeholders. Different
workshops are to be held in the coming months to discuss, among other
things, relevant proposals that could impact approval times (recognition of high surveillance approvals to expedite evaluations, automatic
renewals) and the processes for pharmacological evaluation.
An amendment to Decree 481 of 2004 has been on the agenda of
the Ministry of Health and Social Protection since 2018; however no
draft has been disclosed to the public yet.
A comprehensive care model for people who have been diagnosed
with an orphan disease was proposed in 2018 with Resolution No. 0651
of 2018. Its implementation is ongoing.
Finally, Senate Bill No. 10 of 2020 proposes making adjustments
to the General System of Social Security in Health, seeking to comply
with the objective of determining the fundamental right to health
through a comprehensive care model focused on promotional actions
and risk management. It proposes a single health plan with unification of contributive and subsidiary regimes, with an emphasis on
promotion and prevention according to epidemiological behaviour and
specific characteristics of the population and the availability of new
health technologies. It also proposes restructuring the health maintenance organisations and strengthening hospitals (and other services
providers) so that they become central actors of the health system, optimising existing resources and creating new sources of financing.

Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
In the short term, it is advisable to determine whether any supply-chain
logistics may have been facilitated or impacted by any covid-19 emergency measures (some of which are mentioned below). In the long term,
several new legislative and regulatory measures are being reviewed as
a result of limitations, obstacles and opportunities that were identified
during the pandemic. The current state of affairs is extremely dynamic
and fluid. It behoves clients to stay abreast of these changes on a
monthly basis, at least until 2021.
The government issued a number of temporary measures to deal
with the emergency situation caused by the covid-19 pandemic (some
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of which are no longer valid). The regulations that have (or had) the
greatest impact on the health sector are listed below.
•
Decree 476 of 2020 simplified various procedures before the
National Food and Drug Surveillance Institute (INVIMA). This
Decree was annulled by the Constitutional Court, but similar procedures were maintained in subsequent regulations.
•
Decree 538 of 2020 eliminated payment of fees for investigations
for scientific associations, universities and institutions providing
health services in the national territory that were involved in the
preparation of research protocols with covid-19-related therapies
(including medicines, prototype medical devices and in vitro diagnostic (IVD) medical devices).
•
Resolution No. 520 of 2020 allowed the manufacture of antiseptics
and disinfectants by the factories dedicated to the production of
alcoholic beverages, therapeutic products and cosmetics.
Resolution No. 522 of 2020 allows the import and commercialisa•
tion of medical devices, medical equipment and IVD reagents that
are vital and unavailable, and provides specific procedures for
import authorisation.
•
Resolution No. 2020012926 of 2020, issued by the INVIMA,
suspended deadlines in procedures, processes and actions carried
out by the INVIMA.
Resolution No. 1148 of 2020 defines the sanitary requirements
•
for the manufacture, importation, commercialisation, adaptation
and adjustment of medicines and health technologies, phytotherapeutic products, cosmetic products and domestic hygiene products
necessary to deal with the covid-19 pandemic and their donation,
as well as proceedings related to medical devices, biomedical
equipment, IVD reagents, medical practice licences and pharmaceutical services in remote territories.
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HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES
Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

The Danish healthcare system can generally be divided in the
following manner.
•
State: the Ministry of Health is responsible for establishing the
overall framework of Danish healthcare, including legislation on
the organisation of healthcare services, medicinal products and
medical devices.
•
Regions: the five regions are responsible for public hospitals and
general practitioners. The vast majority of the medicinal products
and medical devices dispensed at public hospitals are purchased
through a company named Amgros, which is a partnership
between the five regions. Amgros carries out tendering procedures
and purchases medicinal products and medical devices for all
public hospitals. Further, the regions are responsible for hospital
pharmacies.
•
Municipalities: the 98 municipalities are responsible for home care.
•
The private sector: Denmark has a number of private hospitals
operating alongside the public hospitals within many therapeutic
areas. Private pharmacies are privately owned and have a
monopoly on the sale of prescription-only medicinal products and
some over-the-counter medicinal products.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

The Danish Medicines Agency (DMA) is the competent authority for
approval of the marketing of medicinal products. There is no requirement for manufacturers of medical devices to obtain a marketing
authorisation.
A medicinal product is defined as any product presented as having
properties for treating or preventing disease in human beings or animals
or that may be used in or administered to human beings either with a
view to restoring, correcting or modifying physiological functions by
exerting a pharmacological, immunological or metabolic action, or to
making a medical diagnosis (section 2 of the Medicines Act). Thus, to
decide whether a product is a medicinal product, attention should be paid
to how the product is advertised and how the product affects the body.
According to section 1 of Executive Order No. 1263 of 15 December
2008 on medical devices, ‘medical device’ means any instrument,

apparatus, appliance, software, material or other article, whether used
alone or in combination, including the software intended by its manufacturer to be used specifically for diagnostic or therapeutic purposes and
necessary for its proper application, that is intended by the manufacturer to be used for humans for the purpose of:
•
diagnosis, prevention, monitoring, treatment or alleviation of disease;
•
diagnosis, monitoring, treatment, alleviation of or compensation for
an injury or handicap;
•
investigation, replacement or modification of the anatomy or of a
physiological process; or
•
control of conception.
The definition includes any of the above that does not achieve its principal intended action in or on the human body by pharmacological,
immunological or metabolic means, but that may be assisted in its function by those means. Thus, a product is subject to the rules for medical
devices only if the intention of the manufacturer was to develop the
product for use for medical purposes.
Ultimately, the DMA decides whether a product falls into either the
category of medicinal products or medical devices or if the product is
instead, for example, a cosmetic or a dietary supplement.

Approval framework
3

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

Medicinal products
The Medicines Act is the primary piece of legislation concerning medicinal products. It lays down the general criteria for approval of the
marketing of medicinal products. The criteria relate to the safety, efficacy and quality of the medicinal product. Generally, the benefits of the
medicinal product must outweigh the risks. Executive Order No. 1239
of 12 December 2005 on marketing authorisation for medicinal products contains comprehensive rules on the requirements of marketing
authorisations for medicinal products.
Executive Order No. 869 of 21 July 2011 on labelling, etc, of medicinal
products contains comprehensive and detailed packaging and labelling
requirements for medicinal products. Among other things, the rules stipulate that labelling must be easily readable, understandable and indelible,
and – with few exceptions – must be in Danish. Further, the packaging of
medicinal products must contain a patient information leaflet and must
carry a product number that makes each individual package identifiable.

Medical devices
The marketing of medical devices is regulated in Executive Order No.
1263 of 15 December 2008 on medical devices. Medical devices must
be CE marked to be marketed in Denmark. The CE mark shows that the
product meets the legal requirements for medical devices.

www.lexology.com/gtdt

51
© Law Business Research 2020

Denmark

Accura Advokatpartnerselskab

Medical devices are categorised into four risk classes: I (Im, Is),
IIa, IIb and III, with III being the category for devices associated with
the highest risk. The device must be categorised into one of those risk
classes. To obtain CE marking, the manufacturer must be able to document the device’s quality, safety and performance.
For medical devices in classes II and III, a notified body must be
involved in the documentation and certification process. A notified body
is a private entity authorised by the relevant authorities to review and
assess whether a manufacturer’s technical documentation meets the
legal requirements. If this is the case, the notified body issues a certificate allowing the manufacturer to place a CE mark on the product. As
for medical devices in class I, the manufacturer is responsible for the
certification process itself (with few exceptions).
The manufacturer must ensure that the device is accompanied by
the information necessary for safe and proper use of the device and that
the requirements for labelling instructions for use are met, for example,
that the labelling includes:
•
the manufacturer’s name and address;
•
information necessary for the end user to identify the device and
the content of the packaging;
•
the CE mark (and identification number of the authorised body); and
•
warnings and precautions to be taken when using the device.
The manufacturer must ensure that all information, both printed and
electronic, is in Danish at the time the medical device is made available
to the end user.
Manufacturers, importers and distributors of medical devices
and special stores offering medical devices for sale must register
with the DMA.

trial has ended. The data will be made publicly available on the clinical
trials register. Although the register does not publish Phase 1 trials,
results of those trials must still be submitted to the DMA within a year
of completion.
As for trials of medical devices, the trial results must be reported to
the DMA no later than one year after the trial has ended.

Consent and insurance
6

There are mandatory rules for obtaining trial subjects’ consent to
participate in clinical trials. Subjects participating in a clinical trial must
receive both written and oral information about the trial. Before the trial
is initiated, the participants must provide their written informed consent
to participate.
Subjects under the age of 15 may participate in clinical trials only
with the consent of their legal custodian. As for subjects under guardianship, the legal guardian must consent to the patient’s participation in
a clinical trial.
The sponsor must ensure that there is adequate and appropriate
insurance in place to cover its responsibility towards any participant
suffering harm.

MARKETING AUTHORISATION
Time frame
7

CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

Pursuant to Act No. 1083 of 15 September 2017 on Research Ethics
Review of Health Research Projects, clinical trials must – with very few
exceptions – be reported to the National Committee on Health Research
Ethics. The Act stipulates that clinical trials cannot be initiated without
authorisation from the competent scientific ethics committee. Further,
clinical trials must, in accordance with the Medicines Act and the
Executive Order on Medical Devices, also be authorised by the Danish
Medicines Agency (DMA).
The sponsor of the clinical trial must apply to the ethics committee
and the DMA for authorisation to conduct the clinical trial. Under certain
circumstances, the sponsor may delegate this task.
The sponsor of the trial is responsible for the conduct and quality of
the clinical trial and must ensure that the trial is planned and performed
in accordance with good clinical practice.

Reporting requirements
5

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

The sponsor must report the completion of a trial to the DMA no later
than 90 days after its completion. For multinational trials, the DMA must
also be informed when the trial is completed in Denmark.
As for clinical trials of medicinal products, the trial results must be
entered into the European Union Drug Regulating Authorities Clinical
Trials Database as soon as possible and no later than one year after the

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

By mid-2020, the average processing time for a fully documented application under the national procedure was 209 days from submission of
application to grant. The fee by the Danish Medicines Agency (DMA)
for a fully documented application under the national procedure is
191,548 Danish kroner. The fee for a fully documented application under
the decentralised procedure and the mutual recognition procedure is
266,376 Danish kroner.
A marketing authorisation must be renewed after five years. The
renewal application must be submitted no later than nine months
before expiry of the authorisation. Once renewed, it is valid for an unlimited period of time unless the DMA decides that an additional five-year
renewal is required.
The renewal fee to be paid for an application under the national
procedure is 7,057 Danish kroner.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

Data submitted by originators enjoy eight years of data exclusivity
protecting against the filing of generic or biosimilar applications, and
an additional two years of marketing exclusivity protecting against
marketing of generics or biosimilars.
The exclusivity period may be extended by an additional year
if the marketing authorisation holder, during the first eight years of
the exclusivity period, obtains an authorisation for one or more additional therapeutic indications, which brings a significant clinical benefit
compared to existing therapies.
There exists no data and marketing protection for medical devices
similar to the protection for medicinal products.
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Freedom of information
9

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

In accordance with the Freedom of Information Act, third parties may
apply for access to research data when the research data is submitted
to the Danish Medicines Agency (DMA) as part of an application for a
marketing authorisation for a medicinal product. However, the applicant
for a marketing authorisation (if granted, the marketing authorisation
holder) may object to the disclosure of the information, for example, on
the grounds that the information contains:
•
Information on the personal affairs, including economic affairs, of
individuals; or
•
commercially confidential information, including information
on technical matters or procedures, or operating or commercial
matters, etc, insofar as it is of material, economic importance to the
owner that it remains confidential.
An assessment must be made on a case-by-case basis on whether these
exemptions apply.
As for medical devices, marketing authorisation from the DMA is
not a requirement to place a device on the Danish market, and third
parties cannot obtain research data by way of a freedom of information
application to the DMA.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
Traditional herbal medicines must be approved by the DMA before being
marketed. If certain requirements are fulfilled, the application process
may follow a special procedure where the documentation requirements
are less stringent than for ordinary medicinal products.
Likewise, homeopathic products that fulfil certain criteria may be
approved under a special simplified procedure (registration) where no
evidence of therapeutic effect is required.
Application for marketing authorisation for biotechnological
medicines (including biosimilars) must be submitted to the European
Medicines Agency under the centralised application procedure.
Regulation (EC) No. 1901/2006 of 12 December 2006 on medicinal
products for paediatric use provides special incentives and rewards
to develop and market those medicinal products. The same is true for
orphan drugs, which may be authorised under the special procedure
under Regulation (EC) No 141/2000 of 16 December 1999 on orphan
drugs. See the EU chapter for more information.
In addition to this, since 1 January 2018, a special Danish pilot
programme for medical cannabis has been put in place and will remain
so for four years.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?

•
•

assess the possibilities for mitigating risks; and
take appropriate measures.

This entails appointing a qualified person responsible for pharmacovigilance who must meet certain requirements in respect of education and
qualification and reside in the European Union.
Among other things, the marketing authorisation holder must:
•
keep a detailed description of the applied pharmacovigilance
system (pharmacovigilance system master file) and on request
make a copy of the description available to the DMA;
•
keep records of suspected adverse reactions and make these available to the DMA;
•
electronically report information on suspected serious adverse
reactions to the DMA or European Medicines Agency (EMA), as
the case may be, within 15 days of receiving knowledge of the
suspected reaction;
•
electronically report information on suspected non-serious
adverse reactions to the EMA, as the case may be, within 90 days of
receiving knowledge of the suspected reaction; and
•
prepare and submit periodic safety update reports to the DMA.

Medical devices
The manufacturer of a medical device must operate a post-market
surveillance system on a continuous basis to ensure safety and performance of the products.
The system must be designed in such a way as to systematically
collect and assess the experiences gained from the use of the device on
the market (eg, clinical experience, complaints and customer feedback)
or from the manufacturer’s own experiences (eg, production and quality
control). The information should be used to improve the device’s safety
and performance as well as to prevent any incidents.
The manufacturer must report to the DMA certain incidents
whereby personal damage is caused or could have been caused by
the device:
•
immediately and no later than two calendar days if the incident
poses a serious threat to public health;
•
immediately and no later than 10 calendar days of deaths and
unexpected events (events not included in the risk analysis); and
•
immediately and no later than 30 calendar days of other incidents
(incidents that are included in the risk analysis but do not pose a
serious public health threat and have not resulted in deaths).

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
Manufacture or import of medicinal products requires a manufacturing
and importation authorisation (MIA) from the DMA. The information to
be provided with the application includes:
•
a description of the medicinal product, including its form, or intermediates, to be manufactured or imported;
•
an organisation chart;
•
a site master file (describing the manufacturing sites);
•
documents for the authorisation of a qualified person; and
•
an overview of contract acceptors (if any).

Medicinal products
A market authorisation holder must operate a pharmacovigilance
system to:
•
monitor medicinal product safety;

The DMA charges both application and annual fees for its services. In
2020, the fee for obtaining an MIA and the annual fee are both 49,066
Danish kroner.
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Wholesale distribution and storage of medicinal products require
a wholesale distribution authorisation (WDA) from the DMA, which is
granted for specifically identified premises. The information to be
provided with the application includes:
•
a specification of the types of medicinal products that the applicant
will be responsible for distributing by wholesale;
•
information on the activities to be performed by the applicant;
•
organisation chart; and
•
contract acceptors (if any).
In 2020, the fee for obtaining a WDA and the annual fee are both 15,142
Danish kroner.
Export of medicinal products to third countries outside the
European Union and the European Economic Area requires a WDA from
the DMA. Export of medicinal products manufactured by the exporting
company itself is included in an MIA.
On 1 September 2012, the DMA changed its practice so that
company authorisations are no longer issued with an expiry date.
Therefore, an authorisation is valid until it is amended or terminated.
Companies holding an authorisation with an expiry date must apply for
renewal within six months and no later than three months before the
expiry date.
No authorisations are required from the DMA to manufacture,
import, export or conduct wholesale distribution and storage of medical
devices. However, registration with the DMA is required.
The DMA charges a registration fee of:
•
1,175 Danish kroner for manufacturers of medical devices in class
I, which are custom-made for in vitro diagnostic as well as system
and procedure packages; and
•
1,175 Danish kroner for importers and distributors.
Additionally, the DMA charges two annual fees.
•
The first fee varies for manufacturers between 3,120 Danish kroner
and 269,310 Danish kroner depending on the risk class of the
medical device and on the number of employees of the company
registered in the Central Business Register on 31 January in the
relevant calendar year. For importers and distributors, the fee
varies between 2,286 Danish kroner and 231,248 Danish kroner.
•
The second fee amounts to 2,847 Danish kroner.

Medical devices
As for medical devices, if the notified body (ie, the entity responsible
for the assessment of whether a medical device can be CE marked)
becomes aware that a manufacturer of a medical device does not
comply with the legislative requirements, it may limit, suspend or withdraw the certificate of the relevant device’s CE marking.
The sanctions vary from fines and injunctions to prohibitions on
marketing and market recalls. For example, if the DMA becomes aware
that the CE mark has been placed on a medical device illegitimately, the
DMA may order the manufacturer or its representative to remedy the
violation or to limit or prohibit the marketing of the product or arrange
for its withdrawal from the market.
Directors and officers of companies that do not comply with the
regulation – for example, by not complying with an injunction – may be
punished by fine.

Exemptions
14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?
A marketing authorisation is not required for the manufacture and
supply of medicinal products prepared at a pharmacy to an individual
patient on the prescription of a physician (magistral medicines).
Pharmacies must, however, not manufacture or supply magistral medicines if a medicinal product with similar therapeutic effect
is marketed and available in Denmark. In certain situations, the DMA
may, upon application by the patient’s physician, authorise a pharmacy
to manufacture a magistral medicinal product, even though the magistral medicine has the same therapeutic effect as a medicinal product
already marketed in Denmark.

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
Medicinal products

The fees are adjusted annually.

Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
Medicinal products
The sanctions vary from fines and injunctions to withdrawal of authorisations and imprisonment depending on the type and severity of the
violation. The DMA may for example:
•
recall a medicinal product from the market if the medicinal product
is marketed by a company that does not hold a valid company
authorisation; or
•
withdraw a marketing authorisation to a medicinal product if
the marketing authorisation holder has breached the conditions
applying to the marketing authorisation.
Directors and officers of companies that do not comply with the regulation – for example, by manufacturing medicinal products without a valid
manufacturing authorisation – may be punished with a fine or up to 18
months’ imprisonment.

Parallel imports of medicinal products from other EU and EEA member
states are allowed subject to an authorisation issued by the DMA.
An applicant for an authorisation to market parallel imported
medicinal products does not have to provide full documentation when
the DMA has already issued a marketing authorisation for the directly
traded medicinal product.
The DMA can issue a marketing authorisation for parallel imports
under the following requirements:
•
the relevant medicinal product (ie, the directly traded medicinal
product), on the basis of which the parallel imported medicinal
product is imported, has a marketing authorisation in Denmark;
•
the two medicinal products in question (ie, the directly traded
medicinal product and the parallel imported medicinal product)
have the same active ingredient and pharmaceutical form;
•
the exporting country is an EU or EEA member state;
•
the parallel imported product has a valid marketing authorisation
from an EU or EEA member state (being the exporting state); and
•
no therapeutic differences exist between the parallel imported
product and the directly traded medicinal product.
The marketing authorisation is valid for five years and may be continuously renewed for further five-year periods.
The originator must be informed of the contemplated parallel import.
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Parallel distribution of medicinal products that has been authorised by the European Commission under the centralised authorisation
procedure does not require a separate Danish marketing authorisation.
The parallel distributor must notify the European Medicines Agency of
the intended parallel distribution and await its confirmation that parallel
distribution of the product is permitted.
As for medical devices, no marketing authorisation from the DMA is
required for parallel import; when a medical device is duly CE marked,
it can be marketed on the Danish market without any national approval.
However, the parallel importer must register with the DMA.

AMENDING AUTHORISATIONS
Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
Pursuant to the Medicines Act, the holder of a marketing authorisation
(MAH) issued by the Danish Medicines Agency (DMA) must apply for
approval of changes to the summary of product characteristics and the
documents forming the basis of the marketing authorisation in accordance with the rules of Commission Regulation (EC) No 1234/2008 (the
Variation Regulation).
After approval of the variation, the MAH will be provided with a
deadline to implement the relevant variation. The deadlines vary
depending on the nature of the variation. The implementation of the
variation must be made for all package sizes covered by the authorisation (including any packages that are not marketed).
As for variations not covered by the Variation Regulation, the MAH
must apply to the DMA for approval of the variation.
As the marketing of medical devices is not subject to a marketing
authorisation, no requirements exist in this regard. However, if a
company contemplates changing the characteristics of the device,
it may be necessary to initiate a new procedure for CE marking of
the device.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
Marketing authorisations for medicinal products are granted with an
initial validity period of five years. The authorisation may be renewed
provided that the MAH submits a renewal application no later than nine
months before expiry. After renewal, the validity period of the marketing
authorisation will usually be unlimited. However, in some situations, the
DMA may decide that an additional five-year renewal is required based
on an assessment of the ratio between the medicinal product’s benefits
and risks.
As the marketing of medical devices is not subject to a marketing
authorisation, no requirements exist in this regard.

If the name of the MAH is part of the name of the medicinal product
(the generic name), an application to change the name of the medicinal
product must be made at the same time as the application for transfer
of the marketing authorisation.
From the time of approval of the transfer by the DMA, there is a
notification period of one year in which a notification of the change of
the MAH must be made to Medicinpriser. From the time this notification
takes effect, there is an implementation period of two years during which
both new and old packages may be released on the Danish market.
As the marketing of medical devices is not subject to a marketing
authorisation, no requirements exist in this regard. However, if the
company marketing a device is subject to changes, the company registration with the DMA shall be changed accordingly.

RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
A manufacturer of a medicinal product must have in place a system that
makes it possible to recall medicinal products or intermediates in the
distribution network immediately and at any time.
The manufacturer must register and investigate any complaint
regarding product deficiencies and must notify the Danish Medicines
Agency (DMA) of any deficiency that may lead to a recall of the product
or extraordinary supply restrictions in the distribution chain. The notification is made electronically using the DMA’s online form, and it must,
inter alia, include information on all countries of destination and experimental sites, if any.
The DMA will assess the gravity of a report of a product defect in
relation to patient safety. If the DMA decides to initiate a recall of the
affected batches, this will be done in collaboration with the company.
As for the execution of the recall towards the recipients of the defective
products, the DMA’s online form must be used. The DMA assesses in
which part of the supply chain the recall must be initiated (wholesaler,
(hospital) pharmacy or patient) and whether other countries’ authorities
should be informed.
A manufacturer of medical devices must immediately notify the
DMA of any defective or possibly unsafe medical device:
•
promptly if it has resulted or may have resulted in the death of a
patient or a user or a serious deterioration the patient or user’s
health; or
as soon as possible if any technical or medical reasons has led the
•
manufacturer to systematically withdraw the medical device from
the market.

PROMOTION

Transfer

Regulation

18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?

20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?

In Denmark, an application for the transfer of a marketing authorisation
for a medicinal product must be submitted to the DMA. The application must include confirmation from both the transferor (the MAH) and
the recipient of the marketing authorisation together with a revised
summary of product characteristics, leaflet and labelling in electronic
and editable format. The transfer must include the entire medicinal
product (ie, all forms and strengths).

Medicinal products
The Medicines Act and the Executive Order No. 1153 of 22 October 2014
on advertising, etc, for medicinal products regulate the advertising of
medicinal products towards both the general public and healthcare
professionals (HCPs). The Danish Medicines Agency (DMA) supervises
this area.
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Advertising is defined as ‘any form of door-to-door information,
canvassing activity or inducement designed to promote the prescription, supply, sale or consumption of medicinal products’. Generally, the
rules on advertising for medicinal products are strict and complex, and
the definition of advertising is interpreted in a broad manner.
There is a statutory prohibition against the advertising of prescription medicinal products towards the general public, while advertising
for non-prescription medicinal products towards the general public is
allowed. Advertising for prescription medicinal products towards HCPs
is allowed, but the field is heavily regulated.
For example, all advertising must be adequate, factual and objective, and it must not be misleading or exaggerate the properties of the
medicinal product. All information in the advertising must be in accordance with the approved summary of product characteristics, and certain
compulsory information must be provided. Also, strict rules apply to
comparative advertising and the use of documentation in advertising.
Certain information falls outside the scope of the regulation as it
is merely corporate and financial information (eg, press releases and
similar), provided that the content does not contain any (direct or indirect) advertising. Press releases must, for example, give factual and
concise details about a medicinal product, be generally newsworthy,
have the press as the target audience and be distributed or made available to a multitude of reporters or media with a view to obtaining a
journalistic assessment and examination prior to publication.
In addition to the statutory provisions, companies affiliated with the
Ethical Committee for the Pharmaceutical Industry (ENLI) must comply
with ENLI’s Promotion Code, which is generally stricter than the corresponding legislation.

Medical devices
Executive Order No. 1155 of 22 October 2014 on advertising, etc, for
medical devices regulates the advertising of medical devices.
The distinction between advertising and corporate and financial
information and press releases is similar to that of medicinal products.
Generally, advertising aimed at persons that are not commercially
buying, selling or using the advertised equipment must not contain any
recommendation from scientists, HCPs or other well-reputed actors
within healthcare; directly or indirectly refer to serious diseases; or
contain references to surveys and research, literary work, periodicals, etc.
As with medicinal products, all advertising must be adequate and
factual and must not be capable of compromising the safety of patients,
users or any third party. Also, the advertising must not give the impression that consulting an HCP is irrelevant or that the use of the product
is free from risk.
Disputes regarding promotional activities may be brought before
the DMA. In addition, advertising aimed at HCPs is regulated by the
Medtech Europe’s Code of Ethical Business Practice Part I (Guidelines
on the Interaction with Healthcare Professionals and Healthcare
Organisations), which has been adopted by the Danish medtech industry
association Medicoindustrien. Therefore, members of Medicoindustrien
must, in addition to the legislation, comply with this Code.

Online advertising
Online advertisement must generally satisfy the same requirements as
promotional activities in other media. As advertising on the internet is
available to anybody, it must comply with the rules on advertisement
towards the general public. However, if access to the relevant internet
pages is effectively restricted to HCPs only (eg, by use of a personal
unique username and password), the rules on advertising towards
HCPs apply.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
The provision of gifts, discounts and other incentives to HCPs is regulated by the Medicines Act, Executive Order No. 1153 of 22 October 2014
on advertising, etc, for medicinal products and Executive Order No. 1155
of 22 October 2014 on advertising, etc, for medical devices.
Further, the field is regulated under ENLI’s Promotion Code and
Medtech Europe’s Code of Ethical Business Practice Part I (Guidelines
on the Interaction with Healthcare Professionals and Healthcare
Organisations). Companies affiliated with ENLI or subject to Medtech
Europe’s Code must act in accordance with these.
It is a fundamental rule that a pharmaceutical or medtech company’s
provision of financial benefits to HCPs must never constitute an inducement to recommend, prescribe, buy, supply, sell or administer specific
medicinal products or recommend the use of a particular medical device.
With a few exceptions, companies are therefore prohibited from
supplying, offering or promising HCPs any gifts or financial benefits in
the form of either cash or benefits.
However, hospitality services and payment of direct expenses
may, under certain circumstances, be offered to HCPs participating in
training and professionally relevant events or courses, and the company
may also act as an organiser, co-organiser or sponsor of those events.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
Depending on the specific nature of the relationship between an HCP
and a pharmaceutical or medtech company, the HCP must either notify
the DMA of the relationship or apply for the DMA’s permission to establish the relationship with the company.
Notice of the relationship must also be reported to the DMA by the
pharmaceutical or medtech company. Information about the relationship will be made publicly available on the DMA’s website.
These rules do not apply to medtech companies that only supply
medical devices in risk class I.
Additionally, pharmaceutical companies must report certain transfers of value to HCPs to ENLI’s Promotion Code, including information
regarding events organised, co-organised or sponsored by the company.
Also, an annual overview of the company’s donations and grants to
hospitals must be submitted to ENLI (see ENLI’s Donation Code).

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
The Medicines Agency is the public authority responsible for supervising the statutory provisions on advertising for medicinal products
and medical devices.
In addition, the following entities monitor and ensure compliance
with the self-regulatory framework:
•
the Ethical Committee for the Pharmaceutical Industry (ENLI)
supervises pharmaceutical companies’ compliance with the
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self-regulatory framework on advertising for medicinal products
and related industry ethical rules; and
Medicoindustrien handles complaints regarding member companies’ compliance with its ethical guidelines.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
Violations of the statutory advertising rules for medicinal products and
medical devices are punishable by fines, the size of which may vary
depending on the nature of the violation.
Violations of ENLI’s Promotion Code are punishable by fines.
Further, ENLI may also, among other sanctions, issue a public reprimand of a company for breach of the rules, impose a company to correct
incorrect information, revoke illegal advertising material, cancel or
change events, etc. ENLI can only impose sanctions upon companies
affiliated with ENLI.
Violations of Medicoindustrien’s ethical guidelines are punishable
by fine. Medicoindustrien may also, among other sanctions, issue an
injunction to cease or change the unlawful activities or issue a public
reprimand for breach of the rules. Medicoindustrien can only impose
sanctions upon companies affiliated with it.

OFF-LABEL USE AND UNLICENSED PRODUCTS
Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
As part of the right to issue prescriptions, physicians may prescribe
medicinal products for unapproved indications (off-label use) to the
extent those prescription comply with Act No. 731 of 8 July 2019 on the
Authorisation of Healthcare Professionals and on Healthcare Activities,
according to which physicians in general must act diligently and conscientiously in their treatment of patients.
Any advertising for medicinal products must be in accordance with
the summary of product characteristics, including the approved indication. The same is true for documentation used in advertising. Promotion
of off-label use is therefore not allowed.
There are no specific rules for off-label use for medical devices.
However, promotion of medical devices must be in accordance with
the purpose for which the medical device is approved. Hence, it is not
allowed to promote a medical device for purposes for which the product
has not been approved.

Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?

PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
Pricing
The prices of pharmacy-restricted medicinal products are fixed by the
marketing authorisation holder (MAH). The MAH must notify the Danish
Medicines Agency (DMA) of the pharmacy purchase price when the
medicinal product is marketed. The retail price to the end users is then
calculated by adding a prescription fee and a fixed gross profit margin.
The price may be amended every fortnight by online notification to
Medicinpriser. This way, the products are sold at the same prices from
all pharmacies.
However, these fixed, identical prices do not comprise medicinal
products that are permitted for sale outside pharmacies. No controls on
pricing are imposed on those products.
Procurement of medicinal products to public Danish hospitals are
carried out through public tender procedures.
There are no controls imposed on the pricing of medical devices.

Reimbursement
The MAH may apply to the DMA for general reimbursement. General
reimbursement means that all citizens buying a certain medicinal
product will receive reimbursement from the government by means of
an automatic deduction from the price charged at the pharmacy.
The reimbursement is calculated according to certain reimbursement thresholds set by the DMA, which entails that the more expenses
for reimbursable medicinal products a citizen has, the more reimbursement that citizen will receive within a period of one year.
As for medical devices, there is no system under which companies may apply for general reimbursement of costs. However, if certain
requirements are met, end users have the right to full or partial
reimbursement of costs for medical devices from the municipalities
of Denmark.

Companies holding a manufacture and import authorisation or a wholesale authorisation may manufacture, import, distribute or export, as the
case may be, unlicensed medicinal products (medicinal products for
which no marketing authorisation has been issued in Denmark) to other
companies in the distribution chain. Unlicensed medicinal products may
also be supplied to pharmacies and hospital pharmacies.
Unlicensed medicinal products may, however, only be dispensed to
patients on the basis of a compassionate use permit.
There are no similar rules for medical devices.

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
The Danish Medicines Agency may, in special circumstances and to a
limited degree, authorise the sale or dispensing of medicinal products that
are not covered by a marketing authorisation or not marketed in Denmark
(compassionate use permit). Doctors, veterinarians and dentists may
apply for a compassionate use permit. The permit will solely be granted if
the medicinal product in question cannot be replaced by another medicinal
product available in Denmark and provided that there are sufficient therapeutic reasons for choosing a medicinal product that is not marketed in
Denmark. Further, compassionate use permits are only issued for medicinal products manufactured by pharmaceutical companies.
There are no specific rules for medical devices in this regard.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
The Danish Medicines Agency (DMA) categorises medicinal products
into a broad range of dispensing groups, with different rules applying to
each of them. The dispensing groups include:
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HF: over-the-counter medicinal products to be sold in retail shops
or in pharmacies;
HA: over-the-counter medicinal products to be sold in pharmacies; and
NBS: medicinal products that are only to be delivered to hospitals
or upon prescription by medical specialists within the relevant field.

Further, physicians may prescribe certain types of cannabis-based
medicinal products under a four-year statutory pilot programme, which
was initiated 1 January 2018. The DMA has issued a set of guidelines
for physicians’ dispensing of cannabis-based medicinal products.
Nevertheless, physicians prescribing medicinal cannabis under the
pilot programme must take full responsibility for the prescription,
including for any possible side effects of the medicinal cannabis product
in question.

Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
Executive Order No. 675 of 20 May 2015 on pharmacies and retailers’
online sale and dispatch of medicinal products stipulates that only
pharmacists and holders of a company authorisation are allowed to
sell medicinal products online. Further, the Executive Order stipulates
that those pharmacies and retailers must notify the Danish Medicines
Agency electronically before commencing online sale of medicinal products. The notification must include certain information, including the
relevant website and the date of commencement of the online sale.
No specific rules exist on the online dispensing, sale and supply of
medical devices.
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Tax allowance on research and development
As of 15 June 2020, the government has initiated an interim increase in
tax allowance for expenses to research and development activities from
103 per cent to 130 per cent in 2020 and 2021. The maximum tax allowance eligible for the additional temporary increase is, however, capped
at total expenses of 227,272,727 Danish kroner, representing a tax value
of 50 million Danish kroner (tax rate of 22 per cent) calculated on a
consolidated basis within a Danish joint taxation group as a whole.

UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
Regulation (EU) 2017/745 on medical devices and Regulation (EU)
2017/746 on in vitro diagnostic medical devices will come into force in
2021 and will bring important changes to the medical device regulation
(see the EU chapter for more information).

Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
Bolstering of research and development into covid-19
The government has provided extraordinary support to research
and development into covid-19. As of mid-July 2020, the government
has supported research and innovation projects with an additional
150 million Danish kroner in an attempt to mitigate the effects of the
pandemic. Furthermore, a fast-track initiative has been established
regarding approval procedures of clinical trials and disclosure of data
in relation hereto. Most recent updates can be found on the website of
the Ministry of Higher Education and Science.
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HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES
Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

Primary responsibility for delivering and controlling healthcare services
and products in the European Union is held by the EU member states.
The EU institutions complement national policies by harmonising
certain aspects of the legislation and services, such as for the evaluation and authorisation of certain medicines, and the procedures for
placing medical devices on the EU or European Economic Area market.
The European Commission, supported in particular by the
Directorate for Health and Food Safety, proposes healthcare-related
legislation, provides financial support and coordinates health-related
activities involving both medicinal products and medical devices.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

authorities in the member states, and these have been strengthened
under the new medical device regulations. For example, the Medical
Device Coordination Group provides advice to the Commission and
assists the Commission and the member states in ensuring harmonised
implementation of the new medical device regulations. The Competent
Authorities for Medical Devices group was established to enhance
collaborative working, communication and surveillance of medical
devices across Europe.

Borderline products
Sometimes, it may be unclear whether a product is a medicinal product,
medical device, cosmetic, biocidal, food or another category of product.
In the case of these ‘borderline products’, the decision on a product’s
classification is taken on a case-by-case basis based on both its function and its presentation. The starting point is the analysis of whether
the product falls within the legal definition of any of these categories
under EU law, and where there is doubt, the rules relating to medicines
will apply. The European Commission has published numerous guidance documents to facilitate the demarcation between these categories
of products.

Approval framework
3

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

Medicinal products
Medicinal products are authorised at the EU level by the European
Commission, which takes the decision based on the scientific evaluation
carried out by the European Medicines Agency (EMA) in Amsterdam. It
is in charge of the centralised authorisation procedure and supports
coordination between national competent authorities.
The Heads of Medicines Agency Coordination Group was set up to
assist with the examination of any questions relating to the marketing
authorisation (MA) of a medicine in two or more member states, and
is involved in the coordination of assessment for nationally approved
products via the mutual recognition or decentralised procedure.

Medical devices
Medical devices are regulated and authorised differently depending
on their classification, which is based on the risk categorisation of the
product. For higher risk devices, the quality systems and technical documentation may be required to be reviewed by a Notified Body before
the device can be placed on the market. A Notified Body is an organisation designated by the member state competent authorities to assess
the conformity of certain products before being placed on the market.
The competent authorities in the member states are also involved in
enforcing the regulations relating to medical devices.
There are a number of EU-wide organisations that seek to assist
with the coordination between Notified Bodies and the competent

Medicinal products
The legal framework for the approval of medicinal products is primarily
set out in Directive 2001/83/EC and Regulation (EC) No. 726/2004.
There are four different routes or procedures for obtaining an MA
for a medicinal product, three of which are European-level authorisation procedures for which there is coordination between member states
(the centralised procedure, the decentralised procedure and the mutual
recognition procedure), and the fourth being the national procedure,
which is controlled by national legislation.
Under the centralised procedure, marketing authorisation holders
(MAHs) may obtain a single EU MA. The product is assessed on an
EU-wide basis and approved by the European Commission. The EMA, with
the assistance of its committees, conducts the evaluation using scientific
expertise from the member states. The centralised procedure is compulsory for some products, optional for others and not available for the rest.
The mutual recognition procedure and the decentralised procedure
result in national MAs, although the procedure for assessment is coordinated across the European Union. Mutual recognition must be used
when a product is already authorised in at least one member state and
the MAH wishes to obtain an MA for the same product in at least one
other member state. The decentralised procedure may be used if the
product is not already authorised in any member state, but the MAH is
not able or does not want to use the centralised procedure.
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The assessment seeks to determine the medicinal product’s safety,
quality and efficacy based on the data submitted, and the competent
authority determines a positive or negative risk-benefit balance.
Directive 2001/83/EC requires all MAs to include the approved
product information, which is the summary of product characteristics,
labelling (which is the internal and external packaging of the product)
and package leaflet (or patient information leaflet). EU law determines
the content, format and layout that applies to these documents.

Medical devices
The current legislation on medical devices is set out in Directive 93/42/EEC
concerning medical devices, Directive 90/385/EEC on active implantable
medical devices, and Directive 98/79/EEC on in vitro diagnostic medical
devices. In 2017, the European Union adopted new medical device regulations, the Medical Devices Regulation (EU) 2017/745 and the In Vitro
Diagnostic Medical Devices Regulation (EU) 2017/746 with the aim of
improving the clinical safety of devices on the market and to create fairer
market access for manufacturers.
A medical device must have a CE mark before it can be placed on
the market in the European Union. First, manufacturers must identify
the correct classification and provisions applicable to their devices, and,
in particular, the essential requirements that the devices have to fulfil
(now known as the general safety and performance requirements under
the Medical Devices Regulation (EU) 2017/745). Second, manufacturers
must ensure that the product meets all the harmonised standards that
exist for the device and must demonstrate that their medical devices
meet the requirements in the legislation by carrying out a conformity
assessment. The conformity assessment usually involves an audit of
the manufacturer’s quality system by a Notified Body and, depending on
the type of device, a review of technical documentation from the manufacturer on the safety and performance of the device. Alternatively, for
some devices, the device can be self-certified without the involvement
of a Notified Body. This overall process has not changed under the new
medical device regulations.
Although the current medical device directives already provide
numerous requirements regarding the labelling and packaging of medical
devices, the new medical device regulations will implement a large
number of changes relating to the instructions for use, unique device
identification requirements, serial and lot numbers, highlighting of the
identity of the authorised representative, warnings and precautions on
the label, medical device symbols and electronic information for use.

the medical device on the market in the European Economic Area to
produce and maintain a clinical evaluation report for each device. The
clinical evaluation involves the assessment and analysis of clinical data
relating to a medical device in order to verify its safety and performance.
This may include the need to conduct clinical investigations, but this is
not a requirement of the current Directives. Any clinical investigations
that are carried out must be conducted in accordance with Annex X of
the Medical Device Directive (or the equivalent Annex for other types of
devices). As part of this process, the national competent authority will
consider the application to conduct the clinical investigation, and the
local ethics committee will provide an opinion on the investigation.
The new medical device regulations place more focus on clinical
evaluations, and the requirements for clinical investigations, although
the procedures for the approval and performance of such investigations
are similar to the procedures under the medical device directives.

Reporting requirements
5

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

Medicinal products
Before commencing a clinical trial and before submitting an application
to the national competent authority, the applicant must obtain a unique
EudraCT number, which identifies the protocol for the trial. The EudraCT
database is used by the competent authorities to collect information on
clinical trials. It is the responsibility of the national competent authorities
to update information about the trial in EudraCT, including the approval of
the clinical trial, substantial amendments and the end of the trial.
Certain information in the EudraCT is made public and is searchable via the EU Clinical Trials Register.
Information on the results of trials are entered into the EudraCT
database by the sponsors themselves and are published in this Register
once the sponsors have validated the data. Commission guidance states
that for all trials, result-related information should be supplied and
made public within 12 months of the completion of the trial (not only
after grant of the marketing authorisation), including a summary of the
results and conclusions.
Under the Clinical Trials Regulation, the transparency obligations have been given a legislative setting, with more obligations being
placed on sponsors of clinical trials to make information about the trials
they conduct public.

CLINICAL PRACTICE
Medical devices

Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

Medicinal products
Clinical trials for medicinal products are currently governed by the
Clinical Trials Directive 2001/20/EC. This Directive will be replaced by
the Clinical Trials Regulation (EU) No. 536/2014, which aims to ensure a
greater level of harmonisation in the European Union.
Under the Clinical Trials Directive, the sponsor of a clinical trial
must obtain an authorisation from the competent authorities in the
member states where the trial is being conducted to carry out the trial,
together with a positive opinion from the relevant local ethics committee.
These procedures are controlled by national legislation and procedures.

Currently, there is a European central repository for information about
medical devices: Eudamed2. Euramed2 is a secure web-based portal
managed by the European Commission. It is restricted to national competent authorities; it is not publicly accessible. There are no obligations in
relation to disclosure of information on clinical investigations. However,
the medical device directives contain a general provision that clinical
investigations should be conducted in line with the Declaration of Helsinki,
which includes provisions on publication of results of investigations.
The new medical device regulations provide for a much larger
Eudamed database, which is expected to be available to the public in 2022.
Some information on clinical evaluations will be included on this database for certain devices. However, this does not include an obligation to
routinely disclose information on clinical investigations for devices.

Medical devices
Both the current medical device directives and the new medical device
regulations require the manufacturer or person responsible for placing
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Consent and insurance
6

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

European Union
member state must grant a national MA. This grant should occur within
30 days, but in practice, the national phase timelines and fees for MAs
vary as these follow the national rules. MAs granted are also valid for
an initial period of validity of five years.

Medicinal products

Medical devices

Both the Clinical Trials Directive and the Clinical Trials Regulation
require informed consent from trial subjects to take part in a clinical
trial. The consent must be written, dated and signed. It must be given
freely after the subject has been duly informed of the trial’s purpose,
significance, implications and risks, and appropriately documented
by any person capable of giving consent or, where the person is not
capable, by his or her legal representative. If the person concerned is
unable to write, oral consent in the presence of at least one witness may
be given in exceptional cases, as provided for in national legislation.
With regard to personal injury insurance, the legislation obliges
the sponsor to make provision for insurance or indemnity to cover the
liability of the investigator and sponsor, without specifying a particular
limit at the EU level. Such requirements are controlled at a national level.

It generally takes 12 to 16 weeks to get a CE marking for a medical
device where this process requires the involvement of a Notified Body.
Most Notified Bodies offer options for expedited reviews or dedicated
on-site review of design dossiers and technical files. The EC Declaration
of Conformity and CE mark are valid as long as the product meets the
applicable legal requirements and no significant changes are made to
the device.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

Medicinal products
Medical devices
Clinical investigations with medical devices are expected to be designed,
conducted and reported in accordance with international standards and
the Declaration of Helsinki. The requirements regarding the collection
of consent from trial subjects are, therefore, similar to those required
for medicine-related trial subjects. Informed consent is required in all
cases, and it must be given freely, written, dated and signed. There are
no specific provisions on insurance, although many ethics committees
will require such provision to be put in place.
The new medical device regulations contain specific provisions on
informed consent of subjects involved in clinical investigations, which
are broadly in line with the requirements for medicinal products. In
addition, the new medical device regulations set out requirements for a
‘system of compensation’ to be put in place to compensate subjects for
damage suffered as a result of participation in a clinical investigation.
This system will be put in place on a national basis.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

Medicinal products
With regard to marketing authorisations (MAs) under the EU centralised
procedure, the assessment of an application for a new medicine takes
up to 210 ‘active days’. This time is interrupted by one or two ‘clockstops’. Overall, the assessment of a new medicine usually lasts around
one year. MAs granted by the European Union have an initial period of
validity of five years. The European Medicines Agency (EMA) charges
fees for applications for MAs and for variations and other changes to
MAs, as well as annual fees for authorised medicines. The EMA basic fee
for an MA application for a human medicine starts at €296,500
The application is based on an identical dossier submitted to all
member states. Under the mutual recognition and decentralised procedures, the applicant can choose a reference member state, which
coordinates the evaluation of the product and has primary responsibility
for preparing the assessment report on the application. The evaluation
process may take up to 210 days after the submission of a valid application under the decentralised procedure, and 90 days under the mutual
recognition procedure. Once all the member states involved in the
procedure agree with the assessment, the procedure closes, and each

Data submitted by originators is protected for a period of eight years
from the initial authorisation of the reference product by a ‘regulatory
data protection’ period. During this time, no generic applicant can refer
to the data contained in the application dossier. However, after the
expiry of this period, applications for generic products can be submitted
that cross-refer to the preclinical and clinical data submitted to support
the authorisation of the originator product, so the generic company does
not need to generate its own data. In addition, there is a two-year period
of ‘market protection’ during which authorised generic products cannot
be placed on the market.
This 10 year-period (eight years data protection plus two years
market protection) can be extended to a maximum of 11 years if, during
the first eight years, the marketing authorisation holder (MAH) obtains
an authorisation for one or more new therapeutic indications that,
during the scientific evaluation prior to their authorisation, are held to
bring a significant clinical benefit in comparison with existing therapies.
Where a change of classification of a medicinal product has been
authorised on the basis of significant preclinical tests or clinical trials,
the data summited to support that variation is protected by a one-year
period of data protection, during which a generic company cannot crossrefer to the data when seeking to make an application for a change in
the classification of its product.
Where an application is made for a new indication for a well-
established substance, a non-cumulative period of one year of data
protection shall be granted, provided that significant preclinical or clinical studies were carried out in relation to the new indication.

Medical devices
There is no protection period for data submitted to support a CE marking.
However, the data is usually considered to be confidential, and manufacturers of similar or follow-on products cannot access such data.
Medical device manufacturers may use a device that is already on
the market to demonstrate equivalence of their own device to reduce
the amount of data required to obtain a CE mark for its product. There
are three equivalence criteria: clinical, technological and biological. The
European Commission guidance provides details on how this should be
documented and factors that could affect the demonstration of equivalence. Under the new medical device regulations, manufacturers must
have a contract in place allowing access to data for competitors’ devices
with which equivalence is claimed.
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Freedom of information
9

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

Medicinal products
Regulation (EC) No. 1049/2001 provides EU citizens with a right to
access documents held by EU institutions. This Regulation applies to the
EMA, and to implement it, the EMA has put in place a policy on access to
EMA documents. This right of access applies to documents received by
the EMA or in its possession, such as research data submitted by applicants for MAs. The EMA’s policy provides that it will ensure protection
of commercial interests in accordance with the notion of commercially
confidential information (CCI). As there is no legal definition of CCI, the
EMA policy defines it as ‘any information which is not in the public domain
or publicly available and where disclosure may undermine the economic
interest or competitive position of the owner of the information’.
This is the same notion that the EMA uses in its separate policy
for the proactive publication of clinical trial data for medicines once the
decision-making process on an application is complete.

Medical devices
Given that Notified Bodies are private entities, they are not subject to the
freedom of information legislation. As such, there is very limited ability
to request access to the technical information relating to an application
for CE marking held by the Notified Bodies.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
EU law sets out requirements for certain specific areas, such as medicinal products for rare diseases (the Orphan Drugs Regulation (EC) No.
141/2000), medicines for children (the Paediatrics Regulation (EC)
No. 1901/2006) and advanced therapy medicinal products (ATMPs)
(the ATMP Regulation (EC) No. 1394/2007). The basic procedures for
authorisation of those medicinal products are the same as for standard
products. However, there are additional requirements, or incentives,
that may apply to such products.
Medicines must meet certain criteria if they are to be classified
as orphan medicinal products. Medicines that have been granted an
orphan designation by the EU benefit from protocol assistance, a form of
specific scientific advice by the EMA, at a reduced charge; access to the
centralised authorisation procedure; and 10 years of market exclusivity
protecting the product from market competition from similar medicines
with similar indications once they are approved.
Companies applying for designated orphan medicines also pay
reduced fees for regulatory activities. Companies classified as micro,
small and medium-sized businesses (SMEs) benefit from further incentives when developing medicines with orphan designation. These
include administrative and procedural assistance from the EMA’s SME
office and fee reductions. Separately, the European Commission offers
research grants for sponsors of orphan medicines.
MA applications for medicines must include consideration of
use of that product in children. Medicines authorised in the European
Union that include reference to the results of studies from an approved
paediatric investigation plan included in the product information are
eligible for an extension of their supplementary protection certificate
(SPC) by six months, even when the studies’ results are negative. If the

product is an orphan product, the 10-year period of market exclusivity
is increased to 12 years. The EMA offers scientific advice and protocol
assistance free of charge for questions relating to the development of
paediatric medicines. Medicines developed specifically for children that
are already authorised but are not protected by a patent or an SPC are
eligible for an MA for paediatric use (PUMA). If a PUMA is granted, the
new data submitted to support authorisation of the product will benefit
from 10 years of market protection.
Developers of ATMPs can obtain reductions in the fees payable to
EMA for scientific advice and for the certification procedure.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
Medicinal products
The EU legal framework of pharmacovigilance for medicinal products is
provided for in Directive 2001/83/EC for all medicinal products authorised under EU pharmaceutical law, and Regulation (EC) No. 726/2004
for centrally authorised products, although the provisions are similar.
Under these provisions, the MAH must monitor adverse events that
relate to its product and seek to monitor and reduce the risk of those
events. The pharmacovigilance requirements include risk management
plans, post-authorisation studies, signal detection and management
at the EU level, periodic safety update reports, and assessment and
reviews of medicines through referrals. The legislation creates the
Pharmacovigilance Risk Assessment Committee, which is responsible
for assessing and monitoring safety issues for medicines. MAHs are
also required to maintain a pharmacovigilance system master file that
is permanently available for submission or inspection by the national
competent authority.
The process of reporting adverse drug reactions (ADRs) is centralised through electronic submissions to the EudraVigilance database.
It is mandatory to display a black inverted triangle on the product
information of medicines that are being monitored particularly closely
by regulatory authorities. With this measure, the European Commission
aims to improve the safety of medicines and to highlight to patients the
importance of reporting suspected ADRs.

Medical devices
Post-marketing obligations is an important part of both the currently
applicable medical device directives and the new medical device
regulations, although the provisions under the new medical device
regulations have been greatly increased, with detail from the existing
guidance being placed on a legislative footing. Under the current directives, manufacturers of medical devices are required to implement and
maintain a post-market surveillance system that monitors the clinical
performance and clinical safety of the device as part of their quality
management system. There are also obligations on vigilance, whereby
the manufacturer must collect and evaluate incidents and implement
corrective action as required.
The relevant competent authorities will work with the manufacturer
to identify any corrective action considered necessary, and information
is disseminated to other member states in the form of a national competent authority report. Where appropriate, manufacturers should also
notify their authorised representative and any other economic operators (eg, distributors) involved in the supply of the device to ensure a
coordinated response to any identified risks.
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Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
Medicinal products
Manufacturers and importers (for medicines coming from third
countries) located in the European Economic Area (EEA) must hold
a manufacturing or import authorisation issued by the national
competent authority of the member state where they carry out these
activities. They must comply with EU good manufacturing practice
(GMP) guidelines, which describe the minimum standard that a medicine manufacturer must meet in their production process. Importers
are responsible for ensuring that the third-country manufacturers from
whom they are importing comply with GMP. MA applicants must ensure
that the proposed manufacturing sites included in the MA application
comply with GMP.
To obtain a manufacturing or import authorisation, the applicant
must specify the medicines that are to be manufactured or imported
and the place where they are to be manufactured or controlled; have at
their disposal suitable premises; and control facilities and the services
of at least one qualified person. Fees vary per country. Both fees and
the validity periods for manufacturing or importing authorisations are
set out at a national level.
Possession of a manufacturing authorisation includes authorisation
to distribute by wholesale the medicines covered by the authorisation.

Medical devices
Manufacturers or their authorised representative should be based
in the European Union or EEA to place medical devices on the EU or
EEA market. Importers of medical devices from outside the European
Union or EEA are not required to obtain an import authorisation but
can become legally responsible under the medical devices legislation
for those devices. The importer may choose either to sell the device
under the name of the manufacturer as its authorised representative in the European Union, or to sell under the importer’s own name
(own brander), but the importer will then require an agreement with
the manufacturer to ensure the importer has access to the technical
documentation relating to the CE marking of the device, as the importer
must ensure that the products that it places on the market comply with
the applicable requirements. In this case, the importer must engage a
Notified Body to obtain a CE mark under its own name. No authorisation
is required to distribute medical devices that have been lawfully placed
on the EU market.
The new medical device regulations introduce clearer obligations
for importers and distributors of medical devices, which include various
obligations to verify the compliance of the device with the legislation.
However, the position in relation to authorisations, and the requirements of the importer, is maintained.

Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?

European Union
they are ‘effective, proportionate and dissuasive’. National penalties
primarily involve administrative or, in some member states, criminal
fines. Individuals who are involved in the commission of a breach may,
depending on the country involved, be fined or imprisoned. At the EU
level, Regulation (EC) No. 726/2004 and Regulation (EC) No. 658/2007
(the Penalties Regulation) have established an EU financial penalties
regime, according to which the EMA may investigate and report on
alleged breaches of the EU pharmaceutical rules by holders of an MA
for centrally authorised products. The European Commission can then
adopt decisions imposing significant financial penalties, of up to 5 per
cent of their annual turnover, on infringing MAHs.

Medical devices
The current rules on medical devices are enforced at a national level.
National competent authorities have a range of investigatory and
enforcement powers to ensure the safety and quality of the device.
Competent authorities assess allegations of non-compliance, monitor
the activities of the Notified Bodies designated by them, investigate
medical devices as a result of adverse incident reports and carry out
proactive risk-based projects with other EU member states to identify
emerging risks. As with medicines, national penalties may be imposed
on individuals and entities found to be in breach of the legislation,
and primarily involve administrative or, in some member states, criminal fines.

Exemptions
14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?
Directive 2001/83/EC provides certain exemptions from the requirement to obtain approval to market a medicinal product. These are:
•
medicinal products prepared in a pharmacy in accordance with a
medical prescription for an individual patient (or magistral formula);
•
medicines prepared in a pharmacy in accordance with a pharmacopoeia intended to be supplied directly to the patients served by the
pharmacy (or officinal formula);
•
intermediate products intended for further processing;
•
radionuclides in the form of sealed sources;
•
whole human blood or plasma;
•
ATMPs prepared on a non-routine basis (custom-made ATMPs) and
used in a hospital for an individual patient;
•
industrially produced medicinal products supplied in response to
a bona fide unsolicited order, formulated in accordance with the
specifications of an authorised healthcare professional (HCP) and
for use by an individual patient under the HCP’s direct personal
responsibility to fulfil special needs; and
•
temporary authorisations to distribute unauthorised medicines
in response to the suspected or confirmed spread of pathogenic
agents and other chemical or toxic agents that could cause harm.

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
Medicinal products

Medicinal products
The enforcement of the provisions of the pharmaceutical legislation is mainly carried out at a national level, although EU law states
that in determining penalties, member states should ensure that

Medicines authorised in both the EU member state of origin and the EU
member state of destination may be parallel imported into the destination country, provided the imported product has the same composition
of active substances, and there are no therapeutic differences from
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the corresponding product authorised in the member state of destination. Parallel importers must submit a notification of intention to
parallel distribute to the EMA (for centrally authorised products) or an
application to the national competent authority for a parallel import
authorisation (for nationally approved products) prior to any importation. They must also hold a wholesale distribution authorisation
covering importing, storage and sale of the relevant products. Any
relabelling or repackaging activities will likely require a manufacturing
authorisation.
EU law does not restrict individuals importing medicines into an EU
member state from a third country provided they are strictly for use by
that person or a member of their immediate family.

Medical devices
A medical device that has been placed on the market in an EU or EEA
country may, in principle, be placed on the market in another EU or
EEA country by a parallel importer; once a medical device has been CE
marked, it may be marketed anywhere in the European Union or EEA,
as long as the requirements set out in the currently applicable medical
device directives are met. A parallel importer would not normally be
regarded as the manufacturer of the device unless that person repackaged the product and rebranded it so that the product is placed on the
market under that person’s name; or changes were made such that the
device is no longer covered by the original CE mark, for example, if the
parallel importer modifies the device in some way.

Medical devices
The EC Declaration of Conformity and CE mark are valid as long as the
product meets the applicable legal requirements and no significant
changes are made to the device.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
Medicinal products
An MAH may transfer the MA to a new MAH. MA transfer applications
for centrally authorised products, including mock-ups of the product
information, must be submitted for each product. A transfer application
follows a 30-day procedure following receipt of the application. When
transferring the MA of a designated orphan medicinal product, the MAH
must also transfer the orphan designation of the product.

Medical devices
A change of the manufacturer of a medical device will transfer all the
obligations and requirements relating to the medical device to the new
manufacturer. The new manufacturer must conduct its own conformity
assessment procedure for the device, liaising with the corresponding
Notified Body as required.

RECALL
AMENDING AUTHORISATIONS

Defective and unsafe products

Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?

19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?

Medicinal products
Variations to the terms of marketing authorisations (MAs) are regulated by Commission Regulation (EC) No. 1234/2008 (the Variations
Regulation). The procedure and requirements differ depending on the
type of variation in question, which include type IA for minor variations,
type II for major variations and type IB for those variations that are not
type IA, type II or an extension. An extension of an MA is a change that
falls within the categories set out in Annex I of the Variations Regulation,
mainly changes to the active substances and changes to strength, pharmaceutical form or route of administration.

Medicinal products

If a manufacturer makes changes to a medical device that potentially
affects its performance or safety characteristics, it must liaise with the
relevant Notified Body and submit the necessary documentation to
determine if the CE mark remains valid. For self-certified devices, this
assessment is done by the manufacturer.

The European Medicines Agency (EMA) coordinates the assessment
of reports of product quality defects of centrally authorised products.
Marketing authorisation holders (MAHs) and manufacturing authorisation holders are obliged to report to the EMA any product quality
defect that could result in a recall or abnormal restriction on supply.
This includes any new information that may influence the evaluation of
the product risk-benefit or any restriction imposed by the competent
authority of any country.
In addition, MAHs must notify the national competent authorities of
the country where the suspected defective product is distributed. If the
nature of a product quality defect presents a serious risk to public health,
national competent authorities inform each other through the rapid alert
system, and a recall mechanism may be activated. The relevant MAH is
encouraged to discuss communications they intend to send to healthcare
professionals (HCPs) with the authorities before they are issued.

Renewal

Medical devices

17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?

Post-marketing obligations are overseen by the national competent
authorities in the member states, although the European Commission
can undertake a coordination role where a product is withdrawn from
the market. Corrective action may need to address any incident identified
with a device, and this may include the recall or withdrawal of a device
to reduce the risk of death or serious injury. The manufacturer of the
device must assess the need for the recall and works with the competent authorities to ensure appropriate information is provided to HCPs.
These measures will be strengthened under the new medical
device regulations, which provide for a more active role by all the
stakeholders involved in post-marketing surveillance and vigilance in a
manner proportionate to the risk class.

Medical devices

Medicinal products
Centrally authorised MAs, as well as authorisations granted under the
mutual recognition or decentralised procedures, are renewable after
five years upon application by the MA holder (MAH) to the relevant
competent authority. Once renewed, the MA will be valid for an unlimited period unless the competent authority decides, on justified grounds
relating to pharmacovigilance, to mandate one additional five-year
renewal period. The MAH must apply for a renewal no later than nine
months before the expiry date of the MA.
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Inducement

PROMOTION
Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
Medicinal products
The promotion of medicinal products in the European Union is controlled
by a combination of legislation and self-regulation through the industry
codes of conduct, mainly the European Federation of the Pharmaceutical
Industry Association (EFPIA) Code of Practice 2019 (the EFPIA Code),
which covers the promotion of medicines to healthcare professionals
(HCPs) and the interactions with those HCPs, healthcare organisations
(HCOs) and patient organisations (POs). The EFPIA Code is designed to
be implemented by its national member associations. In practice, the
interpretation of the legislation and EFPIA guidance is determined at a
national level.
EU law provides different rules for advertising of medicines to
the public and advertising aimed at HCPs. Advertising to the public is
permitted for medicines legally classified as non-prescription, while
advertising of prescription-only medicines may only be targeted at
persons qualified to prescribe or supply medicines. Advertising of
unauthorised medicines or indications is not permitted. All medicine
advertising must be consistent with the approved summary of product
characteristics.
Under Directive 2001/83/EC, advertising is defined as ‘any form of
door-to-door information, canvassing activity or inducement designed
to promote the prescription, supply, sale or consumption of medicinal
products’. Therefore, corporate or financial information describing a
company’s area of business and progress in research will likely fall
outside the definition, provided it is not presented in a promotional style
and includes no claims in relation to medicinal products or medical
treatments and does not encourage patients to ask their doctors to
prescribe a particular product.
Online advertising is regulated under the same provisions and
controls as traditional advertising, although the various industry codes
of practice have been updated in recent years to add provisions specifically aimed at use of the internet by the industry, including the use of
online platforms and social media.

Medical devices
The EU laws governing the promotion and advertising of medical devices
are less detailed than those established for medicines, although EU
general consumer legislation on misleading advertising also applies. The
new medical device regulations introduce a new requirement concerning
promotional claims that expressly prohibits the making of claims, when
promoting a medical device, that may mislead the user or the patient
with regard to the device’s intended purpose, safety or performance.
From a self-regulation perspective, at the EU level, the largest
medical device manufacturer’s industry association, MedTech Europe,
issues a Code of Business Practice (the MedTech Code), which is obligatory for its member associations and member companies, and regulates
their interactions with the medical community and other stakeholders.
This also covers online advertising.

21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
Medicinal products
Directive 2001/83/EC prohibits the supply, offer or promise of gifts,
pecuniary advantages or benefits in kind to persons qualified to
prescribe or supply medicines where medicines are being promoted,
unless they are inexpensive and relevant to the practice of medicine
or pharmacy. This prohibition is required to be reflected in the national
laws of all member states. Hospitality extended to HCPs is considered
acceptable in the context of promotional events, provided it is limited to
the main purpose of the event and offered to HCPs only.
The EFPIA Code reflects these restrictions, prohibiting gifts for the
personal benefit of HCPs, HCO members and PO representatives (either
directly or indirectly). Providing cash or offering cash, cash equivalents, promotional aids (non-monetary items given for promotional
purposes) or personal services is also prohibited. Personal services
are any type of service unrelated to the profession and that confer a
personal benefit to the recipient. Donations and grants to HCOs and
POs are allowed under strict conditions, but donations and grants to
individuals are not permitted.

Medical devices
Given the private nature of Notified Bodies, both the medical device directives and the new medical device regulations require Notified Bodies to
carry out their assessments and verifications with the highest degree
of professional integrity and free from all pressures and inducements,
particularly financial, which might influence their judgement, especially
from persons with an interest in the results of the verifications.
From a self-regulation perspective, the MedTech Code prevents
member companies from offering and providing educational grants to
individual HCPs with certain exceptions, and has phased out the provision of financial or in-kind support directly to individual HCPs to cover
costs for their attendance at third-party organised educational events
(with the exception of procedure training). It also sets out transparency
obligations with regard to all interactions with HCPs, in terms of notification to the HCP’s superiors or relevant health institutions before the
interaction may take place, disclosure of payments (made as educational grants) and a centralised platform for the approval of conferences
and other events (the Conference Vetting System).

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
Medicinal products
EU law does not set out requirements for recording or publishing the
details of transfers of value (ToV) to HCPs by pharmaceutical companies. Requirements are, however, imposed by the national legislation of
some European countries and by the self-regulatory codes.
The EFPIA Code provides for disclosures of ToV made to HCPs and
HCOs, whether directly or indirectly. When deciding how a ToV must
be disclosed, member companies, must, wherever possible, identify and
publish relevant information at the individual HCP level (rather than the
HCO level) as long as this can be achieved with accuracy and consistency and in compliance with applicable laws and regulations. The items
to be disclosed are those ToVs relating to donations and grants (to
HCOs), contribution to costs related to events and fees for service and

www.lexology.com/gtdt

65
© Law Business Research 2020

European Union

Arnold & Porter Kaye Scholer LLP and Ehlers, Ehlers & Partner

consultancy. Where certain information cannot reasonably be allocated
to one of these categories or cannot be disclosed on an individual basis,
member companies must disclose the information on an aggregate
basis. Research and development ToVs must also be disclosed on an
aggregate basis. Disclosures must be made pursuant to the national
code of the country where the recipient has its professional address
and on the company’s website or on a central platform, depending on
national requirements.
With regard to POs, each EFPIA member company must disclose
a list of POs to which it provides financial support or significant indirect or non-financial support or with whom it has engaged to provide
contracted services for that member company. The information to be
disclosed is the name of the PO, the monetary value of the financial
support, the non-monetary benefit that the PO receives and the total
amount paid per PO for contracted services over the reporting period.
The information must be disclosed on the member company website at
national or European level.

Medical devices
As with medicinal products, there are no legal provisions at the EU level
requiring medical device companies to disclose payments to HCP, HCOs
or POs. However, there are requirements to disclose certain ToVs under
the national laws of some member states and under the MedTech Code.
Under the MedTech Code, member companies must document
and publicly disclose all educational grants in accordance with the
Code’s disclosure guidelines. Educational grants include support for
third-party organised educational events, grants for public awareness
campaigns and scholarships and fellowships. Each member company
must disclose all payments related to their educational grants to HCOs
based in Europe without limitation of value. Amounts paid to each
recipient HCO will be aggregated on a category-by-category basis but
will need to be itemised upon request from the competent authorities.
The disclosure may be made on the MedTech Europe website or on the
national platform, if one is set up under national rules.

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
Traditionally, the enforcement of the EU provisions regarding advertising of medicinal products and medical devices is undertaken at a
national level by the national competent authorities or the national selfregulatory bodies.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
Sanctions for breach of national legal provisions on advertising vary
from fines or imprisonment of responsible individuals under a criminal
law framework to administrative fines in certain jurisdictions. Sanctions
may escalate if the breach of the advertising provisions is linked to an
illegal inducement of a healthcare professional (HCP) and the matter
falls within the remit of the national anti-bribery law or there has been
a breach of the antitrust rules.
Under the self-regulatory systems, sanctions for breach of
national self-regulatory codes include fines, publication of cases, issuance of corrective notices to HCPs, audits and ultimately suspension

or cancellation of the company’s membership to the relevant national
industry association and potentially of corresponding European industry
associations, such as the European Federation of the Pharmaceutical
Industry Association and MedTech.

PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
The controls on pricing of medicines and medical devices and decisions
regarding reimbursement of these products by national social security
systems applicable to manufacturers, distributors and pharmacists are
established exclusively at a national level. EU law only contains certain
provisions requiring the transparency of such national controls and how
they are applied.

OFF-LABEL USE AND UNLICENSED PRODUCTS
Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
Medicinal products
EU legislation does not prevent healthcare professionals (HCPs) from
prescribing or using products outside their authorised indication of
use (off-label) under their own responsibility, but national controls may
exist. Professional rules and codes of conduct may describe the criteria
and conditions that should guide HCP practice.
However, the EU advertising rules prevent pharmaceutical companies
from drawing the attention of HCPs to potential off-label uses or promoting
their medicines in a manner that is not consistent with the summary of
product characteristics (SmPC). Not all the information contained in an
advertisement needs to be identical to that in the SmPC, provided the
claims are consistent with the information in the SmPC. Advertisements
may, therefore, include additional claims, provided that these confirm or
clarify, and are compatible with, the information set out in the SmPC.
Pharmaceutical companies may, however, discuss such use with
HCPs in a reactive manner, in response to specific unprompted questions from HCPs or in a strictly non-promotional context, as part of a
legitimate exchange of scientific information.

Medical devices
Off-label use of medical devices is where the HCP or patient uses a
medical device differently to how the manufacturer has instructed. This
includes changing a medical device to suit new needs, or using the device
for a purpose that is not in line with the intended purpose and CE marking.
As is the case for medicinal products, EU law does not prevent HCPs from
using medical devices off-label, and such use will be at the risk of the HCP.
Any promotion of a device by the manufacturer should be limited
to the intended purpose and CE mark. The legislation and the MedTech
Code of Business Practice do not contain provisions on providing information about off-label uses. However, all information about a device
should be accurate, balanced, fair, objective and unambiguous. The new
medical device regulations expressly prohibit the making of claims, when
promoting a medical device, that may mislead the user or the patient
with regard to the device’s intended purpose, safety or performance by
suggesting uses for the device other than that are part of the intended
purpose for which the conformity assessment was carried out.
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Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
Medicinal products
The manufacture, importation and supply of unauthorised medicines is
controlled at a national level. Directive 2001/83/EC expressly allows
member states not to apply its authorisation procedure to industrially
manufactured products that are required to meet ‘special needs’. The
CJEU case law states that such ‘special needs’ must be therapeutic
and not motivated by price. There is, otherwise, no harmonisation of
the rules controlling ‘special needs’ supply at the EU level, and national
provisions and guidance vary from country to country.
Member states may temporarily authorise the distribution of
unauthorised medicines or authorised medicines for non-approved indications in response to a suspected or confirmed spread of pathogenic
agents, toxins, chemical agents or nuclear radiation. Unauthorised products may also be manufactured, imported and supplied in the context
of medical research, or as part of compassionate use programmes for
unlicensed medicinal products.

Medical devices
HCPs are advised to use medical devices with a CE mark as this shows
that the device has met the legal requirements for safety, quality and
performance if it is used as the manufacturer instructs. Medical devices
that are custom-made for individual patients or used for clinical investigations do not need a CE mark.
A device should not be promoted in the European Union if it is not
CE marked. However, it is possible that if a device is not placed on the
market, information can be provided about it if it is clear that it is not
officially launched and does not have a CE mark. The medical device
directives also allow devices to be ‘shown’ at trade fairs, exhibitions,
demonstrations, etc, when they do not have a CE mark. This is provided
that a visible sign clearly indicates that the device cannot be marketed
until it does comply. Similar provisions are included in the new medical
device regulations.

European Union
however, not prohibited. The European Commission recognises in its
guidance that, in exceptional cases, major benefits may justify relatively
high levels of uncertainty, and access to the market may be granted
on the basis of limited clinical evidence, such as experience available
from compassionate use programmes. Medical device compassionate
use programmes may, therefore, be coordinated and implemented by
EU member states according to national legislation and guidance.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
Medicinal products
When a marketing authorisation for a medicinal product is granted at
the EU or national levels, the conditions and restrictions under which
the medicinal product should be made available to patients (the ‘legal
status’ of the medicine) must be included as part of the authorisation.
Directive 2001/83/EC sets out levels of categories in relation to
legal status. The medicine is first classified either as subject to medical
prescription or not. For products subject to medical prescription,
member states may use a second level: medicines subject to special
medical prescription, medicines subject to restricted medical prescription and medicines subject to renewable or non-renewable delivery.
In addition, the summary of product characteristics of the product
may include an explanation on how the medicine should be supplied to
patients (ie, to be administered in a hospital setting or prescribed by
specialists only) or on the specific type of care required during the treatment of a chronic disease.

Medical devices
The dispensing, sale and use of medical devices is set out in the device’s
labelling and instructions for use, which will specify, for example, if the
device should be used by a healthcare professional.

Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
Medicinal products
Regulation (EC) No. 726/2004 allows member states to make certain
medicines regulated under this Regulation available for compassionate
use. This means making those medicines available to a group of patients
with a chronically or seriously debilitating disease or whose disease is
considered to be life-threatening, and who cannot be treated satisfactorily by an authorised medicinal product.
The medicinal product concerned must be either the subject of
an application for a marketing authorisation in accordance with this
Regulation or undergoing clinical trials. The Committee for Medicinal
Products for Human use of the European Medicines Agency may adopt
opinions (non-binding on national authorities) on the conditions for use
of such products, distribution and the patients targeted, after consulting
the manufacturer or the applicant. The applicant, in respect of the
compassionate use programme is obliged to ensure that the patients
taking part also have access to the new medicine during the period
between authorisation and placing on the market.

EU law does not prevent the dispensing, sale and supply of medicines
or medical devices online. However, patients are encouraged to only use
online retailers registered with the national competent authorities in the
EU member states, to reduce the risk of buying substandard or falsified
medicines and medical devices.
The EU requires the use of a common EU logo for legally operating
online pharmacies in EU countries. The logo links to the website of the
national competent authority listing all legally operating online pharmacies so users can confirm the website is legitimate and that the retailer
is registered. The national flag and the text are an integral part of the
logo; a logo that displays the EU flag is not authentic.

UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?

Medical devices

Medicinal products

There are no provisions covering medical device compassionate use
programmes under EU law. Compassionate use programmes are,

While the Clinical Trials Regulation was adopted in April 2014, it will
not come into operation until six months after the clinical trials portal
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and database have been set up and independently audited, and notification of the successful audit has been published by the European
Commission. The operation of this database has been delayed several
times. The audit of the system will commence in December 2020, and, at
the time of writing, it is estimated that the Clinical Trials Regulation will
be applicable in 2021.

Medical devices
The new medical device regulations entered into force on 25 May 2017
and will progressively replace the existing directives. On 23 April 2020,
the EU issued Regulation (EU) 2020/561, deferring the application of
the Medical Devices Regulation (EU) 2017/745, by one year to 26 May
2021. The In Vitro Diagnostic Medical Devices Regulation (EU) 2017/746,
which is not affected by the amending Regulation, continues to apply
from May 2022.
Despite the amount of detail in the new medical device regulations, there are many aspects that must be put in place before they
are fully operational. The European Commission and the Medical Device
Coordination Group (MDCG) are preparing the guidance documents and
implementing legislation to ensure the new medical device regulations
can function. Notified Bodies are also completing the designation procedure to ensure they can accept applications under the new medical
device regulations and that products can be placed on the market.
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Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?

Alexander Ehlers
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Medicinal products
The European Commission has entered into a number of contracts with
pharmaceutical companies to manufacture and supply vaccines for
covid-19, once available. Contracts are also in place to supply possible
treatments to EU member states, and the Commission is helping to
fund various clinical trials. The latest information can be found on the
Commission’s covid-19 public health webpage.
Changes to legislation have also been proposed and implemented,
for example, to facilitate the conduct of clinical trials using medicinal
products containing or consisting of genetically modified organisms.
Guidance has also been issued to help manage the conduct of clinical
trials and the supply of medicinal products during the covid-19 pandemic.
The European Medicines Agency (EMA) is helping to expedite
the development and approval of safe and effective treatments and
vaccines, as well as working with companies to ensure the continued
availability of medicines in the European Union. There is also a covid-19
EMA pandemic task force, through which the EU member states and the
European Commission can take quick and coordinated regulatory action
during the pandemic. The latest information can be found on the EMA’s
covid-19 webpage.

Widenmayerstr 29
80538 Munich
Germany
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www.ehlers-ehlers-und-partner.de

Another consequence of the pandemic is that on-site audits by
Notified Bodies have not been feasible owing to quarantine and travel
restrictions. The Medical Device Coordination Group has issued MDCG
2020-4, which provides guidance on the parameters under which temporary extraordinary measures can be applied, as well as empowering
Notified Bodies to apply the guidance on a case-by-case basis using a
risk-based approach, particularly where devices are considered relevant to medical care.

Medical devices
The European Commission has adopted Regulation (EU) 2020/561,
which amends article 59 of the Medical Devices Regulation (EU)
2017/745. This article allows, under special circumstances, national
competent authorities to authorise the placing on the market of medical
devices for which the relevant conformity assessment procedures have
not been carried out. The amendment extends the national derogation
on an EU-wide basis, with the hope that the flexibility will mean products that are important for addressing the pandemic can reach patients
quickly, while maintaining oversight by the authorities.
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France
Christophe Hénin and Julie Vasseur
Intuity

HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES

Approval framework
3

Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

One of the fundamental principles of the French healthcare system
corresponds to the principle of free patient choice: people can either
go to see their assigned general practitioner or a specialist (with direct
access), or visit a public or private health facility.
The main body in charge of financing health expenses is Social
Security, and contribution to the system is compulsory for every person
who legally resides in France. Social Security reimburses the costs
of medical products and medical devices (MDs) at different rates. Its
budget is voted on every year by the French parliament, which determines which services and products are included in the regime’s basket.
Other than running Social Security, the state also organises the
delivery of healthcare and promotes equal access to healthcare, not only
through the Ministry of Social Affairs and Health, but also the Regional
Health Agencies, which can ensure a more reasonable allocation of
resources nationally and better coverage for the whole population. All other
healthcare services and products that do not fall under Social Security are
paid for by private insurances companies on behalf of consumers who
have subscribed for extra coverage or by out-of-pocket expenses.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

The National Agency for the Safety of Medicines and Health Products
(ANSM) is the major institution that delivers marketing authorisations (MAs) in France today. According to article L 5311-1 of the Public
Health Code (PHC), the ANSM is responsible for evaluating the benefits
and risks of cosmetic and health products dedicated for human use.
Therefore, it encompasses a range of products which includes particularly medicinal products, biological materials, medical devices and
cosmetics (including those used for tattoos).
Dietary supplements are generally not scrutinised by the ANSM
because most of them do not require an MA to be commercialised,
but there is still the Agency for Food, Environmental and Occupational
Health & Safety, which supervises the effects of ingredients used in
dietary supplements.
If a manufacturer wishes to have access to the whole market of the
European Union (plus Iceland, Norway and Liechtenstein), it can also
apply for the centralised procedure via the European Medicines Agency.

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

The procedure to apply for an MA can be found in articles R 5121-21 to R
5121-62 of the PHC. Applications are submitted to the Director General
of the ANSM and, after receiving the application, the Agency will then
carry out a scientific assessment of the medicinal product based on
criteria such as quality, safety and effectiveness. A new product must
contain a risk-benefit ratio that is at least equivalent to the value of the
existing medicinal products.
There are three types of outcome after this evaluation: a favourable
opinion, a request for further information or an unfavourable opinion,
and the Director General will have to make the final decision. MDs have
a different regime of MAs, which is highly influenced by EU law, as the
articles of the PHC (R 5211-12 to R 5211-20) on this matter represent
transpositions of Directives 90/385/CEE and 93/42/CEE. One of the key
elements is CE marking, which is compulsory for all MDs.

CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

Clinical trials in France are governed by the framework on research
involving human subjects, which distinguishes three categories of research:
1
interventional research;
2
interventional research with minor obligations and risk; and
non-interventional research.
3
Approval provided by a persons protection committee (CPP) is compulsory for all three types of research, and the CPP must assess the
scientific and ethical aspects of the planned trial. As (1) may contain
a certain degree of risk for the participants, an extra approval from
the National Agency for the Safety of Medications and Health Products
(ANSM) is also required. For (2) and (3), the ANSM shall only be
informed of the performance of the trial. Should the clinical trial fall
within the criteria outlined in one of the baseline methodologies implemented by the National Commission for Information Technology and
Liberties (CNIL), the sponsor can go through a simplified procedure
and submit a compliance commitment. Otherwise, the sponsor shall be
authorised by the CNIL to collect and process data during the performance of the trial.
As of 26 May 2021, interventional studies on medicinal products for
human use will fall within a new EU regulation under which pre-approval
and opinion of the CPP will be coordinated with other member states’
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bodies. A unique authorisation and assessment procedure will also be
implemented.

Protecting research data
8

Reporting requirements
5

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

The sponsor shall inform the ANSM and the CPP within a maximum of
90 days following the end of the interventional research. The final report
shall be drawn up within one year after the end of the research and
made available to the ANSM, at its request. The summary of this final
report equivalent to the results of the research is sent to the ANSM and
the CPP within one year of the end of the research.
All clinical trials must be registered before starting on the register
of the World Health Organization. In addition, all interventional studies
conducted in the EU and the European Economic Area must be registered on the European Medicines Agency’s dedicated website no later
than 21 days after the recruitment of the first subject. Some institutions
also provide a list of clinical trials performed in specific therapeutic
areas (cancer, rare diseases, hepatitis). The summary of the trial results
is made available on these websites at the end of the study.

Consent and insurance
6

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

Another essential condition to carry out research involving human
subjects is the clear and written consent of the participants. The
subscription to an insurance policy that covers personal injuries of the
participants is compulsory for the sponsor and article R 1121-6 of the
Public Health Code adds that the amount of coverage shall not be lower
than €1 million per victim and €6 million per research protocol.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

The ordinary time limit for the Director General of the National Agency
for the Safety of Medications and Health Products (ANSM) to grant a
marketing authorisation (MA) is, in theory, 210 days, a rule that comes
from Directive 2001/83/CE. The application fees depend on the characteristics of the medicinal product and they can vary a lot. The first
MA issued will be valid for five years and, once renewed, it will have no
more time limit unless circumstances of pharmacovigilance require it to
be renewed continuously.
For all medical devices (MDs), except those of Class I other than
Class Is, Im and Ir, the CE marking is mandatory and subject to the
obtaining of a CE certificate, issued by a body referred to as the notified body, authorised by the competent authorities. Tariffs and file
processing time differ from one notified body to another but also depend
on a number of criteria, including the class of the MD, the size of the
company and associated standards.

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

There is a regime of data exclusivity and market protection provided to
manufacturers of brand name medicinal products that can be found in
article L 5121-10-1 of the Public Health Code (PHC), and the principle is
often referred to as the ‘8+2+1’ formula. From the date of approval of
the brand name medicinal product’s MA, the ANSM must deny all MA
applications submitted for generic medicinal products, and this prohibition lasts for eight years. After this period, manufacturers of generics
can start to apply for a MA, even though the MA may only be issued
10 years after the launch of the brand-name medicinal product on the
market. Furthermore, the exclusivity can be granted for an extra year if,
during the initial eight-year period, the originator obtained an extended
new therapeutic indication that brings a major advantage.

Freedom of information
9

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

In France, the Commission on Access to Administrative Documents is
required to provide any person who so requests with the administrative documents in its possession, whether drawn up or received by the
administration, provided that any information likely to affect confidential
information protected by law has been previously concealed, in particular
information relating to commercial and industrial confidentiality.
Requests to release documents at the EU level can be made to the
European Medicines Agency (EMA) in accordance with the Transparency
Regulation, EC Regulation No. 1049/2001.
Be that as it may, the EMA Policy 0070 of 2 October 2014 establishes
a transparency policy in the frame of centralised MA procedures based
on a proactive approach with the publication of clinical overviews, clinical summaries, the clinical study reports and their appendices (protocol
and protocol amendments, sample case report form and documentation
of statistical methods). The EMA has been publishing on the publicly
accessible basis of European Union Drug Regulating Authorities Clinical
Trials concerning clinical trials.
Finally, under Regulation (EU) 536/2014, which will come into force
in 2021, the EMA is responsible for setting up a ‘single portal’ allowing
the public to access a clinical trials database for all national and multinational interventional research on medicinal products, excluding other
health products. In addition, within one year of the end of the clinical
trial in all the member states concerned, the sponsor shall, unless it
is impossible for justified scientific reasons, submit a summary of the
results of the clinical trial together with a written summary and the
clinical study report.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
The PHC defines herbal medicinal products in article L 5121-1 as a
medicinal product that has its active ingredient extracted from a plant.
Despite having unique characteristics, there are no specific rules of
entry to the market for herbal products; they should either apply for
the MA if considered as a medicinal product or fall under the regime
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of preparations in some situations. Nevertheless, together with homeopathic products, some traditional herbal medicinal products may avoid
the rigorous formalism of MAs and go through the lighter registration,
provided that the conditions in articles L 5121-13 and L 5121-14-1 are
met. For biosimilar medicinal products, the legal framework is not
exactly the same as the rules on generic medicinal products, but the
reasoning is comparable.
Manufacturers of biosimilars can submit their application for a MA
before the extinction of the originator’s intellectual property rights, but
the biosimilars may only be commercialised after the end of the patent.
In addition, the ANSM is particularly cautious in assessing biosimilar
medications and ensures that they guarantee the same level of effectiveness, quality and security as their reference medication. Last, paediatric
medicinal products for minors under 17 are governed by a complex
system that encompasses the common rules of MAs, but also an extra
step called the paediatric investigation plan (PIP). The purpose of the
PIP is to assure the suitability of the product for use on children and
the procedure is described in Regulation (EC) 1901/2006 on medicinal
products for paediatric use.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
Manufacturers of medicinal products are required to carry out pharmacovigilance and implement a risk-management plan to assess and
minimise the risks linked to the medicinal product use. They shall report
any suspected drug-related adverse reaction and ensure the collection,
recording and processing of such information. Post-marketing obligations, including Phase IV trials, may be imposed as part of the granting
of a centralised MA when there is no alternative treatment for the
targeted disease and indication, and when the benefit-risk balance of
the medicinal product is positive but needs to be reassessed based on
complementary data.
As part of the materiovigilance, manufacturers of MDs are required
to report any serious incident or risk of serious incident and any recall
of a product from the market.

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
In principle, the manufacturing, importation, exportation or wholesale
distribution of medicinal products in France can be done exclusively by
‘pharmaceutical establishments’. The opening of a pharmaceutical establishment must be authorised by the ANSM, regardless its activities. The
Director General of the ANSM has 90 days to respond to such a request.
Regulation (EU) 2017/745 on MDs particularly stresses the respective obligations of the manufacturers, authorised representatives,
importers and distributors, their good cooperation for the surveillance
of MDs and the need to monitor each other and to report post-marketing
surveillance information to the manufacturer and (where necessary) to
national authorities.

Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
The profession of pharmacist is one of the regulated professions in
France and every pharmaceutical establishment must have a head
pharmacist before opening. The illegal practice of the profession of pharmacist is sanctioned with criminal law provided by article L 4223-1 of the
PHC: the offender will be sentenced up to two years of imprisonment and
fined up to €30,000. The illegal practice of medical biology is sanctioned
with the same penalties according to article L 6242-2 of the same code.

Exemptions
14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?
Article L 5121-1 of the PHC distinguishes three different non-industrial
ways to produce medicinal products: pharmaceutical compounding,
preparation in a hospital and preparation in a pharmacy. Despite the
divergences in the production process, they share some common
conditions to be implemented, such as the mandatory supervision of a
pharmacist and the recognised absence of adapted medicinal product
on the market.

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
Various conditions are required for the lawfulness of parallel imports:
•
the exercise of the right to property shall not contribute to the
partitioning of the internal market;
•
the repackaging shall not adversely affect the original condition of
the product;
•
the packaging shall clearly indicate the person who repackaged the
product and the name of the manufacturer of the product;
•
the presentation of the repackaged product must not damage the
reputation of the trademark and its owner; and
•
the importer shall notify the right-holder before the repackaged
product is offered for sale.
The Court of Justice has recently applied the same principles to parallel
imports of MDs.

AMENDING AUTHORISATIONS
Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
The modification process of marketing authorisations (MAs) is mainly
governed by EU law with Regulation (EC) No. 1234/2008 concerning the
examination of variations to the terms of MAs for medicinal products
for human use and veterinary medicinal products, which, unlike directives, is enforceable in the French legal system without transposition.
The act provides three categories of variation: minor variation of type IA,
minor variation of type IB and major variation of type II (see ‘European
Union’ chapter).
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As for medical devices (MDs), only substantial changes, often
linked to the design of the product, are subject to a new application
process for CE marketing, while minor changes (eg, change in the using
instructions) do not require an approval.
For applications filed on or after 3 May 2019, variations of type IA
are no longer subject to the payment of a fee, with the exception of
amendments mentioned in Decree No. 2019-388 of 30 April 2019.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
Application for renewal must be filed on supporting documents at
least nine months before the expiry date of the initial MA. A renewal
has no time limit unless there are post-marketing surveillance issues.
Guidelines are available for the different procedures on the websites of
the European Medicines Agency and the National Agency for the Safety
of Medicines and Health Products (ANSM).
The MA can be revoked if the medicinal product is not commercialised within three years of its granting or if the product is not
commercialised in France for three consecutive years.
Most of the time, the CE marking of MDs is valid for a period of five
years, and the re-certification review is assessed by the notified body
according to documented procedures put in place. In parallel, the notified body is authorised to carry out unannounced audits and conduct
tests on MDs after certification.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
A change of the MA holder shall be authorised by the ANSM on supporting
documents. The transfer should be deemed accepted 60 days after the
request has been made. Other than the compulsory information linked
to the MA itself, the new holder shall provide the proof of the agreement
on the transfer and documents that emphasise that the quality of the
medicinal product will be guaranteed after the change of manufacturer.
Concerning MDs, since the CE marking depends on the assessment of the device itself, the transfer of ownership is not likely to affect
the validity of the marking. In addition, the detailed arrangements for
a change of authorised representative must be clearly defined in an
agreement between the manufacturer; where practicable, the outgoing
authorised representative; and the incoming authorised representative.

RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
Pharmacovigilance reporting covers all adverse reactions, regardless
of whether they are serious, expected or unexpected, and it applies to
the persons listed below.
•
Health professionals: any doctor, dentist, midwife or pharmacist
who has knowledge of a suspected adverse reaction is required to
report it. Any other health professional who has noticed or is aware
of an adverse effect may report it.
•
Patients and patient associations: patients and their accredited
associations have the opportunity to report drug-related adverse
reactions directly. The terms of this declaration were laid down by

the Order of 10 June 2011. The information to be included in the
declaration is specified in this text. The declaration must be made
to the Pharmacovigilance Regional Centre on which the patient
depends geographically. It is recommended that patients who
suspect an adverse drug reaction should inform the health professional who prescribed or advised the product.
Pharmaceutical companies must also report any serious adverse reactions suspected of being related to one of their medicinal products and
of which they are aware via the European EudraVigilance database. They
must also submit periodic safety update reports containing, in particular,
an update of all the information collected worldwide on the safety profile.
Regarding medical devices (MDs), and as part of materiovigilance,
any serious incident or risk of a serious incident that has led or is likely
to lead to the death or serious deterioration in the health of a patient,
user or third party involving an MD must be reported without delay to
the National Agency for the Safety of Medicines and Health Products
(ANSM). Pursuant to Regulation (EU) 2017/745, manufacturers must
notify the ANSM via EUDAMED of any serious incidents (except those
concerned by trend reporting) and any safety corrective action taken
in respect of a device present on the market of the European Union.
The notification will be made as soon as the probable causal relationship is established and, in any event, within specific time limits. Other
types of incidents are subject to optional reporting to the ANSM but will
require being the subject of a trend report in accordance with article 88
of Regulation (EU) 2017/74.
On the basis of the assessment of the alerts and all relevant
data, the director of the ANSM may be required to implement measures adapted to the situation (ie, information to health professionals,
the public, changes in the conditions of use, permanent or temporary
withdrawal of the product from the market, etc). The ANSM Vigilance
Bulletin provides information on the action taken on the declarations
based on concrete examples. Alerts and information points concerning
iatrogenic drug risk are communicated to health professionals by
sending letters or press releases.

PROMOTION
Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
Subject to authorisation of the National Agency for the Safety of
Medicines and Health Products (ANSM), medicinal products can be
promoted among healthcare professionals (article L 5122-9 of the
Public Health Code (PHC)) as well as to the general public, but in such a
case, only for non-prescription and non-reimbursed medicinal products
(article L 5122-6 PHC).
Non-reimbursed medical devices (MDs) and reimbursed MDs,
only when classified as Class I or IIa, can be promoted to the general
public (article L 5213-3 PHC). The promotion is otherwise authorised for
healthcare professionals.
The medicinal products that can be promoted require the ANSM’s
prior authorisation, known as a visa PM for healthcare professionals
and GP for the general public.
The promotion and advertising of reimbursed MDs that are classified in Class I or IIa are post-controlled when directed to the general
public. Promotional materials of non-reimbursed MDs are subject to the
ANSM’s pre-approval only if the MDs are included on ‘the list of medical
devices presenting a significant risk to human health’, namely products
of filling skin depressions and devices intended for self-diagnosis.
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As for healthcare professionals, the promotional materials for the
MDs (whether refundable or not) are subject to pre-approval only in
cases where the MDs are on the above-mentioned list (eg, implantable
cardiac defibrillators and breast implants).

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
A revised anti-gift law under the Ordinance of 19 January 2017 will enter
into application on 1 October 2020. The general principle is to prohibit
advantages or benefits, in kind or in cash, granted or proposed to
healthcare professionals by pharmaceutical companies. This principle
is subject to some exceptions, such as hospitality services being offered,
directly or indirectly, at events for purely professional and scientific
purposes, or at promotional events.
The reform implements some changes and, in particular, two
procedures to be followed in the case of benefits that can qualify for
exemption, either a simple declaration for amounts below specific
thresholds, or an authorisation in other cases, and it determines the
amounts below which the benefits are considered to be of insignificant value.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
Any benefits transferred to healthcare professionals are subject to
written contracts, and pharmaceutical companies are required to
publish various mandatory information, including the compensation
or allowance, the (direct and indirect) beneficiaries and the precise
purpose of the agreement on a public website.
For each advantage exceeding €10, the following elements must
also be made public:
•
the pharmaceutical company’s identity;
•
the identity of the beneficiary;
•
the amount of the benefit;
•
VAT, rounded to the nearest euro;
•
the date and nature of the advantage; and
•
the civil semester in which the benefit was granted.
The publication is made in French, on a public database in accordance
with the operating conditions mentioned under article L 1453-1 of the
PHC. A company that has deliberately violated this rule is punishable
by a fine of €45,000.

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
The National Agency for the Safety of Medicines and Health Products
(ANSM) is the main authority in charge of assuring the respect of the
advertising regulation, regardless of whether it is before the release, by
denying the advertising visa or after it by ordering the manufacturer to
modify or ban its marketing strategy.

Article L 5122-2 of the Public Health Code reminds manufacturers
that advertisements must describe the medicinal product in an objective
way and promote its proper use (eg, by respecting the recommendations of the High Authority of Health), and they must not be misleading
and undermine the protection of public health. The objective description
and the proper use for medical devices as mentioned in article L 5213-2
relate to the performance and compliance of the product with the essential health and safety requirements, as attested by the CE marking.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
Infringements committed by manufacturers of health products with
regard to the advertising rules can be subject to administrative sanctions and financial sanctions from the ANSM as well as financial
penalties from the Economic Committee for Health Care Products and
criminal penalties.

PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
For the hospitals market, pricing is free and set through tender offers
(except for medicinal products that can be also purchased by outpatients, and for most innovative medicinal products for which maximum
prices are set according to a procedure similar to applications for
medicinal products reimbursable in retail pharmacies).
For the private market, the price is free on the non-reimbursable
market. On the reimbursable market, the retail price is regulated and
set by an agreement between the Economic Committee for Health Care
Products (CEPS) and the company, or in the absence of an agreement,
by the CEPS alone. Prices for over-the-counter products are free. The
maximum margins that can be applied by wholesalers and pharmacists
are set out by law (order dated 4 August 1987, as amended). The price
to be applied by the pharmaceutical company is calculated as a result of
the application of these maximum margins to the retail price.
Most medical devices (MDs) used in hospitals are generally
covered through the cost of the hospital stay (hospital stay-related
group-based fee). The price is freely negotiated between the company
and the hospital-purchasing group. MDs for personal use outside
hospital can be reimbursed if the company requested to enter the reimbursable market through registration within the List of Reimbursed
Products and Services. The price is then determined the same way as
for medicinal products.
Price and reimbursement are governed by the Security Social
Code (article L162-16 et seq for medicinal products and article L 165-1
et seq for MDs).
An application for reimbursement must be submitted to the
French Health Authority (HAS), which will assess the clinical benefit of
the medicinal product or the service expected of the MD. If that clinical benefit or service expected is proven sufficient, the HAS will then
determine whether the product provides an improvement over other
currently available therapies or products. The CEPS determines the
price of the product based on this opinion.
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OFF-LABEL USE AND UNLICENSED PRODUCTS
Off-label use

•

26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
•
Law No. 2011–2012 of 29 December 2011 allows off-label use of medicinal products by prescribers when an authorised, appropriate alternative
medicinal product does not exist; and when the physician duly considers
that the prescription is essential for his or her patient, or the National
Agency for the Safety of Medicines and Health Products (ANSM) has
adopted a temporary recommendation for use stating therapeutic indications or conditions of use. This recommendation, which is valid for up to
three years, renewable, includes providing the necessary information to
the prescriber for assessing the proper medicinal administration (such as
dosage and adverse effects), and is published on the website of the ANSM.

least 10 years in France or in the European Union or, in the absence
of a MA, meet certain criteria, such as traditional use for 30 years;
homeopathic medicinal products for which the MA is based on a
well-established homeopathic use. From 1 January 2020, the reimbursement rate has decreased from 30 per cent to 15 per cent and
will further decrease to zero per cent on 1 January 2021; and
medicinal products containing substances classified as narcotic
medicinal products that are only available on medical prescription,
written on a secure prescription and for a limited period of treatment of seven days, 14 days or 28 days depending on the medicinal
product concerned. In addition, the prescription must be submitted
to the pharmacist within three days of the date of issue. If it is
submitted after this deadline, the pharmacist may only dispense
the medicinal product for the duration of the remaining treatment.

Compassionate use

Blood-derived medicinal products that can only be granted with an MA
when they are derived from ethical (ie, unpaid) blood donations. By way
of derogation, they may benefit from a two-year MA when they do not
come from ethical donations if they bring an improvement in terms of
quality and safety or if equivalent medicinal products are not available
in sufficient quantities. From their origin, specific traceability is required
from health professionals.
The rules for classifying medical devices (MDs) are based on
the vulnerability of the human body and take into account the potential risk associated with the development and manufacturing method.
Determining the risk class of an MD is key and will determine the steps
to be taken to obtain the CE marking, in particular the choice of evaluation procedure and the clinical requirements required.
MDs are divided into four classes: Class I (low risk), Class IIa
(medium risk), Class IIb (high risk potential) and Class III (very serious
risk potential) according to their risk level. The classification rules are
set out in Annex VIII of Regulation (EU) 2017/745 and take into account
the duration of use, whether it is invasive and the type of invasiveness,
whether it can be reused, the therapeutic or diagnostic purpose, and the
body part concerned.
Class I MDs that are non-sterile do not have a measuring function or are not reusable surgical instruments are self-certified by the
manufacturer. For other devices, the intervention of a notified body is
systematic for the CE certification process.

28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?

Online supply

Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
In some rare situations cited in article L 5211-3 of the Public Health Code
(PHC), medical devices could be exempt from a performance certification if they are used in research involving human subjects that respects
the health and security requirements of the patient, or if they are manufactured or imported to answer to the armed forces’ specific needs.
Homeopathic and traditional herbal medicinal products complying
with the conditions respectively provided by articles L 5121-13 and L
5121-14-1 of the PHC are only subject to registration and not to the
rigorous formalism of the procedure applicable to the medicinal
products for human use. Medicinal products that are not industrially
manufactured (pharmacy preparations, hospital preparations and
pharmaceutical preparations) have their own regulatory rules that
do not involve the obligation to register the preparation or to obtain a
marketing authorisation.

The regime of compassionate use in France refers to the temporary
authorisation for use (ATU) that is permitted when a medicinal product
is considered essential by the prescriber, in view of scientific knowledge, to improve or stabilise the clinical condition of the patient and
when no other appropriate medicinal product exists. The ATU is said to
be ‘nominative’ when the product is prescribed at the request and under
the responsibility of the prescriber and physician. The ‘cohort’ ATU,
referring to a group or subgroup of patients who are included within a
clinical protocol for therapeutic use, might also be granted at the sole
request of the holder of the corresponding rights concerned and under
specific conditions.

30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
Only non-prescription medicinal products can be sold on the internet
through physician online shops.
No specific regulation exists for online sale of MDs. Pursuant to
the application of Treaty on the Functioning of the European Union and
Regulation (EU) 2017/745, the principle is the free distribution of medical
devices bearing the CE marking, with the exception of those subject to
a monopoly (ie, optics, hearing aids, in vitro diagnostic devices, prostheses and orthoses).

UPDATE AND TRENDS
SALE AND SUPPLY

Forthcoming legislation and regulation

Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
There are different types of medicinal products, including:
•
herbal medicinal products for which the marketing authorisation
(MA) is generally based on a well-established medical use for at

31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
Following the health crisis in France owing to the covid-19 pandemic, a
ségur de la santé has been implemented. This event can be seen as a
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nationwide consultation of all the players in the French health system.
The agreement reached in these negotiations, and presented on 21 July
2020, plans to invest in the French hospital system. If these conclusions
mainly concern the access to healthcare for the French population, it will
affect the use of medical products in the health system as the organisation of French hospitals will rapidly evolve in the upcoming months.

Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
In the context of the covid-19 pandemic, a number of exceptional and
transitional measures were taken in France to facilitate access to medicinal products to avoid any interruption of treatment detrimental to the
health of patients. As such, several measures have been provided for
the renewal of medicinal products benefiting from compassionate use
(ie, nominative or cohort temporary authorisations for use (ATUs)), not
reserved for hospital use and prescribed as part of a chronic treatment.
In the same vein, the National Agency for the Safety of Medicines
and Health Products (ANSM) has granted a cohort ATU to allow
continued access on national territory to the antiviral medicinal product
remdesivir indicated for the treatment of the covid-19 virus.
Clinical trials have also been affected by the pandemic, leading to
the publication, in March 2020, of specific recommendations to facilitate
their conduct.
For the specific evaluation of covid-19 treatments under development,
the ANSM announced the implementation of accelerated procedures.
For other clinical trials, three different situations have been considered in respect of modifying the trial procedures:
1
transitory measures that will only apply during the period of the
sanitary crisis;
2
modifications that may be sustained once the sanitary crisis is
over; and
3
modifications that were supposed to apply during the sanitary
crisis but that turned out to be unnecessary to ensure the smooth
conduct of clinical trials.

Christophe Hénin
chenin@intuity-legal.com

Julie Vasseur
jvasseur@intuity-legal.com
44, rue Fortuny
75017 Paris
France
Tel: +33 1 4318 5353
www.intuity-legal.com

In the cases of points (1) and (2), a request must be made in the 15 days
following the implementation of those measures to obtain an authorisation from the ANSM. The cases in point (3) only requires notification
of the non-implementation of specific covid-19 measures to the French
authorities.
In the European Union, the pandemic has led European authorities
to reconsider the date of implementation of Regulation (EU) 2017/745.
The Regulation, which establishes new requirements for medical
devices (MDs), has seen its date of implementation pushed back one
year, from 26 May 2020 to 26 May 2021. Regulatory authorities argued
that the requirements implemented in Regulation (EU) 2017/745 could
form an obstacle to the urgent need for MDs in the European Union to
manage the health consequences of covid-19.
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HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES
Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

Healthcare in Germany is primarily organised by the statutory health
insurance system (GKV). Approximately 85 per cent of the population in
Germany is insured within the GKV; the remaining population is privately
insured. In the GKV, the legislature creates the legal framework for the
provision of medical services, and the medical self-governing bodies,
such as the associations (on a federal and regional level) of physicians, the statutory health insurance funds and the German Hospital
Federation, formulate and implement in detail which healthcare services
will be provided and under what conditions.
The most relevant decision-making body in the system of the GKV is
the Federal Joint Committee (G-BA), an association representing all relevant parties of the healthcare sector, such as physicians, hospitals, sickness
funds and patients. The G-BA issues directives and determines the benefit
package of the GKV. The organisation of the GKV, the responsibilities of
the G-BA and the other self-governing bodies, as well as the provisions for
medical care, are laid down in the Social Code Book V (SGB V).
In addition, as a main principle, the SGB V sets out that the patient’s
entitlement to medical service within the system of the GKV is restricted
by the ‘efficiency principle’, namely that the respective healthcare must
be sufficient, appropriate and economically efficient, and must not
exceed the extent of what is necessary. Recently, the SGB V has been
subject to numerous legislative changes and amendments to enhance
competition between the healthcare providers and the sickness funds.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

According to section 2, paragraph 1 of the Medicines Act (AMG), drugs
are substances or preparations of substances that are intended to alleviate, cure or prevent diseases or pathological complaints (presentation
drugs); to restore, correct or influence the physiological functions by
a pharmacological, immunological or metabolic effect; or to make a
medical diagnosis (functional drugs). This definition serves to distinguish medicinal products from all other product categories.
Owing to the federal structure, a number of authorities in Germany
are responsible for drug monitoring. Originally, only state authorities
were responsible for the notification and supervision of medicinal
products. These authorities, which work together in the Central Office

for Health Protection of Medicinal Products and Medical Devices, now
monitor the manufacture of medicinal products and ongoing clinical
studies on site. According to the AMG, central tasks are assumed by
various higher federal authorities:
•
the Federal Institute for Drugs and Medical Devices (BfArM) in Bonn
is responsible for the approval and monitoring of low-molecular
and biotechnologically manufactured drugs and medical devices;
•
the Paul Ehrlich Institute in Langen is responsible for biological
drugs, such as vaccines, advanced therapy drugs (gene therapies
and cell therapies) and blood and tissue preparations; and
•
the Federal Office of Consumer Protection and Food Safety in Berlin
is responsible for the approval and monitoring of veterinary drugs.
The central authority is the BfArM, whose main tasks are:
•
the approval of finished medicinal products (including medicinal
products in the special therapeutic fields of phytotherapy, homeopathy and anthroposophic medicine);
•
the registration of homeopathic and traditional herbal medicinal products;
•
the recording and evaluation of, as well as defence against, drug
risks (pharmacovigilance);
•
the central recording and evaluation of risks for medical devices;
•
the monitoring of the (legal) circulation of narcotics and basic
substances;
•
advising federal government; and
•
research tasks.

Approval framework
3

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

The legal framework for these tasks includes the AMG, the Medical
Devices Act, the Narcotics Act, the Basic Materials Supervision Act and
the relevant ordinances.
To obtain a marketing authorisation for a medicinal product, a
pharmaceutical entrepreneur must submit documentation demonstrating the efficacy, safety and quality of the medicinal product. This
can be done, for example, through the company’s own clinical studies.
A marketing authorisation can only be applied for in Germany,
simultaneously in several countries or directly in all countries of the
European Economic Area (EEA). If a pharmaceutical entrepreneur
wishes to market his or her drug in Germany only, the BfArM is the
competent authority in most cases.
If the drug is to be approved in all countries of the EEA, which is
necessary, for example, for drugs for serious diseases, such as diabetes
and cancer, the approval is processed by a central European authority, the
European Medicines Agency, and granted by the European Commission.
The BfArM frequently provides its experts for the evaluation of documents.
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Medical devices may be placed on the market or put into service
only if they bear the CE marking. The CE marking may be affixed if
the products meet the essential requirements and the prescribed
conformity assessment procedure has been carried out.
The essential requirements are laid down in Annex I of Directives
90/385/EEC (active implantable medical devices), 98/79/EC (in vitro
diagnostic medical devices) and 93/42/EEC (other medical devices).
Which conformity assessment procedure is to be carried out and
to what extent an independent testing and certification body is to be
involved depends on the potential risk of the products. While active
implantable medical devices are not further distinguished from a risk
perspective, Directive 93/42/EEC provides for a differentiation of products into four classes (I, IIa, IIb, III). The classification is based on the
criteria laid down in Annex IX of Directive 93/42/EEC. In vitro diagnostic
medical devices are also divided into different groups for the purpose
of assigning the conformity assessment procedures to be applied
(products according to Annex II, List A or Annex II, List B of Directive
98/79/EC, products for self-testing and other in vitro diagnostic medical
devices). The conformity assessment procedures and their implementation are regulated in the Regulation on Medical Devices, which refers to
the corresponding annexes of the European Directives.

CLINICAL PRACTICE

Consent and insurance
6

The clinical trial of a medicinal product may only be conducted on human
beings if and as long as the person concerned is of age, is capable of
understanding the nature, significance and implications of the clinical trial,
is able to form a rational intention in light of the facts, has been informed
properly (section 40(2) and (2a) AMG), and has given written consent. The
consent must contain the collection and processing of health-related data
(section 40(1), No. 3(c) AMG). Specific regulations apply in a clinical trial on
a person of legal age who is suffering from a disease that is to be treated
by the investigational medicinal product (section 41 AMG).
Insurance must be provided in the event of a person being killed or
a person’s body or health being injured during the course of the clinical
trial. The insurance policy must provide benefits, even when no one is
liable for the damage (section 40(1), No. 8 AMG).

MARKETING AUTHORISATION
Time frame
7

Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

In Germany, medicinal products must be approved by the relevant higher
federal authority (the Federal Institute for Drugs and Medical Devices
or the Paul Ehrlich Institute, depending on the drug). This approval
is required in addition to the positive assessment by the responsible
ethics committee. Sections 40 to 42b of the Medicines Act (AMG) provide
the regulations and conditions for clinical trials.

Reporting requirements
5

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

The reporting requirements are governed by section 42b AMG. Before a
clinical trial can commence, the following must take place:
•
application for approval of a clinical trial of Phase I to IV medicinal products to the competent higher federal authority (section
42(2) AMG and section 7 of the Good Clinical Practice Ordinance
(GCP-V)); and
•
application by the sponsor for a favourable evaluation (vote) to
the ethics committee responsible for the principal investigator of
the clinical trial or the principal investigator or investigator of the
clinical trial (section 42(1) AMG and section 7 GCP-V).
The clinical trial may only be started once the responsible higher federal
authority has granted approval and the responsible ethics committee
has given a positive vote.
Pharmaceutical entrepreneurs must place reports on all the
results of confirmatory clinical trials substantiating the efficacy and
safety of the medicinal product at the disposal of the competent higher
federal authority for entry into the database. These reports must be
made available within six months of the granting or modification of the
marketing authorisation or authorisation, if the modification is based on
confirmatory clinical trials. The reports must contain all the results of
the clinical trials, regardless of whether they are favourable.

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

The legal basis for granting a marketing authorisation in Germany is
section 21(1) of the Medicines Act (AMG); the content requirements for
the marketing authorisation documentation are laid down in sections
22 to 24 AMG.
The time frame for a marketing authorisation is approximately
seven months, with a cost of around €50,000.
Once an authorisation is granted, it is initially valid for five years,
and in special cases, for only one year. After five years, there must be
examination of whether the medical benefit of the medicinal product is
still greater than its potential risks (eg, owing to side effects). Basically,
once a renewal request has been approved, the marketing authorisation
is valid for an unlimited period.
Under the ‘sunset clause rule’, approvals may expire under certain
circumstances. The sunset clause rule applies if a pharmaceutical
entrepreneur does not make use of the marketing authorisation for a
period of three years (ie, does not place the drug on the market). Placing
on the market is understood as the manufacture, supply or storage for
the purpose of supply.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

In case of a generic medicinal product, reference to the documents
referred to in section 22(2), sentence 1, Nos. 2 and 3, and section 23(1)
AMG may be made without the consent of the previous applicant,
including the expert opinions (referred to in section 24(1), sentence
2, Nos. 2 to 4 AMG) of the medicinal product of the previous applicant
(reference medicinal product), provided that the reference medicinal
product has been authorised for at least eight years or was authorised
at least eight years previously; this also applies to an authorisation in
another EU member state.
Owing to the biotechnological manufacturing process, biosimilars
exhibit a slight variability (microheterogeneity) with the same amino
acid sequence, which distinguishes them from the biological reference drugs. The evidence of bioequivalence is not sufficient for their
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authorisation in the framework of the centralised procedure. A complete
dossier on the quality of the medicinal product and preclinical and clinical studies on clinical efficacy and safety as evidence of comparability
with the reference medicinal product are mandatory.

Freedom of information
9

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

Through patent protection and supplementary protection certificates, a
manufacturer typically retains about 12 years of market exclusivity for a
drug in Europe. In addition, another form of protection against imitation
also applies: document protection. This prevents a company from having
its documents containing study results submitted for the approval of the
drug in question used by other companies when applying for approval
of their generics.
The effect of this in the European Union is that imitator drugs of
original drugs that are no longer or not at all patent-protected can come
onto the market at the earliest 10 years after approval of the original.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
Under certain circumstances, special rules may be applicable for herbal
medicinal products, homoeopathic medicinal products, orphan drugs
and medicinal products for paediatric use.
Finished medicinal products that are herbal medicinal products
may be placed on the market as traditional herbal medicinal products
only if they are registered by the competent higher federal authority,
(section 39a AMG).
Homoeopathic medicinal products are not subject to the same legal
requirements as other medicinal products (section 38 AMG). For example,
most homeopathic substances do not have to be approved, but registered.
This registration is carried out by the Federal Institute for Drugs and
Medical Devices (BfArM). In this context, the BfArM checks whether the
medicinal products have been manufactured according to the specifications of the Homeopathic Pharmacopoeia and whether the manufacturer
can prove their quality and harmlessness. Proof of efficacy is not required.
Orphan drugs are promoted through a simplified and less expensive
marketing authorisation procedure. However, entry in the Community
Register does not mean that the medicinal product is authorised for the
indication. This must be granted independently under the centralised
procedure.
In addition to the fully documented marketing authorisation applications, section 24b, paragraph 5 of the AMG and article 10, paragraph
4 of Directive 2001/83/EC provide for a further possibility to authorise
biological medicinal products. To ensure the efficacy and safety of
these ‘biosimilars’, the applicant is obliged to demonstrate that the
existing variations from the reference medicinal product do not affect
the efficacy and safety of the medicinal product. In addition to the data
described above, administrative data, extensive data on pharmaceutical
quality and the summary expert reports must be submitted.
The Paediatric Regulation, which aims at improving drug safety in
children and adolescents, has been in force since 2007. The BfArM is
significantly involved in this task and is active in several committees for
this purpose, on both the national and international level. The Paediatric
Committee of the European Medicines Agency assesses and adopts

opinions on the paediatric investigation plans and monitors adherence
to the specifications.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
The AMG provides that information obtained during the use of a medicinal product be continuously and systematically collected and evaluated
after the marketing authorisation is granted. This applies to all finished
products on the market in Germany and is the most important function
of the Pharmacovigilance Division. This Division continuously informs
about adverse drug reactions and interactions related to the use of
medicinal products that have become known, and ensures that patients,
medical doctors and other interested parties are made aware of existing
risks as well as of possibilities to decrease those risks.

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
A manufacturing licence is necessary to manufacture medicinal products
(section 13 AMG). Authorisations and licences are granted without any time
limit and are valid until they are revoked. There are no fees at the federal
level. However, the individual federal states charge fees, which can vary
greatly (eg, the fees for a licence according to section 13 AMG are between
€500 and €50,000). For the issuance of a manufacturing licence, it must be
shown that all manufacturing and testing is carried out in accordance with
the principles of good manufacturing practice. The main focus is thereby
the suitability of rooms and equipment, the suitability of the responsible
persons, the conformity of the methods of manufacture and testing with
the current state of the art in science and technology (see section 14 AMG).
Furthermore, an import authorisation is needed (section 72 AMG).
According to section 73 AMG, individual imports from other countries
are possible by pharmacies in compliance with special requirements
under the AMG. In addition to legal admissibility, the reimbursability
must also be revised.
Pursuant to section 52a AMG, any person who engages in the wholesale trading of medicinal products requires an authorisation to do so.
For the import and export of narcotics, an authorisation of the
BfArM is required, according to section 11(1) BtMG, in addition to the
licence required for each import or export, pursuant to section 3 of the
BtMG. The procedure for issuing import and export licences is governed
by the German Narcotics Foreign Trade Ordinance.
Medical devices may be placed on the market or put into service
only if they bear the CE marking. The CE marking may be affixed if
the products meet the essential requirements, and the prescribed
conformity assessment procedure has been carried out.

Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
Section 30 of the Administrative Offences Act (OWiG) is the central legal
norm setting out the sanctioning of companies breaching the regulations. According to this provision, a fine of up to €10 million may be
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imposed on a corporate entity or association of persons if a criminal
offence or misdemeanour has been committed by an organ, a representative or another person entrusted with the management of the
enterprise, if the obligations of the corporate entity or association of
persons have been violated or if the corporate entity or association of
persons has been or should be enriched.
If no fine is imposed, section 29a OWiG provides the possibility of
confiscation of the value of proceeds from crime (formerly called forfeiture). This is a secondary consequence of a misdemeanour in the form
of an asset levy, which is intended to ensure that the beneficiary does
not benefit from the crime. The confiscation can be directed not only
against the offender of the administrative offence, but, according to
section 29a(2), No. 1 OWiG, also against another person for whom the
offender acted; for example, a corporate entity.
The individuals are subject to criminal law and, therefore, also to
various possible actions, such as imprisonment.

Exemptions
14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?
Medicinal preparations available by prescription do not fall under the
definition of finished medicinal products and are, therefore, not subject
to marketing authorisation. These are regularly prepared by the pharmacist him or herself.
The same applies to ‘ready-made’ drugs, which are manufactured
in quantities of up to 100 ready-to-deliver packs per day in pharmacies
themselves. These products meet the definition of the finished drug but
are exempted from the obligation to obtain a marketing authorisation
pursuant to section 21(2) No. 1 AMG.

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
Before a parallel importer may market a parallel imported medicinal
product into Germany, he or she must carry out a simplified national
marketing authorisation procedure. Medicinal products authorised and
marketed outside the European Union or European Economic Area
cannot be imported in parallel.

AMENDING AUTHORISATIONS
Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
In accordance with the requirements of Commission Regulation (EC) No.
1234/2008 (the Variation Regulation), several changes can be submitted
together in one variation in a grouping. However, the individual changes
must be listed. This also applies to individual changes that belong to the
same category.
For all marketing authorisations that are subject to the Variation
Regulation, the standard text for reporting side effects must be included.
•
As a rule, the adaptation can take place within the framework of
another regulatory procedure (renewal or type IB or type II variation) in connection with a further text amendment (in accordance
with Chapter C of the Variation Regulation) or by adapting to the
current quality review of documents template. The inclusion of the

•

standard texts must be marked accordingly and listed in the application form; a separate variation is not necessary. In this scenario,
no separate fee is charged for the adaptation.
If only the standard text is included without further text amendment, this must be submitted as a fee-based IAIN variation of
category C I z in accordance with article 5 of the Co-ordination
Group for Mutual Recognition and Decentralised Procedures
(human) Recommendation.

For all purely national marketing authorisations that are subject to
submission in accordance with section 29 of the Medicines Act (AMG),
or for registrations that are subject to submission in accordance with
section 39 of the AMG (homeopathic medicinal products) or section 39d
of the AMG (traditional herbal medicinal products):
•
if the standard text is included in connection with a further text
amendment, this must be marked accordingly, but is not regarded
as a separate amendment. In this scenario, no separate fee is
charged for the adaptation; or
•
if the standard text is incorporated without further text amendment,
this must be submitted as an independent amendment notification
in accordance with the AMG (section 29, paragraph 1; section 39,
paragraph 2b; or section 39d, paragraph 7) and is subject to a fee.
For medical devices, a new CE certification may become necessary.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
After a marketing authorisation of a medicinal product has been granted,
the Federal Institute for Drugs and Medical Devices (BfArM) must be
informed of any changes made by the marketing authorisation holder.
Major changes may only be implemented after approval by the BfArM.
The authorisation of a medicinal product is granted for a limited
period of five years. After five years, the benefits and risks of the medicinal product will be reassessed. This is necessary, as knowledge of the
safety of medicinal products cannot be completed at the time of their
first authorisation. Therefore, even after a medicinal product has been
authorised, the experience gained from its use must be continuously
and systematically collected and evaluated.
Medical device licences are also issued for a period of five years.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
Marketing authorisation is transmissible according to sections 398 and
413 of the Civil Code. The time frame for the transfer differs on a caseby-case basis.

RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
Infringements must be reported to the authorities without delay. The
competent authorities (in particular, the Federal Institute for Drugs and
Medical Devices (BfArM)) will take the necessary measures to eliminate
the infringements found and to prevent future infringements. They may,
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in particular, prohibit the placing on the market of medicinal products
or active substances, order their recall and ensure that the products are
actually being recalled.

PROMOTION
Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
Advertising of medicinal products and medical devices is governed by
several laws (eg, the Act on the Advertising of Medical Products and the
Unfair Competition Act) and in the regulations governing professions (eg,
the Medical Association’s professional code). These regulations only cover
sales advertising. Corporate advertising must be considered separately
from this; the Act on the Advertising of Medical Products, in particular,
does not apply to the latter. Health legislation provides special provisions in the Act on the Advertising of Medical Products that go beyond the
Unfair Competition Act owing to the specific characteristics of this market.
All regulations on advertising law also apply to online advertising.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
The Social Law (section 128 of the Social Code Book V), the Penal Code
(especially sections 299a, 299b, 331, 332, 333 and 334) and the laws
governing professions contain regulations that prevent the provision of
unfair advantages to medical service providers. Thus, medical service
providers are prohibited from accepting such advantages. Furthermore,
some regulations of the Act on the Advertising of Medical Products and
the Unfair Competition Act provide provisions of penalties and administrative offences.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
Pharmaceutical companies and medical device manufacturers may
publish data on donations to service providers on a voluntary basis.
This is regulated under the Association of Voluntary Self-Control of the
Pharmaceutical Industry’s Code of Transparency for Interaction with
Healthcare Professionals and Healthcare Organisations, which only
applies to members of the Association.

ENFORCEMENT OF ADVERTISING RULES
Enforcers

by judicial injunction proceedings (if necessary, accompanied or followed
by principal proceedings).
In addition, government bodies are also called upon to take action;
in particular, in the event of violations of the Act on the Advertising of
Medical Products or the Unfair Competition Act, or both.
Violations can constitute an administrative offence or a criminal
offence, or both. In the latter case, public prosecutors’ offices and courts
will act accordingly. If ‘only’ administrative offences are involved, the
corresponding administrative authorities – depending on the federal
state – are responsible.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
The Act on the Advertising of Medical Products applies to manufacturers
and suppliers of medicinal products and medical devices as well as to
hospitals, pharmacies and – with restrictions – physicians. Violations of
advertising prohibitions may result in financial and other consequences.
If a competitor issues warnings regarding advertising to its opponents, the costs of demanding a cease-and-desist declaration with penalty
clause and a final declaration in the form of the opposing lawyer’s fees
must be paid. In the case of court proceedings, these costs will be added.
A cease-and-desist declaration with penalty clause provides
penalty payments, if the company violates the cease-and-desist declaration. If a competitor obtains a temporary injunction, infringements of the
temporary injunction are subject to administrative fines. In particular,
breaches against the Act on the Advertising of Medical Products and the
Unfair Competition Act may be punishable by law or may constitute an
administrative offence.
In extreme cases, especially in the event of infringements against
the laws governing professionals, physicians may also be threatened
with professional sanctions (eg, a warning). In extreme cases, the withdrawal of the licence to practise medicine may also be conceivable;
however, this is rather unlikely.
Claims for damages by competitors are also conceivable. However,
it is not usually possible to prove that the damage has occurred.

PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
Several price regulations for medicinal products exist in Germany,
applying to the outpatient sector:
•
the Act on the Reform of the Market for Medical Products procedure;
•
reference pricing; and
the regime for manufacturer’s rebate.
•

OFF-LABEL USE AND UNLICENSED PRODUCTS

23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
In terms of competition law, companies and other participants in the
healthcare system (eg, physicians and hospitals) can support the
enforcement of advertising restrictions in the healthcare system by
demanding a cease-and-desist declaration with penalty clause, followed

Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
A statutory health insurance benefit for off-label use may be sanctioned in exceptional cases. In principle, a drug can only be prescribed
in Germany at the expense of the statutory health insurance (SHI), if
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it is used to treat diseases for which a pharmaceutical company has
obtained regulatory approval from the competent authority. However,
the federal legislator has opened up a way to allow off-label use as SHI
benefits within narrow limits. The Federal Ministry of Health uses expert
groups based at the Federal Institute for Drugs and Medical Devices
(BfArM) to assess this issue from a technical and scientific point of view.
The Federal Joint Committee (G-BA) commissions the expert groups
to assess the state of knowledge on the off-label use of individual active
substances or drugs. The expert groups submit the recommendations
developed in each case on the state of scientific knowledge on the offlabel use of those drugs to the G-BA. With a corresponding resolution,
the G-BA then includes the active substance in the Pharmaceuticals
Directive Annex VI. Depending on the outcome of the expert group’s
recommendations, the active substance is classified as ‘prescribable’
(Part A of the Annex) or ‘not prescribable’ (Part B) for off-label use.
Part A contains detailed information on each active substance
listed, the patient groups for which the off-label use is prescribable, for
which indication, the dosage and duration, and which pharmaceutical
company has agreed to the off-label use of its drug and has given a
corresponding assumption of liability in accordance with section 84 of
the Medicines Act (AMG).

Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
Unauthorised medicines or medical devices can be made available as
part of an individual therapeutic trial. An individual therapeutic trial
is an application of an unapproved drug in an individual case, which
the physician decides on his or her own initiative and with the patient’s
consent within the framework of freedom of therapy. It is only appropriate if all other treatment options have been exhausted and if the
physician suspects a benefit for the patient concerned on the basis of
scientific findings. The physician is responsible for the application. The
focus of an individual trial is, therefore, not on the acquisition of new
research findings, but on the healing of the individual patient, for whom
all other treatment options have already been exhausted.
In Germany, individual healing trials are not regulated by law. They do
not have to be reported, and there is no register for them. Nevertheless, it
is recognised that the freedom of medical treatment also includes the individual therapeutic test and that any accompanying infringements of AMG
standards may be justified by the emergency provision of section 34 of the
Penal Code. On the other hand, it is clear that the drug in question may not
be advertised and is not listed in the hardship register of the BfArM or the
Paul Ehrlich Institute. In this respect, a physician can only become aware
of the existence of the drug through participation in research congresses,
on the basis of specialist literature or through study registers.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
There are various special regulations in Germany that the Medicines Act
(AMG) provides for. These relate, in particular, to opiates and extremely
dangerous drugs, the prescription and distribution of which must be
notified and registered separately.
There are also individual products, such as blood products,
which are supplied directly by physicians and not, as is customary, by
pharmacists.

Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
The mail order pharmaceutical trade has been licensed in Germany
since 1 January 2004 (section 43(1) AMG). Approved German mail order
pharmacies are fully fledged on-site pharmacies with a mail order
licence in accordance with section 11a of the Pharmacy Act. They are
subject to the same legal requirements and control mechanisms as
traditional on-site pharmacies.
Depending on the category, medical devices may also be sold
online. A pharmacy obligation generally does not exist.

UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
No major changes in relation to medicinal products are apparent at this
stage. However, a major change in the authorisation and evaluation of
medical devices at the European level is foreseen.
The Medical Device Regulation was officially published on 5 May
2017 and came into force on 25 May 2017. Manufacturers of currently
approved medical devices will have a transition period of four years,
until 26 May 2021, to meet the requirements of the Regulation. The
period was originally three years but was extended by one year due to
the covid-19 pandemic.

Coronavirus

28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?

32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?

In the context of a hardship case programme, drugs can be made
available for compassionate use, if there is sufficient evidence of the
efficacy and safety of the drug. In addition, the medicinal product must
either have undergone a clinical trial or be subject of an application for
marketing authorisation submitted to the European Medicines Agency,
the BfArM or a competent authority in a member state.
In Germany, it is clearly regulated by law that a drug manufacturer
that participates in a hardship programme must make the drug available free of charge. The statutory health insurance funds do not pay for
the drug, only for the treatment and, if necessary, for the hospital stay.

There have been various pieces of emergency legislation, relief
programmes and other initiatives and measures relating to the covid-19
pandemic, from a regulation on deviation from the Working Time Act
to create more flexibility to the release of funds for research or the
procurement of protective equipment. Regulations to this effect have
been adopted at both the federal and state level.
Of central importance was the market entry of required medical
devices without a CE certificate. By way of derogation from the relevant
provisions, the competent authority in Germany, the Federal Institute
for Drugs and Medical Devices (BfArM) (or, within its competence, the

Compassionate use
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Paul Ehrlich Institute), may authorise the introduction into the market
or the putting into service of individual medical devices in Germany
for a limited period of time if their use is in the interest of protecting
public health. This ‘special approval’ of a medical device can only be
considered if the implementation of a regular conformity assessment
procedure cannot be awaited, and it has been proven that no medically approximately equivalent alternative product or procedure is
available.
The basis for a corresponding special approval is section 11(1) of
the Medical Devices Act. Against the background of the current events
in connection with SARS-CoV-2, the BfArM considers the prerequisite
mentioned therein for the application of this exceptional provision,
meaning that the special approval is in the interest of health protection,
to be fulfilled if supply bottlenecks arise for certain medical devices.
Applications for special approval for face masks were granted in
accordance with section 7(1) of the Medical Device Execution Act and
article 59(1) of Regulation (EU) 2017/745. FFP2/N95 masks were also
recognised as medical devices.

Alexander Ehlers
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HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES
Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

In India, healthcare is a responsibility of the state. At the national level,
the Ministry of Health and Family Welfare (MoHFW) is the apex authority
in the organisational structure of the healthcare system. It comprises
two departments:
•
the Department of Health and Family Welfare, which is responsible
for organising and delivering all national health programmes; and
•
the Department of Health Research, which is responsible for the
promotion of health and clinical research, the development of
health research and ethics guidelines, grants for research trainings, etc.
The Ministry of Ayurveda, Yoga and Naturopathy, Unani, Siddha and
Homeopathy develops and promotes research in alternative medicine
practices.
The central government’s responsibilities include policymaking,
planning, guiding, assisting, evaluating and coordinating the work of the
various state-level health authorities, as well as providing funding to
implement national health programmes.
The Central Drugs Standard Control Organisation (CDSCO) is the
National Regulatory Authority of India and is responsible for approval of
drugs, conducting clinical trials, laying down the standards for drugs and
controlling the quality of imported drugs in India. The Drug Controller
General of India (DCGI) is the head of the CDSCO and is responsible for
the licensing and control functions of the CDSCO.
The National Pharmaceuticals Pricing Authority is the authority for
controlling and monitoring the prices and availability of medicines.
At the state level, each state has separate Ministries of Health and
Family Welfare, Directorates of Healthcare Services and Departments
of Health and Family Welfare, which are responsible for organising and
delivering healthcare services and include persons from both the public
and private sectors. The State Drug Standard Control Organisation is
responsible for the regulation of the manufacture, sale and marketing
of drugs in each Indian state.
The organisational structure comprises an administrative subordinate office at the regional or zonal, district and subdistrict level.
The public healthcare system comprises primary (community health
centres), secondary (subdistrict hospitals) and tertiary (district hospitals and medical colleges) care centres. Primary and secondary care
hospitals are in the public sector, whereas tertiary care hospitals
are in either the public or private sector. Apart from these, there are

several clinics and diagnostic centres set up by individual medical
practitioners.
The services provided by the private sector are registered and
regulated under national and state councils constituted under the
Clinical Establishment (Registration and Regulation) Act 2010, while the
public sector comes under the authority of the MoHFW and state health
ministries. At the district level, Panchayati Raj institutions (local selfgovernment bodies) are responsible for establishing primary health
centres in rural areas.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

The DCGI administers and approves the manufacturing, importing or
marketing of medicinal products and medical devices in India.
The Drugs and Cosmetics Act 1940 (DCA), the Drugs and Cosmetics
Rules 1945 (DCR) and the Medical Devices Rules 2017 (MDR) govern
approvals and decide whether a product is categorised as a drug or any
other category (eg, cosmetics or dietary supplements).

Approval framework
3

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

The DCA, the DCR and the MDR regulate approvals regarding the
marketing of medicinal products and medical devices in India. The
approval process in India involves two phases: Phase 1 (approval
for clinical trials) and Phase 2 (marketing authorisation). The Drug
Controller General of India (DCGI) approves the drug only if it is safe and
effective in human beings. The conditions listed below must be satisfied
for approval or permission under the DCR to be granted.
The formulation must conform to the specifications approved by
•
the licensing authority.
The proper name of the drug must be printed or written in indelible
•
ink and must appear in a more conspicuous manner than the trade
name, if any, which must be shown immediately after or under the
proper name on the label of the innermost container of the drug or
every other covering in which the container is packed.
•
The label of the innermost container of the drug and every other
covering in which the container is packed must bear a conspicuous
red vertical line on the left side running throughout the body of the
label that shall not be less than 1mm in width and that shall not
disturb the other conditions printed on the label to depict it as a
prescription drug.
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The label on the immediate container of the drug as well as the
packing in which the container is enclosed should contain the
following warning: ‘WARNING: To be sold by retail on the prescription of a . . . only.’
Post-marketing surveillance studies must be conducted during an
initial period of two years of marketing the new drug formulation,
after obtaining approval of the protocol and the names of the investigator duly by the licensing authority.
All reported adverse reactions related to the drug must be
disclosed to the licensing authority and the DCGI, and regulatory
action resulting from their review must be complied with.
No claims except those mentioned in the points above must be made
for the drug without the prior approval of the licensing authority.
Specimens of the cartons, labels and package inserts that will be
adopted for marketing the drug in the country must be approved
from the licensing authority before a drug is marketed.
Each consignment of an imported drug must be accompanied by a
test or analysis report.

•

•

•
•

•

Labelling requirements for different medicines and medical devices are
also governed under the DCA and the MDR. Some of the basic labelling
requirements include the name of the product, the name and address of
the manufacturer, the lot or batch number and the expiry date. The DCR
also lays down specific rules for leaflets for different medicinal products.

CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

must either arrange an insurance policy or compensate the trial subject
in the event of any injury or death resulting from the clinical trial.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

The Drugs and Cosmetics Rules 1945 (DCR) do not prescribe a specific
timeline for granting marketing approval of a drug. However, the table
below outlines the key applications to be filed for the import of drugs
and marketing, the applicable fees, the validity periods and approximate
timelines. The actual time taken depends on various factors, such as the
amount and effectiveness of follow-up with the authorities concerned.
Application

Form No.

Fees

Validity

Approximate
timeline*

Import, manufacture of
new drug and permission
to undertake a clinical trial

Form 44

50,000
rupees

--

180 days

Registration for the
import of drugs into India

Form 40

US$1,000

3 years

270 days

Import license

Form 8

1000
rupees

3 years

45 days

Licence to sell, stock or
exhibit

Form 19

1500
rupees

5 years

30 days

* The timelines will also vary depending on the state licensing authorities.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

The Drugs and Cosmetics Act 1940, the Drugs and Cosmetics Rules
1945, the Medical Devices Rules 2017 (MDR), and the New Drugs and
Clinical Trials Rules 2019 (the NDCT Rules) regulate ethics committee
approval and the performance of clinical trials for medicinal products
and medical devices in India.

There are no statutory provisions in India that protect the research data
submitted to regulatory authorities for testing, nor for data exclusivity.

Reporting requirements

Freedom of information

5

9

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

Yes. The NDCT Rules prescribe that six monthly status reports of each
clinical trial, in respect of whether it is ongoing, completed or terminated, must be submitted to the Drug Controller General of India (DCGI).
Additionally, serious adverse events, including death during the trial,
must be reported to the DCGI and the ethics committee within 24 hours
of occurrence.

Consent and insurance
6

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

Yes. The NDCT Rules mandate that in all clinical trials, freely given,
informed and written consent must be obtained from each study subject
in the prescribed informed consent form, after providing information
about the study to the subject verbally, as well as using a patient information sheet, in a language that is non-technical and understandable by
the study subject.
It is not mandatory for the sponsors to arrange personal injury
insurance for the subjects. The NDCT Rules provide that the sponsor

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

No Indian laws allow third parties to make freedom of information or
right to information applications to obtain copies of applicants’ research
data submitted to the government for authorisation to market medicinal
products or medical devices.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
The DCR lays down rules in respect of all drugs, including Ayurvedic
(traditional medicines), homeopathic and biological drugs and those for
paediatric use.
The Ministry of Health and Family Welfare (MoHFW) issued separate guidelines for similar biological products in 2016, which contain
guidelines for the manufacture and quality of similar biologicals,
requirements for clinical trial applications, requirements for market
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authorisations, etc. Further, the Narcotic Drugs and Psychotropic
Substances Act 1985 governs controlled drugs in India.
The New Drugs and Clinical Trials Rules 2019 define ‘orphan drug’
as a drug intended to treat a condition that affects not more than 500,000
persons in India. The clinical trial of an orphan drug is similar to that of
other drugs. However, the Central Drugs Standard Control Organisation
(CDSCO) has the discretion to expedite the approval of an orphan drug.
Further, no application fee is required to be paid for conducting a clinical
trial of an orphan drug in India.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
Schedule Y under the DCR prescribes that after a product’s approval,
the new drug must be closely monitored for its clinical safety. The applicant must provide periodic safety update reports to report all relevant
new information from appropriate sources, relate the data to patient
exposure, summarise the marketing authorisation statuses in different
countries and any significant variations related to safety. The applicant
must also indicate whether changes will be made to the product information to optimise the product’s use.

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
A person who intends to manufacture, import, export or conduct wholesale
distribution and storage of medicinal products and medical devices in India
must obtain a licence from the licensing authority appointed by the CDSCO.
The DCR prescribes rules for the manufacture, import and sale of
drugs in India.
To import a drug in India, a registration certificate must be obtained
from the licensing authority for registration of the premises of manufacture, the means for import into India and use in India. The fee applicable
for registration is US$1,000, and the registration is valid for three years.
After obtaining the registration certificate, the importer must
provide the following information to the licensing authority to obtain the
import drug licence:
•
the name, full address, telephone number, fax number and email
of the applicant;
•
the name of the drug to be imported; and
•
a copy of the registration certificate obtained from the licensing
authority.
The fee to obtain a licence to import a new drug and for permission
for clinical trials is 50,000 rupees. The validity period for the licence to
import drug, including new drug is three years.
The fee to obtain an import licence is 1,000 rupees. This licence is
valid for three years.
To obtain a licence to sell, stock, exhibit or distribute drugs, the
following information must be provided to the licensing authority:
•
the name of the applicant; and
•
the names of the qualified persons under whose personal supervision the drugs will be sold.

To obtain a licence to manufacture drugs, the following information
must be provided to the licensing authority:
•
the name of the applicant;
•
the address of the premises where manufacturing activities will
take place;
•
the name of the drug; and
•
the names, qualifications and experience of the technical staff
employed for manufacturing and testing.
The fees to obtain a licence to manufacture drugs is 50,000 rupees. The
validity period for the licence is five years.
The MDR prescribes the conditions for the manufacturing and
import of medical devices in India.
To obtain a manufacturing licence for medical devices, the following
information must be provided:
•
the name of the applicant;
the nature and constitution of the manufacturer;
•
•
the registered office address, telephone number, fax number and
email; and
•
details of the medical devices to be manufactured
The fees to obtain a licence for manufacturing medical devices range
from 5,000 rupees to 50,000 rupees, depending on the nature of the
medical device and the manufacturing site. The licence is valid indefinitely subject to payment of a licence retention fee that ranges from
5,000 rupees to 50,000 rupees before the completion of a five-year
period from the date of issue.
To obtain a licence to import medical devices into India, the
following information must be provided:
•
the name of the authorised agent;
•
the nature and constitution of the authorised agent;
the registered office address, telephone number, fax number
•
and email;
the name and address of the manufacturer;
•
•
the name and address of the manufacturing site; and
•
details of the medical device to be imported.
The fees to obtain a licence to import medical devices range from
US$1,000 to US$3,000, depending on the nature of the medical device.
The licence is valid indefinitely subject to the payment of a licence retention fee that ranges from US$1,000 to US$3,000 before the completion of
a five-year period from the date of issue.

Requirements for exporting drugs from India
The DCR prescribes that a manufacturer with a valid licence to manufacture drugs may obtain a no objection certificate (NOC) from the Drug
Controller General of India (DCGI) to export the drugs outside India.
The ‘Guidelines for the Export of Drug’ issued by the MoHFW
prescribes detailed guidelines for applicants for the export of drugs
outside India. The two primary conditions to obtain the NOC from the
DCGI are that the applicant:
must have a copy of the valid export order; and
•
•
must identify the premises where the drug will be manufactured.

Export of medical devices
A person must file an application with the Central Licensing Authority
and pay a fee of 1,000 rupees to obtain a certificate to export a medical
device outside India.
The applicant must also request a free sale certificate or a quality,
safety and performance certificate in respect of the medical device from
the concerned authority of the importing country.

The fee to obtain a licence to sell or distribute drugs is 1,500 rupees. The
licence is valid for five years.
www.lexology.com/gtdt
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Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
The Drugs and Cosmetics Act 1940 (DCA) prescribes criminal sanctions
for violations of its provisions.
The import of adulterated or spurious drugs is punishable with imprisonment for a maximum of three years and a maximum fine of 5,000 rupees.
Further, the DCA prescribes that sale or manufacture of adulterated or
spurious drugs that is likely to result in death or grievous harm is punishable with imprisonment for a minimum term of 10 years and a maximum
term of life imprisonment, as well as a minimum fine of 1 million rupees or
three times the value of the drugs confiscated, whichever is higher.
The DCA also prescribes that a drug that is manufactured or sold
without a valid licence is punishable with imprisonment for a minimum
term of three years and a maximum of five years, as well as a minimum
fine of 100,000 rupees or three times the value of the drugs confiscated,
whichever is higher.
The DCA prescribes that in the case of a violation of the DCR, action
can be taken against the company and all the persons responsible
for the conduct of the company’s business who had knowledge of the
offending act.

Exemptions
14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?
The DCR prescribes that the following drugs will be exempted from the
provisions of the DCA and the DCR:
•
drugs not intended for medicinal use, in which case they should be
labelled as ‘NOT FOR MEDICINAL USE’;
•
quinine and other antimalarial drugs; and
•
drugs supplied by a registered medical practitioner to his or her own
patient or any drug supplied by a registered medical practitioner
at the request of another practitioner provided it is specifically to
treat a condition and for the use of an individual patient.

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
No. The DCA prohibits the import of any medicines and medical devices
into India without a licence. To import a drug into India, a registration
certificate must be obtained from the licensing authority for registration
of the premises, the drugs manufactured, the means for import and use
in India. After obtaining the registration certificate, the importer must
also obtain an import drug licence from the licensing authority.

AMENDING AUTHORISATIONS
Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
Medical products
The Drugs and Cosmetics Rules 1945 provide that a licensee must
inform the licensing authority immediately in writing in the event of any

change in the constitution of the firm, and the existing registration will
be valid only for three months from the date on which the change has
taken place.
If there is a change in the indication or intended use of a registered new drug, the applicant must file a fresh application for approval
reflecting the changes and modifications.

Medical devices
The Medical Devices Rules 2017 provide that the licensing authority
must be informed of any changes in the licensee’s constitution within
180 days of the change in the case of an import licence holder, and
within 45 days in the case of a manufacturing licence holder. The
existing licence will be valid only until a fresh licence with the changes
incorporated is issued.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
The requirements for renewal of authorisations for medical products
and medical devices are the same as those for filing fresh applications.
Applications for re-registration and renewal should be submitted a
minimum of nine months prior to the expiry of the registration.
To obtain import a drug licence, the importer must provide the
following information to the licensing authority:
•
the name, full address, telephone number, fax number and email
of the applicant;
•
the name of the drug to be imported; and
•
a copy of the registration certificate obtained from the licensing
authority.
To obtain a licence to sell, stock, exhibit or distribute drugs, the following
information must be provided to the licensing authority:
•
the name of the applicant; and
•
the names of the qualified persons under whose personal supervision the drugs will be sold.
To obtain a licence to manufacture drugs, the following information
must be provided to the licensing authority:
•
the name of the applicant;
•
the address of the premises where manufacturing activities will
take place;
•
the name of the drug; and
•
the names, qualifications and experience of the technical staff
employed for manufacturing and testing.
To obtain manufacturing licence of medical devices, the following information must be provided:
•
the name of the applicant;
•
the nature and constitution of the manufacturer;
the registered office address, telephone number, fax number and
•
email; and
•
details of medical devices to be manufactured.
To obtain a licence to import medical devices into India, the following
information must be provided:
the name of authorised agent;
•
•
the nature and constitution of the authorised agent;
•
the registered office address, telephone number, fax number and
email;
the name and address of the manufacturer;
•
the name and address of the manufacturing site; and
•
•
details of the medical device to be imported.
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Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
Indian law does not have any provision on the transfer of existing
approvals or rights to market medicines and medical devices.

indicating the reasons for its withdrawal, and the competent authority
must be informed of the relevant details thereof.
The manufacturer should immediately inform the relevant authority
of the occurrence of any recall within 15 days of the event coming to the
notice of the manufacturer.

PROMOTION
Regulation

RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
Medical products
In India, the Drugs and Cosmetics Act 1940 (DCA) contains provisions
relating to drug recall, complaints and adverse reactions, and licence
conditions for defective product recalls in India. Based on the DCA
provisions, the Central Drugs Standard Control Organisation issued
the Guidelines on Recall and Rapid Alert System for Drugs in 2017 (the
Recall Guidelines). The Recall Guidelines are applicable to all quality
defective drugs, including biologicals and vaccines.
The Recall Guidelines classify drug recall into three categories:
Class I (for drugs likely to cause serious health consequences or death);
Class II (drugs that are likely to cause temporary adverse health consequence); and Class III (drugs that are unlikely to cause any adverse
health consequence). The recalls are further classified into the following
levels: consumer or user; retail; and wholesale.
The recall procedure must be initiated on receipt of the information
from the relevant manufacturer or the authority within 24 to 72 hours
for Class I drugs, within 10 days for Class II drugs and within 30 days
for Class III drugs. The timeline for stopping the sale and distribution
of defective drug under Class I must be ensured within 24 hours (with
physical recall being completed within 72 hours). The sale and distribution of Class II and Class III defective drugs must be stopped within 10
and 30 days, respectively.
As soon as the defective product or batch is identified, the manufacturer or licensee must review the information at hand and make a
decision within 24 to 72 hours (in the case of Class I products), and
thereafter, communicate the recall decision to the entire supply chain,
including the warehouse, depot, distributors, retailers, exporters,
hospitals, healthcare professionals, and consumers and users. The
communication regarding the recall must specify the severity of the
defect, using the fastest mode of communication, including email, telephone, fax and SMS.
The manufacturer or licensee must inform the concerned regulatory authority immediately after the recall decision is taken. Other
duties of the manufacturer or licensee include informing the personnel
involved at the retail level and informing the stock position to the immediate supplier, manufacturer, and the local drug inspector.
The manufacturer, licensee or quality head must enter the details
in the recall log prescribed under the Recall Guidelines and issue the
product or batch recall notice to the distributor or marketing company.
The Guidelines also prescribe procedures on follow-up actions for
recalled goods.

Medical devices
The Medical Devices Rules 2017 provide that if a manufacturer or an
authorised agent has reasons to believe that a medical device (imported,
manufactured, sold or distributed) is likely to pose a risk to the health
of a user or patient during its use, the medical device must be recalled,

20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
Pharmaceutical advertising is governed by the following legislation:
•
the Drugs and Magic Remedies (Objectionable Advertisements) Act
1954 (the DMR Act), which controls the advertising of drugs;
•
the Drugs and Cosmetics Rules 1945, which regulate the labelling
and branding of pharmaceutical products, cosmetics and homeopathic medicines in India;
•
the Indian Medical Council (Professional Conduct, Etiquette and
Ethics) Regulations 2002 (the IMC Regulations), relating to ethical
conduct that may affect the relationship of medical practitioners
with the pharmaceutical industry;
•
the Uniform Code of Pharmaceutical Marketing Practices (the
UCPMP Code), a self-regulatory code adopted by the Indian pharmaceutical industry; and
•
the Code of Pharmaceutical Marketing Practices of the Organisation
of Pharmaceutical Producers of India.

Medicinal products
The promotion of medicinal products in India is primarily regulated
by the DMR Act and the DMR Rules. The DMR Act stipulates that any
advertisement of a drug that suggests or leads to the use of a drug for
the diagnosis, cure, mitigation, treatment or prevention of any disease,
disorder or condition specified in the Schedule is prohibited in India.
At the time of writing, the Schedule under the DMR Act contains 54
diseases. A recently proposed amendment to the DMR Act proposes to
expand the list to 78 diseases.
The DMR Act provides exceptions where the advertisement of
drugs is allowed, including:
•
where a registered medical practitioner’s signboard on his or her
premises indicates treatment for any disease, disorder or condition;
•
any treatise or book dealing with diseases from a bona fide scientific or social standpoint;
•
any advertisement sent confidentially to a registered medical practitioner; and
•
any government advertisement, or an advertisement by any government-sanctioned person.
Corporate or financial information describing a company’s area of business and progress in research falls outside the purview of the DMR Act’s
definition of advertisement, as it does not constitute promotional claims
on drugs as such. Further, it is common practice in India for pharmaceutical companies to advertise their area of business, infrastructure,
research capabilities, etc.
In respect of online advertising, the DMR Act defines an ‘advertisement’ as ‘any notice, circular, label, wrapper, or other document,
and any announcement made orally or by any means of producing or
transmitting light, sound or smoke.’ These regulations are technically
applicable to online advertising as well.
Another recent development in this regard is that the Ministry
of Health and Family Welfare (MoHFW) introduced the Draft DMR
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Act (Amendment) Bill 2020 (the DMRA Bill) in February 2020, which
proposes to include online advertising under the definition of advertisement under the DMR Act. In particular, the DMRA Bill proposes to
include the following means of promotion under the definition of advertisement: ‘any audio or visual publicity, representation, endorsement or
pronouncement made by means of light, sound, smoke, gas, print, electronic media, internet or website and includes any notice, circular, label,
wrapper, invoice, banner, poster or such other documents’.

Medical devices
The MoHFW issued a notification on 11 February 2020 (the MoHFW
Notification), specifying that the medical devices listed in the Notification
shall be treated as drugs as of 1 April 2020. Therefore, all the regulations and compliance requirements applicable for the advertising of
drugs are also applicable for medical devices. The MoHFW Notification
stipulates that medical devices include instruments, apparatuses,
appliances, implants, materials or other articles, including software or
accessories, for the purposes of:
•
diagnosing, preventing, monitoring, treating or alleviating any
disease or disorder;
•
diagnosing, monitoring, treating, alleviating or providing assistance for any injury or disability;
•
investigating, replacing or modifying or supporting the anatomy or
a physiological process;
•
supporting or sustaining life;
•
disinfecting medical devices; or
•
controlling conception.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
The legal framework surrounding inducements to healthcare professionals in India is covered under the IMC Regulations and the UCPMP
Code. The IMC Regulations and the UCPMP Code prohibit any
inducements to healthcare professionals to prescribe, sell, supply
or recommend use of a particular medicinal product, and under the
MoHFW Notification, these restrictions apply to medical devices as well.
Further, the UCPMP Code prohibits pharmaceutical companies
from extending to healthcare professionals any travel facilities inside or
outside the country, including rail, air, ship, paid vouchers, etc, as well
as any hospitality services, accommodation or cash or monetary grants.
Additionally, the standard Indian laws against corruption and
bribery will apply to violations of the IMC Regulations and other legislation, such as the DMR Act and the Drugs and Cosmetics Act 1940, and
will also be applicable to healthcare professionals. Further, healthcare
professionals in violation of these laws will be prosecuted under the
applicable penal laws in India.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
There are no specific statutory requirements that apply to recording and
publishing details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or medical
devices in India.

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
The food and drug administration authority in each Indian state is responsible for enforcing the Drugs and Cosmetics Act 1940 and the Drugs and
Magic Remedies (Objectionable Advertisements) Act 1954 (the DMR Act).
Further, compliance under the Uniform Code of Pharmaceutical
Marketing Practices (the UCPMP Code) is enforced by the ethics
committee for pharmaceutical marketing practices (ECPMP). The
ECPMP has three members who will preside over a complaint. In
the case of a review, there will be a five-member review committee
named apex ethics committee for pharmaceutical marketing practices
(AECPMP) whose decision will be final.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
Breach of the DMR Act provisions is punishable by up to six months’
imprisonment and a fine. There is up to one additional year of imprisonment for a repeated offence.
The UCPMP Code, which is a self-regulatory code, prescribes any
of the following penalties in the event of a breach:
•
suspension or expulsion of the company from the pharmaceutical
association;
•
reprimand of the company and publishing of the details of the
reprimand;
•
requirement of the company to issue a corrective statement in the
media used for promotion; or
•
requirement of the company to recover items given in violation of
the UCPMP Code from the concerned persons and provide details
of the action to the ECPMP or the AECPMP.

PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
The pricing of medicines in India is controlled by Drug (Price Control)
Order 2013 (DPCO). These pricing regulations are also applicable for
medical devices in accordance with the Ministry of Health and Family
Welfare’s notification issued on 11 February 2020.
The following are some of the key pricing obligations under the
DPCO on the importers, manufacturers and marketers of medicines and
medical devices.
The maximum retail price (MRP) of the product must not be
•
increased by more than 10 per cent within any 12-month period.
If the MRP of the product has been increased by more than 10 per
cent, the importer, manufacturer or distributor will be liable to pay
the overcharged amount along with penalty and interest thereon
from the date of the price increase.
•
All importers, manufacturers and distributors must submit the
price revision of the product to the dealers, retailers, hospitals and
the government in the Form V prescribed under the DPCO.
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The National Pharmaceutical Pricing Authority (NPPA) has the
authority to fix the ceiling prices of medicines and medical devices
under extraordinary circumstances and in the public interest. Once
the price is fixed, importers, manufacturers or distributors must fix
the MRP to a price equal to or below the ceiling price.
The ceiling price for the medicines and medical devices listed in the
National List of Essential Medicines is fixed by the NPPA.

India does not have a mechanism for the reimbursement of drugs.

OFF-LABEL USE AND UNLICENSED PRODUCTS

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
The Drugs and Cosmetics Act 1940 and the Drugs and Cosmetics Rules
1945 (DCR) govern the sale of all kinds of drugs, including Ayurvedic
(traditional medicines), Siddha, Unani (herbal medicines) and homoeopathic drugs in India.

Online supply

Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
Although off-label drugs are very common in medical practice in India,
there is currently no law in India to govern, prescribe or use off-label
drugs. The Indian Medical Association (IMA), a voluntary association
formed in the interest of medical practitioners, has been attempting
to officially permit off-label use of drugs in India; however, the IMA’s
attempts have faced strong opposition in the past.

Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
The Drugs and Cosmetics Act 1940 (DCA) prohibits the manufacture,
sale, distribution and import of medicines and medical devices without
a licence.
A person who manufactures, sells, distributes or imports drugs into
India without the prescribed licence will be punished with a minimum
imprisonment of three years and a maximum imprisonment of five
years, as well as and a fine of 100,000 rupees or three times the value of
the drugs confiscated, whichever is higher.

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
Indian law does not prescribe any rules for compassionate use for unlicensed products.
However, in light of the covid-19 pandemic, in June 2020 the Ministry
of Health and Family Welfare proposed to amend the New Drugs and
Clinical Trials Rules 2019 (the NDCT Rules) through the draft New Drugs
and Clinic Trials (Amendment) Rules 2020 (the NDCT Draft Rules). The
NDCT Draft Rules propose to permit compassionate use of unlicensed
drugs. However, for compassionate use, the drug must be in a Phase
III clinical trial in the country from where it is imported. The NDCT Draft
Rules lay down rules for the application for a licence to import a new
drug for compassionate use by a hospital or medical institution.
In addition, the DCA and the Drugs and Cosmetics Rules 1945
permit the import of small quantities of new drugs by a government
hospital or an autonomous medical institution to treat patients suffering
from life-threatening diseases or diseases resulting in a serious permanent disability, or for extreme medical needs.

30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
There is no Indian law that regulates the online sale and supply of medicines and medical devices.
However, the Ministry of Health and Family Welfare has issued a
draft notification to amend the DCR to regulate the online sale of drugs,
which, at the time of writing, is pending approval from the government.
The draft notification prescribes a procedure for e-pharmacy registration for the sale and distribution of drugs through the e-pharmacy portal,
a procedure for sale and distribution by verification of e-prescriptions,
e-pharmacy portal monitoring, etc.

UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
Current and foreseeable draft legislation and rules include the following.
•
The draft e-pharmacy rules regulating the online sale of medical
products and devices are expected to be finalised soon. The
draft notification in this regard was issued by the government in
August 2018.
•
The draft New Drugs and Clinic Trials (Amendment) Rules 2020
intending to permit compassionate use of unlicensed drugs is
pending approval from the government.
•
The Ministry of Health and Family Welfare (MoHFW) issued a notification regarding the Drugs and Cosmetics (Amendment) Rules
2020 on 11 February 2020, which will come into effect from 1 March
2021. The Rules provide the definitions, responsibilities and labelling requirements that are to be complied with by the marketer
of the drugs. Further, under the Rules, any marketer who sells or
distributes any drug is, along with the manufacturer, responsible
for the quality of the drug as well as other regulatory compliances.
•
In November 2019, the government approved the extension and
renewal of the Pharmaceuticals Purchase Policy while adding one
additional product (alcoholic hand disinfectants) to the existing list
of 103 medicines.
•
The MoHFW released the draft National Digital Health Blueprint
Report, which identifies the deployment of digital tools and technological advancements to enhance the healthcare system in India.
The National Medical Commission Act 2019 (NMCA) received
•
presidential assent in 2019 and is in the process of being notified and implemented in India. The NMCA will replace the Indian
Medical Council Act 1956, and the National Medical Commission
will replace the Indian Medical Council. The NMCA will govern the
medical education system in India and provides for the adoption of
the latest medical research by medical professionals, high-quality
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health and medical professionals, periodic assessment of medical
institutions, etc.
The government plans to set up a fund of almost US$1.3 billion to
boost the manufacturing of pharmaceutical ingredients domestically by 2023.

Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
The government has taken many steps to combat the covid-19 pandemic,
including steps in respect of legislation, schemes and programmes in
the pharmaceutical sector, some of which are outlined below.
•
The MoHFW notified the draft New Drugs and Clinic Trials
(Amendment) Rules 2020 to permit compassionate use of unlicensed drugs.
•
The MoHFW issued a notification on 26 March 2020 permitting
retailers to sell and deliver drugs to the doorsteps of consumers
within the geographical boundaries of the retailer.
•
To ensure sufficient supply of safety equipment for healthcare
professionals and the availability of drugs, the Directorate General
of Foreign Trade and the Ministry of Commerce and Industry issued
various notifications restricting the export of personal protective
equipment, ventilators, sanitisers, diagnostic kits and certain
essential drugs.
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HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES
Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

•

grants authorisation to manufacturers of medicines for human use
and monitors their compliance with good manufacturing practice.

The Ministry of Health is the sole authority responsible for the delivery
of narcotic drugs and psychotropic substances, medical devices, biocides, personal protective equipment, medical surgical devices and other
healthcare products (Prime Minister’s Decree No. 59/2014).

Health authorities

Regional authorities

The state and local authorities that have competence in the healthcare
sector are:
•
the Ministry of Health;
the Italian Medicines Agency (AIFA); and
•
•
the regional health authorities.

With the 2001 constitutional reform, the protection of human health
has become one of the competences shared between the state and
the regions (article 117 of the Constitution). Therefore, the NHS operates under the direction and responsibility of the Ministry of Health,
while the regions determine the distribution of NHS healthcare facilities and hospitals in their respective territories, as well as the financial
resources allocated to them.
It is up to the state to determine the essential standards of care
that each region must be able to deliver to its residents through local
healthcare facilities and hospitals.
The retail sale of medicines by pharmacies and para-pharmacies is
organised at regional level.

These authorities may turn to the advice of the High Health Institute,
a scientific-technical body of the National Health System (NHS)
(Legislative Decree No. 267/1993).

The Ministry of Health and the Medicines Agency
The Ministry of Health has the primary responsibility of providing healthcare and appropriate products for treatment (article 1 of Legislative
Decree No. 266/1993).
In 2003, AIFA was established to ensure the unity of the pharmaceutical system and to encourage investment in research and development
(article 48 of Legislative Decree No. 269/2003).
Under the supervision of the Ministry of Health and the Ministry of
Finance, AIFA:
•
ensures that patients have access to medicines (especially of innovative medicines and medicines for rare diseases) and the safe and
appropriate use of those medicines (also by managing the national
pharmacovigilance network);
•
grants marketing authorisations for medicines for human use
except for those that require a European authorisation according to
Regulation (EC) No. 726/2004 and Regulation (EC) No. 1394/2007
on advanced therapy medicinal products;
•
monitors the public pharmaceutical expenditure and adopts
containment measures where required by the law (such as the
reduction of medicines’ prices and the imposition of payback obligations on pharmaceutical companies);
•
manages the price and reimbursement procedures of medicines for human use according to the criteria laid down in the
Ministerial Decree of 2 August 2019 to grant the reimbursement
by the NHS;
•
authorises clinical trials (Legislative Decree No. 211/2003,
Legislative Decree No. 200/2007 and Law No. 189/2012) and supervises their compliance with good clinical practice;
•
monitors non-interventional studies and compassionate use
programmes; and

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

Medicinal products
AIFA is responsible for granting marketing authorisations for medicines
for human use through, as appropriate, the national procedure, the
decentralised procedure or the mutual recognition procedure.
The centralised authorisation procedure falls within the exclusive
competence of the European Medicines Agency (EMA). The AIFA’s activities are regulated by Legislative Decree No. 219/2006, implementing
Directive 2001/83/EC.
AIFA cannot authorise medicines that must be evaluated by the
EMA via the centralised procedure, that is, medicines derived from
biotechnology and other high-tech processes, advanced therapy
medicines and medicinal products containing new active substances
intended for the treatment of HIV/AIDS, cancer, diabetes, neurodegenerative diseases, autoimmune and other immune dysfunctions and viral
diseases, and designated orphan medicines intended for the treatment
of rare diseases.

Medical devices
Medical devices are currently regulated by Legislative Decree No.
46/1997, implementing Council Directive 93/42/EEC on medical devices;
Legislative Decree No. 507/1992, implementing Council Directive
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90/385/EEC on active implantable medical devices; and Legislative
Decree No. 332/2000, implementing Directive 98/79/EC on in vitro diagnostic medical devices.
This legislation will be progressively replaced by two new EU
Regulations on medical devices (Regulation (EU) 2017/745, repealing
Council Directives 90/385/EEC and 93/42/EEC) and in vitro diagnostic
medical devices (Regulation (EU) 2017/746, repealing Directive 98/79/
EC), which entered into force on 25 May 2017 but will apply after a transition period (from 26 May 2021 and from 26 May 2022, respectively).
Under the medical devices’ legislation, medical devices need
CE marking to be traded in the European Union and the European
Economic Area.
The Ministry of Health supervises the conformity of the medical
devices marketed in Italy to the legal requirements. To this end, the
manufacturer must register its medical device in the national medical
devices database before placing it on the market (Ministerial Decrees of
20 February 2007 and 21 December 2009).

Cosmetics and dietary supplements
The intended use of the medical device must have a medical purpose
(diagnosis; prevention; control or therapy; alleviation or compensation
of injury or handicap; study, replacement or modification of anatomy or a
physiological process; or contraception control), which makes it possible
to distinguish it from other products that do not have those purposes,
such as cosmetics, herbal medicines and dietary supplements.
Another element to look at is the mechanism of action. A medical
device has a ‘non-pharmacological, immunological or metabolic’ mechanism of action, while a medicine has a ‘pharmacological, immunological
or metabolic’ mode of action.

granted through the national procedure allows the commercialisation
of the medicine only in the national market, the authorisation obtained
through the mutual recognition procedure can also be extended to
one or more EEA countries, and the authorisation granted through the
decentralised procedure is simultaneously valid in two or more EEA
countries on the basis of identical documentation.
There are simplified procedures to obtain a marketing authorisation for medicines that are generic and have well-established uses, as
well as for biosimilars and hybrid (or mixed) applications.
A marketing authorisation is granted once AIFA has assessed the
quality, safety and efficacy of a new medicine or the new therapeutic
indication of an approved medicine.
To obtain a marketing authorisation, the applicant must submit
to AIFA a dossier containing chemical-pharmaceutical, preclinical and
clinical information, structured according to a standardised format
(the common technical document). The data and studies submitted to
support the application must comply with guidelines at both the local
and the European level.
AIFA is advised by the Scientific Technical Committee, which determines the clinical value of new medicines. A second advisory board is
the Pricing and Reimbursement Committee, which is responsible for
defining the price.
When granting an authorisation, AIFA approves the summary
of product characteristics, the package leaflet and the labels of the
medicine. Those documents contain the relevant information on
efficacy, safety, clinical use, contraindications, warnings and precautions for use of the medicine resulting from the scientific evaluation
performed by AIFA.

Medical devices
Borderline products
Borderline products are products that by their nature do not clearly
belong to a specific health product category, with the consequence that
it is difficult to determine which legislation applies.
Alternatively, borderline products are products that fall within the
definition of a medical device but are excluded from the scope of the
relevant EC Directives, in which case other legislation applies.
However, it is up to the manufacturer to decide whether its product
falls within the definition of a medical device (article 1, paragraph 2 of
Legislative Decree No. 46/1997). In case of doubt, the Ministry of Health
decides which legislation will apply to the product at issue, taking into
account the European Commission’s guidelines (eg, the Manual on
borderline and classification in the community regulatory framework
for medical devices).
With specific regard to software, it is not always easy to determine
whether a piece of software should be considered a medical device. The
European Commission has provided guidance on this issue (MEDDEV
2.1/6, which deals with stand-alone software, in other words, software
made available to the user or marketed without being incorporated into
a medical device). For instance, the medical device legislation applies to
software developed for specific in vitro diagnostic applications, software
that analyses data acquired by medical devices to output data on which
the diagnosis is based and software that monitors the functioning of a
medical device.

Approval framework
3

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

Under the medical devices’ legislation, medical devices requires
CE marking to be traded in the European Union and the European
Economic Area. The CE marking procedure for medical devices includes
the following steps: device classification, verification of its compliance
with the essential requirements, and the CE marking.
The manufacturer identifies the class of the medical device,
according to the rules contained in Annex IX of Legislative Decree No.
46/1997, and follows the appropriate marking procedure. To bear the CE
marking, the medical device must correspond to the essential requirements set out in Annex I of Legislative Decree No. 46/1997. These are
the safety and efficacy standards that both the devices and their production systems must possess.
The higher the risk of the device, the greater the safety guarantees
that the manufacturer must provide for the production of the device.
In any case, the manufacturer is obliged to draw up, keep and
update a technical file that must be made available to the Ministry of
Health upon request.
Similar rules apply to active implantable medical devices and in
vitro diagnostic medical devices, but the manufacturer must always
obtain a certificate of conformity from the relevant body, except for in
the case of in vitro diagnostic medical devices that are not included in
the relevant Annex and self-diagnostic tests that only require the manufacturer’s declaration of conformity.
To prove the conformity of its medical devices with the essential
requirements, a manufacturer may apply existing technical standards,
which are technical specifications approved by a recognised standardisation body for repeated or continuous application (ie, standards from
the International Organization for Standardization, one of the European
standardisation organisations or UNI).

Medicinal products
All marketing authorisation procedures that take place before AIFA result
in national marketing authorisations. However, while the authorisation
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CLINICAL PRACTICE

without making significant changes, by the sponsors for any clinical trial,
as well as the informed consent form and the guidelines for obtaining
the consent from the trial subjects.

Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

Medicinal products
The fundamental ethical principles that clinical trials for medicinal
products must comply with can be found in the Declaration of Helsinki
adopted in 1964 by the World Medical Association, which has since been
amended several times. Clinical trials must also satisfy the international
standards of good clinical practice (GCP) concerning the design, conduction, registration and communication of the results of clinical trials on
human subjects.
Those principles and the GCP have been adopted by the European
Union and transposed into Italian law. Directive 2001/20/EC and
Commission Directive 2005/28/EC on GCP were implemented by
Legislative Decree Nos. 211/2003 and 200/2007 (recently amended by
Legislative Decree No. 52/2019), which are supplemented by Legislative
Decree No. 219/2006 and some regulations concerning specific topics
(eg, the Ministerial Decree of 21 December 2007 on filing with the
competent authority of the request for authorisation, the communication of substantial amendments and the declaration of conclusion of the
clinical trial and on the request for an opinion to the ethics committee).
In Italy, several authorities are involved in the assessment of clinical trials.
•
The Italian Medicines Agency (AIFA) is responsible for the authorisation of studies and amendments of each phase.
•
The High Health Institute may issue an opinion on Phase I clinical
trials and their amendments.
•
The ethics committees at the hospitals and healthcare facilities where the clinical trials take place (clinical trial centres) are
responsible for the protection of the rights, safety and well-being
of the patients enrolled in the trials.
•
The general directorates of the clinical trial centres must approve
and enter into the clinical trial agreements.

Medical devices
Most of the clinical investigations that require a preliminary evaluation by the Ministry of Health are conducted on non-CE marked medical
devices and are promoted by the manufacturers for the purposes of
CE marking (pre-marketing investigations). They are regulated by the
Legislative Decree Nos. 507/1992, 46/1997 and 332/2000, which are
supplemented by some Ministerial Decrees and notices.
Those clinical investigations are aimed at obtaining the clinical data
that is necessary to prove the safety and efficacy of the medical device.
The data, together with the relevant scientific literature, preclinical test
results, the design data and the specific technical documentation must
be included in the documentation that is submitted to the relevant body
for obtaining the CE certification of the device.
As a rule, the pre-marketing investigations must be notified to the
Ministry of Health, and they must always be submitted to the competent
ethics committees.
Before starting a pre-marketing investigation, the manufacturer
must provide the Ministry with several documents, including the study
protocol and the favourable opinions of the ethics committees at the
clinical centres or, otherwise, the declaration that those opinions have
been duly requested, although it is not possible to start the investigation
without the favourable opinions by the ethics committees.
As in the case of medicinal products, the medical devices legislation sets out the ethics principles and the GCP that must be complied
with when conducting clinical investigations on medical devices. In
particular, any activity that has an impact on humans must be carried
out in accordance with the Declaration of Helsinki.

Reporting requirements
5

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

Medicinal products
In 2018, the National Coordination Centre of Territorial Ethics Committees
was set up to ensure the coordination, consistency and conformity to
the law of the activities carried out by the local ethics committees (Law
No. 3/2018).
Before starting a clinical trial, the sponsor must obtain an authorisation from AIFA, together with a favourable opinion from the competent
ethics committee. To this end, the sponsor must submit to the ethics
committee a protocol, which is a document that describes the methodology of the trial, the objectives, the characteristics of the patients who
can be recruited in the trial, the programme, where the trial takes place,
the necessary medical tests, the treatment and the duration of the trial.
The ethics committee must assess in an independent manner
the quality of the clinical trial (ie, the scientific value and relevance of
the protocol), the independence of the trial, the potential benefits for
the patients, and the quality and completeness of communication to
the patient. For this reason, the ethics committee must also check the
informed consent form, as well as the privacy notice and consent form
that will be used to obtain the patients’ consent to participate in the
trial and their consent to the processing of their personal data for the
purposes of the trial.
In multicentre trials, the coordinating ethics committee (the one at
the clinical trial centre where the principal investigator operates) issues
a single opinion that the other ethics committees may accept or refuse.
The National Coordination Centre of Territorial Ethics Committees
has adopted a clinical trial agreement template that should be used,

The National Observatory on Clinical Trials of Medicines is the operational tool for managing the authorisation process of clinical trials
(Phases I–IV) that take place in Italy, and for forwarding the relevant
information on clinical trials to the European Union Clinical Trials
Register (EudraCT) database. It allows the sponsor to submit the
requests for the authorisation of a clinical trial and of substantial
amendments to an ongoing clinical trial at the same time to AIFA, the
coordinating ethics committee and all other ethics committees.
In accordance with EU law, the sponsor must promptly publish in
EudraCT the results obtained at the end of the clinical trial as soon as
they are available by all clinical centres involved in the trial and, in any
case, no later than 12 months from the conclusion of the trial.
The investigator has the right to disseminate and publish, without
any limitation, the results of the clinical trial in accordance with the rules
on personal data protection and intellectual and industrial property rights.

Medical devices
Every stage of the clinical investigation must be in line with the ethical
principles laid down in the Declaration of Helsinki, including the publication of the final results. The study protocol – which is submitted to the
competent ethics committees – must specify how the results will be
made publicly available.
In accordance with EU law, the manufacturer must publish the
relevant information about clinical investigations in the European database Eudamed.
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Consent and insurance
6

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

refer to the results of the preclinical and clinical trials already filed by
the originator of the reference product. In addition, the generic product
cannot be put on the market unless a 10-year period has elapsed from
the initial authorisation of the reference product. This 10-year period
can be extended to a maximum of 11 years in specific circumstances.

Medicinal products
The GCP requires informed consent for trial subjects to be enrolled in a
clinical trial (Legislative Decree No. 200/2007). ‘Informed consent’ means
consent voluntarily given in writing, by signing a dated document, prepared
by the sponsor and approved by the competent ethics committee (Legislative
Decree No. 211/2003 and the Ministerial Decree of 15 July 1997).
If the patient is not capable of giving valid consent, his or her enrolment in the clinical trial is decided by his or her legal representative or
another person who is entitled to make the decision according to the
applicable law (Legislative Decree No. 211/2003).
The National Coordination Centre of Territorial Ethics Committees
has adopted an informed consent form that should be used in all clinical
trials that are conducted in Italy.
The sponsor of the trial must arrange personal injury insurance that
meets the requirements laid down in the Ministerial Decree of 14 July 2009.

Medical devices
There is no data or market exclusivity period for medical devices.
To obtain CE certification, the manufacturer of a medical device can
submit to the relevant body a critical evaluation of the scientific literature available on safety, performance, design features and intended use
of a medical device that is already on the market if the manufacturer
can prove the equivalence between that medical device and its product.

Freedom of information
9

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

Medicinal products
Medical devices
The medical devices legislation requires informed consent for patients
to take part in a clinical investigation. The study protocol must specify
the procedures for providing the patient with all relevant information
about the clinical investigation and the medical device and for obtaining
his or her informed consent.
The Ministerial Decree of 2 August 2005, which regulates the
procedures for submitting the notification of clinical investigation, specifies that the manufacturer of a medical device must arrange appropriate
personal injury insurance, which must be submitted to the competent
ethics committee.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

Medicinal products
Under Legislative Decree No. 219/2006 (the Medicines Code), the Italian
Medicines Agency (AIFA) must adopt its decision on the request for a
marketing authorisation within 210 days of the receipt of a valid application. As a rule, the marketing authorisation is valid for a five-year term.

Medical devices
Medical devices can be marketed as long as they are CE marked. The CE
certification granted by the relevant body is valid for up to five years. It
can be extended for subsequent periods of five years each upon request
submitted within the deadline indicated by the contract entered into
between the manufacturer and the relevant body.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

Medicinal products
The ‘8+2+1-year’ data and market exclusivity period works as follows:
data submitted by originators is protected for an eight-year period from
the initial authorisation of the reference product, after which the person
applying for the marketing authorisation for a generic product may

Since AIFA is a public entity, any interested person may request to have
access to documents that are held by AIFA (Law No. 241/1990 on the
access to public documents). The applicant must show that it has a
direct and actual interest in relation to the document to which access
is requested.
However, access to certain documents can be denied or restricted
to safeguard the industrial and commercial interests of other persons.
Moreover, under the Freedom of Information Act (Legislative
Decree No. 33/2013, as amended by Legislative Decree No. 97/2016
(FOIA)), any person may request to have access to documents or information that the public entities would be obliged to publish on their
official websites in accordance with the principle of transparency.
AIFA is restrictive in granting access to acts or documents of pending
marketing authorisation procedures. AIFA has provided guidance on
how to request documents held by it.

Medical devices
The notified bodies that have been authorised by the Ministry of Health
to carry out the conformity assessment procedure are all private entities except for the High Health Institute. Therefore, it is possible to apply
for access only to documents held by the High Health Institute (Law No.
241/1990 on access to public documents and the FOIA).

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
Medicinal products developed by means of biotechnological processes,
including biosimilars, must be centrally approved by the European
Medicines Agency (EMA).
When a biosimilar that is already marketed in the European Union
does not meet the conditions of the definition of a generic medicinal
product owing, in particular, to differences in the raw materials or in the
manufacturing processes, the applicant must provide the EMA with the
results of appropriate preclinical tests or clinical trials relating to those
conditions.
At the European level, there are specific rules for approval
(including rewards or incentives) of orphan drugs, medicines for paediatric use and advanced therapy medicinal products.
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Under Italian law, a simplified marketing authorisation procedure
applies to herbal and homeopathic products, in both cases under certain
conditions.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
Medicinal products

Medicinal products
The holder of the marketing authorisation for a medicine granted by AIFA
(MAH) must record in detail all suspected adverse reactions to the medicine observed in Italy, in the European Union or in a third country. The
MAH must also register and notify with utmost urgency, and in any case
within 15 days of when he or she was informed, any suspected serious,
adverse reaction to the medicine that occurred in Italy and reported to him
or her by healthcare professionals (HCPs) to the healthcare facility where
the HCPs work and, if it is not possible to identify that facility, to AIFA. The
MAH must also notify AIFA with utmost urgency, and in any case within
15 days of the date of being informed, of any other suspected serious,
adverse reaction to medicines of which he or she has become aware.
The MAH must have, on a permanent basis, a person responsible
for pharmacovigilance within its organisation who meets the professional requirements stipulated by law.
The MAH must provide AIFA with information on suspected adverse
reactions in the form of periodic safety update reports (PSURs) to the
competent authorities. These periodic reports are sent to AIFA at least
every six months, starting from the granting of the authorisation and
until the moment of placement on the market.
PSURs must also be immediately provided upon request or at
least every six months in the first two years following the first placement on the market, and then once a year for the following two years.
Subsequently, those reports must be submitted every three years or
immediately upon request. PSURs should include a scientific assessment of the benefit–risk balance of the medicinal product.
HCPs, through their healthcare facilities, must report suspected
serious, adverse reactions from medicines to AIFA and the competent
regional authorities. AIFA ensures that all reports of suspected serious,
adverse reactions from medicines are immediately made available to
the MAH and, in any case, within 15 calendar days of the date of receipt
of the communication.
Additional pharmacovigilance obligations of the MAH can be found
in the Ministerial Decree of 30 April 2015, implementing Directive
2010/84/EU and Directive 2012/26/EU.

Medical devices
The manufacturer of a medical device must immediately notify the
Ministry of Health of any safety incident, as defined in the medical
devices legislation, of which they are aware, as well as of the corrective
actions taken to reduce the risk of death or serious consequences on
health associated with the use of the medical device.
HCPs must report any safety incidents to the Ministry of Health,
which then informs the manufacturer.

Under the Medicines Code, an authorisation by the competent authorities is required to manufacture, import and export medicinal products,
as well as to distribute them.
To obtain the manufacturing authorisation, the applicant must
provide AIFA with all the necessary information and documentation,
such as the medicinal products that will be produced or imported, the
location of the plant, the availability of appropriate facilities and technical equipment for the manufacturing processes and for the storage of
medicinal products, and the appointment of a qualified person who will
be responsible for compliance with good manufacturing practice.
AIFA must decide on the request for a manufacturing authorisation
within 90 days of the receipt of a valid application, after an inspection
of the plant.
The wholesale distribution of medicinal products requires an
authorisation issued by the competent regional authority. This authorisation is not necessary for those holding a manufacturing authorisation.
To obtain the wholesale license, the applicant must have appropriate facilities, installations and equipment for the storage and
distribution of medicinal products, as well as adequate personnel and a
qualified person who is responsible for compliance with good distribution practice. Moreover, the applicant must undertake to comply with its
legal obligations.
The competent authority must decide on the request within 90 days
of the receipt of a valid application, after an inspection of the applicant’s
facilities.

Medical devices
In Italy, the manufacturing and distribution of medical devices does not
require an authorisation by any health authority.
Manufacturers of medical devices that are based in a non-EU
country must appoint a legal representative in the European Union that
can be contacted by the competent authorities and notified bodies based
in the European Union.

Sanctions
13 What civil, administrative or criminal sanctions can authorities
impose on entities or their directors and officers for breach of
the requirements concerning controlled activities?
Medicinal products
Criminal sanctions apply to any person that infringes the requirements
concerning controlled activities.
Any person who puts on the market medicines for which a
marketing authorisation has not been issued is punished with imprisonment of up to one year and a fine ranging from €2,000 to €10,000. More
serious criminal sanctions apply if the fact constitutes a more serious
crime (such as homicide or personal injuries).
Any person that starts the production of medicinal products
without having obtained the required authorisation is punished with
imprisonment from six months to one year and with a fine ranging from
€10,000 to €100,000. Any person that starts the wholesale distribution
of medicinal products without having obtained the necessary authorisation is punished with imprisonment from six months to one year and
with a fine ranging from €10,000 to €100,000.
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Companies may be held liable for criminal offences together with
their directors and top managers (Legislative Decree No. 231/2001).

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?

Medical devices
Any person who puts on the market medical devices without a valid CE
mark is punished with a fine ranging from €21,400 to €128,000.

Exemptions
14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?

Medicinal products
Under the Medicines Code, the initial marketing authorisation for a
medicinal product is renewable for an additional five-year period. After
the renewal, the marketing authorisation has an unlimited validity,
unless AIFA opts for an additional five-year renewal owing to pharmacovigilance reasons.

Medical devices
The preparation and supply of magistral and officinal formulae by
pharmacists are exempt from the requirement to obtain an approval to
market because they are not industrial medicinal products.

Medical devices can continue to be CE marked as long as they meet all
legal requirements, and no significant changes are made to them.

Parallel trade

18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?

15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
Medicinal products
Imports into Italy of medicinal products authorised in another EU or
EEA country by companies that are different from those that have
obtained marketing authorisations for those products by AIFA require
a parallel import authorisation from AIFA. To this end, the applicant
must demonstrate the identities of the medicinal products authorised
in Italy and those that will be imported from another EU or EEA country
(the Ministerial Decree of 29 August 1997 and European Commission
Communication COM(2003) 839).
Parallel import products bear on the outer package and on the
leaflet the data of the company that has repackaged the product and
the importer’s data.

Transfer

Medicinal products
The holder of the marketing authorisation may transfer the authorisation to another pharmaceutical company. The transfer of a marketing
authorisation granted by AIFA requires AIFA’s approval, which is
published in the Official Journal. The application must include a copy of
the marketing authorisation transfer agreement and, if necessary, the
request to be authorised to commercialise the product batches already
manufactured, but not yet released, and to use the leaflet and the label
not yet updated.

Medical devices
No authorisation by a health authority is required to transfer a medical
device to another manufacturer. However, the new manufacturer should
inform the relevant body.

RECALL
Medical devices
CE market medical devices can freely circulate in the European
single market.
Packaging and medical devices imported into Italy from another EU
country must include some minimum information in the Italian language
(Legislative Decree No. 206/2005).

AMENDING AUTHORISATIONS

Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
Medicinal products

Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
Medicinal products
Under Legislative Decree No. 219/2006 (the Medicines Code), the variation of marketing authorisations granted by the Italian Medicines
Agency (AIFA) under the national, mutual recognition or decentralised
procedure must be authorised by AIFA.
AIFA applies Commission Regulation (EU) No 712/2012 and the
classification guidelines adopted by the European Commission on 16
May 2013.

Medical devices

The holder of the marketing authorisation (MAH) must put in place a
system that ensures the prompt examination of any safety claim and the
efficient and quick recall of defective or possibly unsafe products that
circulate on the market.
The MAH must inform the Italian Medicines Agency (AIFA) of all
defects that may require the recall of its medicinal products.
The recall of a medicinal product owing to safety reasons can also
be ordered by AIFA in the performance of its post-marketing supervision.
In this case, AIFA must inform its decision to the European Medicines
Agency and the competent authorities of other member states.

Medical devices
The Ministry of Health can order the recall from the market of medical
devices for which safety incidents have been reported. In such a case,
the Ministry must inform the European Commission of its decision.

The manufacturer of a CE market medical device must notify the
relevant body of any changes made to the device that could affect its
performance or safety, and submit to the relevant body the necessary
documentation to determine if the CE certification remains valid.
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PROMOTION
Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
Medicinal products
Medicines advertising is defined as any information, customer search
or exhortation action intended to promote the prescription, supply, sale
or consumption of medicines. The legal definition of medicines advertising is broadly interpreted by both the health authorities (the Italian
Medicines Agency (AIFA) and the Ministry of Health) and the courts.
Information about medicines qualifies as advertising if, by virtue
of its purpose, content or context, it encourages the targeted audience
to prescribe, supply or buy a medicine. This is not the case for merely
corporate or financial information describing a company’s area of business and progress in research.
Advertising of unauthorised medicines or unauthorised indications
is always prohibited.
Advertising to the general public of prescription-only medicines
or medicines containing contain substances defined as psychotropic or
narcotic is also forbidden.
Advertising to the general public of non-prescription medicines
requires prior authorisation by the Ministry of Health.
In respect of advertising directed at healthcare professionals,
any document or material related to a medicinal product, except for
the authorised summary of product characteristics, must be filed with
AIFA before the advertising campaign starts and can be provided to the
doctor by the pharmaceutical company if, within 10 days of the filing
date, AIFA has not raised any objections.
The Ministry of Health has adopted specific guidelines on the online
advertising of non-prescription medicines.

Medical devices
Advertising of medical devices that, according to the Ministry of Health,
can be dispensed only upon a doctor’s prescription or can be used
with the doctor’s assistance, is forbidden. Advertising of other medical
devices requires prior authorisation by the Ministry of Health. (See
Update of the Guidelines for the Use of New Means of Dissemination in
Health Advertising of Over-the-Counter Medicines of 6 February 2017;
Update of the OTC Social Network Advertising Guidelines of 5 July 2017;
Integration of the Guidelines for the Advertising of Over-the-Counter
Medicines on Facebook of 25 July 2018; and particular advertising of
non-prescription medicines of 7 May 2018.)

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
Pharmaceutical companies and manufacturers of medical devices must
comply with the general anti-corruption rules (Legislative Decree No.
231/2001).
Under Legislative Decree No. 219/2006, in the context of the
promotion of medicinal products to healthcare professionals, it is
prohibited to grant, offer or promise prizes, and pecuniary or in-kind
benefits, unless they are of negligible value and are, in any case,
related to the activity carried out by the doctor or the pharmacist. The
value is negligible if it does not exceed €20 per year for each doctor or
pharmacist.

Medical or educational materials not specifically related to a
medicinal product may be given free of charge only to healthcare organisations (not to individual doctors).
In addition, any person who promises or gives an amount of money
or any other benefit to a doctor or a pharmacist to encourage him or her
to prescribe or dispense a medicinal product is punishable with imprisonment and a pecuniary sanction (Royal Decree No. 1265/1934).
If this is done by a pharmaceutical company, the Ministry of Health
may decide to close the company’s activity.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
Companies marketing medicinal products or medical devices that have
engaged healthcare professionals who work in the public sector for
the provision of remunerated services must disclose the amount of the
compensation paid for the services rendered to the concerned public
entity within 15 days of the payment (Legislative Decree No. 165/2001).
The industry self-regulatory codes impose on companies marketing
medicinal products or medical devices the obligation to disclose details
of transfers of value to healthcare professionals or healthcare institutions (the Farmindustria, Assogenerici and Assobiomedica Codes
of Conduct).

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
The Italian Medicines Agency (AIFA) and the Ministry of Health are
responsible for monitoring and ensuring compliance of the advertising
of medicinal products and medical devices with all legal requirements.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
Medicinal products
If medicines advertising that is addressed at healthcare professionals is
not in compliance with the legal requirements laid down in Legislative
Decree No. 219/2006 (the Medicines Code), AIFA may order the immediate cessation or suspension of the dissemination of the promotional
message, or order the dissemination, at the expense of the liable
company, of a press release to rectify the unlawful promotional message.
Moreover, violation of the rules on advertising that is addressed at
healthcare professionals may be punished with an administrative sanction ranging from €2,600 to €15,600.
If medicines advertising directed to the general public is not in
compliance with the requirements laid down in the Medicines Code, the
Ministry of Health may order the immediate cessation of advertising
or order the dissemination, at the expense of the liable company, of a
press release to rectify the unlawful promotional message. Moreover,
the Ministry of Health may apply an administrative sanction to the liable
company that ranges from €2,600 to €15,600.
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Medical devices

Unlicensed products

The advertising of medical devices that has not been authorised by the
Ministry of Health is punished with a fine ranging from €2,582.26 to
€15,493.71 (Royal Decree No. 1265/1934).

27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?

PRICING AND REIMBURSEMENT

Medicinal products

Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
The Ministerial Decree of 2 August 2019 regulates negotiations between
the Italian Medicines Agency (AIFA) and pharmaceutical companies for
the pricing and reimbursement of medicines.
The Scientific Technical Committee (CTS), the technical advisory
board of AIFA, makes its evaluation of the clinical value of the medicine
and its added therapeutic value in respect of similar products that are
already marketed.
The Pricing and Reimbursement Committee, which is responsible
for agreeing the price, on the basis of the CTS evaluation, carries out
the negotiation with the pharmaceutical company, taking into account
further elements comprising the therapy costs in comparison with the
already available pharmacological therapies, the expected number of
treatments and the costs paid by the National Health System (NHS).
Supply to NHS hospitals takes place through tenders, but a compulsory discount is usually requested by the hospitals.
The negotiation procedure must be completed within 180 days.
Supply to wholesalers and pharmacies takes place at the negotiated price, with special discounts.
For generics and biosimilars, to avoid the negotiation with AIFA, the
holder of the marketing authorisation (MAH) must apply a price lower
than that of the originator in an amount that is acceptable for AIFA.

OFF-LABEL USE AND UNLICENSED PRODUCTS
Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
The prescription of off-label medicines is allowed on different legal bases.
•
Law No. 94/1998 allows a doctor to prescribe a medicinal product
for an indication or a method of administration or use other than that
authorised if he or she believes that the patient considers this treatment beneficial for the latter. The doctor is personally responsible
for the treatment, and the patient’s informed consent is required.
•
Law No. 648/1996 allows the reimbursable, off-label use of medicinal products included in a list made by the Italian Medicines Agency
where there is no valid therapeutic alternative. This is possible in
the case of innovative medicinal products that are marketed in
other states but not in national territory, medicinal products that
are not yet authorised but undergoing clinical trials and medicinal
products that are to be used for a therapeutic indication other than
the authorised one. Where there is a valid therapeutic alternative, this regime applies to medicinal products that are used for
a therapeutic indication other than the authorised one, provided
that the indication is known and complies with research carried out
within the national and international medical scientific community,
according to parameters of cost-effectiveness and appropriateness.
Off-label use may in no way be advertised by the pharmaceutical company.

Medicines produced abroad (including biological products) can be
imported into Italy under the conditions set out by the Ministerial
Decree of 7 September 2017 on compassionate use of investigational
medicines, and following the procedure for importing medicines from
foreign countries laid down in the Ministerial Decree of 11 February
1997 (article 158 of Legislative Decree No. 219/2006). Those medicines
can be imported if a doctor (or a pool of doctors) makes a request to
a pharmaceutical company to supply free of charge an investigational
medicine for compassionate use.

Medical devices
The import of medical devices that are not CE marked can be authorised
by the Ministry of Health under article 11 of Law No. 46/1997 when the
use of the device is in the interest of public health. The request for the
authorisation must contain a description of the device.

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
Medicinal products
Compassionate use is regulated by the Ministerial Decree of 7
September 2017. It is possible upon doctor’s request and under doctor’s
responsibility, and with the favourable opinion of the competent ethics
committee; or under an expanded access programme (thus, in accordance with a clinical protocol) or on patient-named basis.
Compassionate use is possible:
•
for the treatment of patients suffering from serious diseases, rare
diseases, rare tumours or with life-threatening illnesses where no
valid therapeutic alternatives are available or patients cannot be
included in a clinical trial;
•
if the specific therapeutic indication for which an investigational
medicine would be supplied for compassionate use is or has been
subject to ongoing or completed Phase III clinical trials, or, in the
event of particular life-threatening illnesses, to completed Phase
II clinical trials.
Moreover, there must be sufficient clinical trials data to support a
positive opinion on the efficacy and tolerability of the investigational
medicine. In this respect, specific conditions apply for the treatment of
patients with rare diseases or cancers.
A certificate stating that the supplied medicine has been manufactured in accordance with good manufacturing practice is required.
In respect of the import procedure, the doctor must send a request
together with all relevant documents to the Ministry of Health’s competent office to obtain a favourable opinion from that office.

Medical devices
Devices without CE marking for the specific use for which they are
intended can be used, for compassionate use, in other words, in rare,
non-repetitive or systematic situations for which, in the opinion of the
doctors, valid therapeutic alternatives do not exist.
As a rule, it is necessary to obtain authorisation by the Ministry of
Health and a favourable opinion by the competent ethics committee.
However, in cases of emergency or urgency (eg, where there is an imminent risk of death in the case of non-treatment), the doctor, under his
or her own responsibility, may carry out the treatment without prior
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authorisation. In such a case, the doctor must promptly notify the
competent authorities of the compassionate use.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
There are special rules governing the dispensing and sale of blood
derivatives, such as Law No. 219/2005 on the transfusion activities and
national production of blood products, that regulate the collection of
haematopoietic stem cells and the national production of blood products.

Marta Moretti
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Francesco Setti
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Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
Medicinal products
According to the article 112-quater of Decree-Law No. 223/2006, the
supply of prescription-only medicinal products to the public at a distance
is prohibited. The online sale of non-prescription medicinal products is
allowed under certain conditions.
Pharmacies and para-pharmacies operating in the Italian territory
can sell non-prescription medicines online provided that they have been
authorised by the competent regional authority and have obtained by
the Ministry of Health the common logo that must be put on the website
used to carry out the activity.

Medical devices

Via Brera 5
Milan 20121
Italy
Tel: +39 02 8590 9260
www.franzosi.com

Other emergency rules facilitate the production and import of
sanitary masks and individual protection devices (eg, article 15 of Law
Decree No. 18/2020).
The Ministry of Health has issued a notice on the authorisations that
may be exceptionally granted to make available on the Italian market
non-CE marked medical devices during the pandemic, where the essential safety requirements are met, and there is a risk to public health.

The online sale of medical devices is allowed by legally operating online
pharmacies and third-party marketplaces provided that post-market
surveillance is ensured.

UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
No material changes are expected in the near future. The EU legislation
concerning clinical trials on medicinal products and medical devices
that should become applicable in the next two years will reduce the
scope of application of the corresponding national legislation.

Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
A series of specific rules on medicinal products and medical devices
have been adopted to address the covid-19 pandemic. Most of them will
apply for as long as the pandemic lasts.
With regard to medicinal products, the Italian Medicines Agency
has issued guidelines on the management of clinical trials in Italy during
the pandemic, as well as on simplified procedures for the authorisation
of clinical trials and compassionate use programmes of medicinal products in the context of the emergency.
www.lexology.com/gtdt
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HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES
•

Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.
•

A product that is aimed at human treatment may be regulated as either
a pharmaceutical, a regenerative medicine product, a quasi-pharmaceutical or a medical device.
A marketing authorisation holder (MAH) for any of these products bares the ultimate responsibility for putting the product into the
Japanese market. The product may be imported by the MAH or manufactured by the MAH itself or an outsourced manufacturer. The MAH
and manufacturer need to hold a business licence for marketing or
manufacturing corresponding to the category and classification of the
products to be handled. The required product authorisation varies
depending on the category and classification of the product. Pharmacy
and sales business licence holders are allowed to conduct the business
of selling or providing products to end users (ie, hospitals, clinics or
general consumers). In the case of medical devices, repairers or lessees
with relevant business licences may also be relevant.
The products are authorised by the Health, Labour and Welfare
Minister (the HLW Minister), or the relevant prefectural governor for
some products. The Pharmaceuticals and Medical Devices Agency
(PMDA), an independent administrative agency, conducts reviews in the
application process on behalf of the HLW Minister. For some types of
medical devices, registered certification bodies provide certification for
product authorisation.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

With regard to pharmaceuticals, regenerative medicine products and
quasi-pharmaceuticals, an approval is required for each item to be
marketed. The products are authorised by the HLW Minister, or the
relevant prefectural governor for some products. The PMDA reviews
the application on behalf of the HLW Minister.
With regard to medical devices, approval, certification or notification is required for product authorisation, depending on the product
classification:
•
specially controlled medical devices: this classification corresponds to class III and IV products. Products for which certification
standards are established by the HLW Minister require certification
from a registered certification body (this relates to some class III

products). Otherwise, approval from the HLW Minister is required
(this relates to class IV and the remaining class III products);
controlled medical devices: this classification corresponds to class
II products. Products for which certification standards are established by the HLW Minister require certification from a registered
certification body. Otherwise, approval by the HLW Minister is
required; and
general medical devices: this classification corresponds to class I
products. Notification to the HLW Minister is necessary.

Items falling under any of the following are classified as ‘pharmaceuticals’:
1
those listed in the Japanese Pharmacopoeia;
2
items (excluding appliances or instruments, etc) that are intended
for use in diagnoses;
3
items used for treatment or prevention of disease in humans or
animals, excluding quasi-pharmaceuticals and regenerative medicine products; or
4
items (excluding appliances or instruments, etc) that are intended
to affect the structure or functioning of the body of a human or
animal, excluding quasi-pharmaceuticals, cosmetics and regenerative medicine products.
‘Appliances or instruments, etc’ refers to appliances or instruments,
dental materials, medical supplies (eg, X-ray film, suture thread), sanitary goods and programs (eg, diagnostic programs).
Some substances may, owing to their nature, automatically fall
under this category even without explicitly claiming any functions set
forth under item (2) or (3) (pharmaceutical functions), while some may
not automatically fall under the above and may instead require an
explicit claim of such pharmaceutical functions to be categorised as a
pharmaceutical.
Items that fall under either of the following and that have mild
effects on the human body are regarded as quasi-pharmaceuticals:
•
items (excluding appliances or instruments, etc) that are not
intended for pharmaceutical functions and are to be used for
certain purposes specified by the Act on Securing Quality, Efficacy
and Safety of Products Including Pharmaceuticals and Medical
Devices (the PMD Act); or
•
items (excluding appliances or instruments, etc) that are intended
for pharmaceutical functions but are specifically designated by the
HLW Minister.
Functional claims permissible for quasi-pharmaceuticals are thus
limited to within such definition.
Items that fall under either of the following (excluding quasi-pharmaceuticals and cosmetics) and that are specified by a Cabinet Order
are regarded as regenerative medicine products:
•
those obtained after culturing or other processes using human or
animal cells and that are intended for use in either:
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•

•

reconstruction, repairing or formation of the structure or function of the bodies of humans or animals; or
•
treatment or prevention of disease in humans or animals; or
those that are introduced into human or animal cells for the
purpose of gene therapy.

Any appliances or instruments, etc (excluding regenerative medicine
products) that are intended for use in the diagnosis, treatment or
prevention of disease in humans or animals, or intended to affect the
structure or functioning of the bodies of humans or animals, and that
are specified by a Cabinet Order, are regarded as medical devices.
Cosmetics, which are also regulated under the PMD Act, are
defined as items that are intended to be used on the human body by
rubbing, sprinkling or other similar means, aiming to clean, beautify or
increase attractiveness, alter appearance or to keep the skin or hair in
good condition, and that have mild effects on the human body, excluding
quasi-pharmaceuticals and excluding items also intended to have pharmaceutical functions. Under applicable food and beverage regulations,
a certain level of health-related indications can be permissible for ‘foods
with nutrient function claims’, ‘foods with function claims’, ‘food for
specified health uses’, or ‘foods for special dietary uses’. None of these
items are permitted to claim pharmaceutical functions (ie, treatment or
prevention of disease or effects on structure or functioning of bodies),
without obtaining approval as a pharmaceutical.

Other than this, the required items vary depending on the product type
or category. Such items, for example, may include text indicating the
category or classification (type-I (non-prescription) pharmaceutical,
biological product, etc); warning information; expiry date; storage, maintenance and inspection methods; and names and quantities of active
pharmaceutical ingredients, as applicable.
Further details, including the ‘precautions for use’ are required to
be described in the package insert. Detailed instructions concerning
the matters to be described in the package insert are provided by relevant ministerial notifications. The MAH must notify the HLW Minister
of the name of the product and the cautions for use and handling to
be included in the package insert, prior to commencing marketing and
when intending to change the same.

CLINICAL PRACTICE

Approval framework
3

performance of medical devices, established by the HLW Minister, that
all medical devices need to follow, still apply.
In general, the following items must be indicated on the product’s
immediate container or capsule, regardless of the types or categories of
medicinal products and medical devices:
•
the MAH’s name and address;
•
the product or device name;
•
the manufacturing number or code; and
•
the quantity of the contents (weight, volume, number, etc).

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

With regard to pharmaceuticals, regenerative medicinal products or
quasi-pharmaceuticals, an approval is required for each item to be
marketed. With regard to medical devices, an approval, certification or
notification is required as a product authorisation, depending on the
product classification.
Products will not be approved when any of the following apply:
•
the applicant does not possess the relevant type of marketing business licence;
•
the manufacturing facility is not granted the relevant type of manufacturing business licence;
•
as a result of examination of matters related to the name, components, constitutive cells, transgenes, structure, quantity, dosage,
administration, efficacy, effects and side effects, the product
is found to:
•
have no efficacy or effects indicated in the application;
•
have harmful effects that outweigh its efficacy or effects (as
for regenerative medicine products, the specific efficacy or
effects indicated in the application); or
•
have inappropriate properties or quality in terms of health and
hygiene; or
•
the methods that control the manufacturing or quality of the
item at the manufacturing facility are not found to comply with
the standards specified by a ministerial order (except for certain
limited exceptional cases).
In addition, a misleading name, shape, etc; an unreasonable compounding
agent; or incomplete documentation not supplemented within a reasonable time can be used as a reason to deny an approval.
The same generally applies for medical devices for which certification is required.
For medical devices for which only notification is necessary, there
are no criteria such as the above concerning granting of approval,
while the standards concerning the appropriate properties, quality and

Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

The Act on Securing Quality, Efficacy and Safety of Products Including
Pharmaceuticals and Medical Devices (the PMD Act) and its enforcement rules provide for general controls over clinical trials of medicinal
products and medical devices. The definition of ‘clinical trial’ in the PMD
Act refers to tests performed to collect data concerning the results of
a clinical study to be included in an application for product approval;
clinical studies other than for clinical trials are separately regulated.
Data used for an application for product approval must be collected
and compiled in accordance with the standards set forth by the relevant
ministerial orders concerning good clinical practice (GCP), namely, the
Ministerial Order on Standards for Clinical Studies of Pharmaceuticals,
the Ministerial Order on Standards for Clinical Studies of Regenerative
Medicine Products and the Ministerial Order on Standards for Clinical
Studies of Medical Devices, as well as the relevant guidelines issued by
the Ministry of Health, Labour and Welfare.

Reporting requirements
5

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

A person or entity planning to perform or request the performance of
clinical trials of any item that is specified by a ministerial order (including
pharmaceuticals containing new active ingredients, those with new
routes of administration, and many others), must submit the plan for
such clinical trials to the Health, Labour and Welfare Minister (the HLW
Minister) in advance via the Pharmaceuticals and Medical Devices
Agency (PMDA). The items that are to be included in the submission
are specified by the ministerial order. Commencement of sponsoring or
performing the clinical trial shall not start until 30 days from the first
submission, during which time the protocols will be under investigation by the HLW Minister; provided, however, that the foregoing does
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not apply in cases that the ministerial order specifies as being urgent
and necessary and where the protocol is submitted within 30 days of
commencement of the clinical trial.
When the clinical trial is complete or discontinued, the details and
reasons, etc, must be notified to the HLW Minister. If the trial is successful,
the results will be included in the application documents for the approval.
Consultation services by the PMDA are available to obtain advice
on clinical trial plans.

The re-examination system also applies to medical devices and regenerative medicine products.

Consent and insurance

A review report summarising the review history and results and
summary technical documentation are published on the PMDA website.
The publication is available after approval has been granted, within
about three months of the grant. Redactions are made for personal
identifiable information, information that may be harmful for an individual to be published and information concerning the company that
may undermine its reasonable benefits, such as concerning the company’s rights or competition in the market.

6

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

Informed written consent must be obtained from participants by appropriately explaining the related information, such as the content, purpose
and design of the clinical trial, in written form.
The GCP Orders require sponsors to take necessary measures
beforehand, such as purchasing insurance in preparation for providing
compensation to trial subjects in the event of trial-related injuries; there
is no specific mandatory limit for this.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

The time it takes to obtain approvals largely depends on the respective circumstances. However, in general, the average duration from the
date on which the application is submitted until the granting of a new
marketing approval for a brand new pharmaceutical (ie, a pharmaceutical containing new active ingredients) in a normal procedure has been
around 10 to 11 months in recent years. For new medical devices that
require approval, this timing is around 10 to 12 months.
To obtain product approval, national and the Pharmaceuticals and
Medical Devices Agency (PMDA) (for examinations and conformity audits)
fees are payable. The amounts of such fees vary largely depending on
the categories and types of applications.
There is no validity period for product authorisations.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

The re-examination system, which is one of the post-marketing surveillance systems, constitutes a de facto form of data exclusivity. If someone
other than the applicant of an approved item intends to make an application, during the re-examination, for an approval of another item of
which the active ingredients, etc, are identical, the same level of data
and documents as that for the approved item is still required (ie,
submission cannot be abbreviated or simplified). In principle, the typical
lengths of re-examination periods from the approval date, which are to
be decided upon by the Health, Labour and Welfare Minister (the HLW
Minister) upon the granting of approval, are as follows:
•
10 years for orphan drugs;
•
eight years for pharmaceuticals containing new active ingredients;
•
six years for pharmaceuticals with new routes of administration; and
•
four to six years for new prescription combination pharmaceuticals, pharmaceuticals with new indications, and pharmaceuticals
with new dosages.

Freedom of information
9

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
With regard to orphan items or others that fulfil particularly specific
medical needs, the HLW Minister may prioritise the application process
for the approval of such items over those for other applications. The
criteria for designation as a priority review are the seriousness of the
indicated diseases (fatality, progressiveness, irreversibility, influence on
daily life, etc) and therapeutic usefulness (in terms of efficacy, safety and
physical and mental burden on the patient).
This priority review is applicable when items are:
•
designated for Sakigake review under the review system for worldfirst products that satisfy the requirements of innovativeness,
seriousness of the targeted disease, considerably high efficacy and
intention to develop and apply firstly (including multi-regionally)
in Japan; or
•
subject to the conditional accelerated approval system because of
the seriousness of the targeted disease, high usefulness, difficulty
of conducting confirmatory clinical trials and existence of other
clinical trial results suggesting a certain level of efficacy and safety.
For orphan items, subsidies for product development, priority consultation with the PMDA and preferential tax treatment on study expenses
are also available.
If an item constitutes a regenerative medicine product, it can be
approved earlier with conditions and time limits, as long as the efficacy
and safety are assumed. Further verification of efficacy and safety, and
re-submission of the application within seven years are required.
If there is an urgent need for using an item to prevent the spread
of disease or other serious health hazards to the lives and health of the
general public, and no proper alternative method is available, and if the
item is authorised in a foreign country specified by a Cabinet Order, the
HLW Minister can authorise such item without going through normal
procedures.
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Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
The adverse drug reaction and infection report (the ADRI report), the
re-examination and the re-evaluation constitute the post-marketing
surveillance systems.
When an item is approved with a re-examination period, the
marketing authorisation holder (MAH) must conduct post-marketing
surveys and submit results in periodic safety reports. Upon expiry of the
authorisation period, the approval is re-examined based on the results
obtained through such post-marketing surveys.
When the item is specified by the HLW Minister for re-evaluation, the MAH should apply for re-evaluation by attaching materials
concerning post-marketing surveys and the ADRI report.
Under the ADRI report system, the MAH is obliged to report to the
HLW Minister when it becomes aware of the occurrence of certain side
effects or infections suspected to be caused by the use of the approved
item, or similar information for an equivalent item used abroad, within
either 15 or 30 days, or other specified periods as set forth in the
Enforcement Regulations of the Act on Securing Quality, Efficacy and
Safety of Products Including Pharmaceuticals and Medical Devices (the
PMD Act). For biological products (defined as items including human
or other animal (excluding plant) origin material and designated by the
HLW Minister), periodic infection reports are also mandatory.
If conditioned upon approval, a risk management plan and early
post-marketing vigilance are applicable.

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
A marketing business licence (for each category and type of item to
be handled) is necessary to put a product into the Japanese market
(whether by manufacturing by itself or by outsourcing or importing).
To manufacture an item (whether as an MAH or an outsourced
manufacturer), a manufacturing business licence (for each category and
type of item to be handled and each type of manufacturing to be operated) is required for each manufacturing site. ‘Manufacturing’ as used
herein has a broader meaning, also including storage, packaging, etc.
For sales to end users (ie, hospitals, clinics or general consumers),
a sales business licence (of the relevant type) is necessary.
For exporting, no further authorisation or licence is necessary if an
approved product is to be exported as is. If an approved item is exported
with a modification, such as a labelling change, a manufacturing business licence and notification to the HLW Minister are necessary for such
modification.
To obtain a business licence, it is generally necessary to attach the
following to the application:
•
company registration;
information on the officers conducting the business, including the
•
names and proof that they are not disqualified;
•
information concerning an appointed director (such as marketing
director for a marketing licence) showing the required qualifications and employment;
information concerning internal quality or vigilance control (as
•
applicable); and
•
schematics of the relevant office and facilities.

The validity periods are three years for marketing and manufacturing
licences and six years for sales licences. To renew, modify or obtain a
new business licence, fees are payable to the relevant authority and
registration licence tax may also be necessary. The fee amounts vary
depending on the category and type of licence.

Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
The PMD Act sets forth various authoritative actions or sanctions in the
case of a breach of the Act, or to avoid a breach, including:
•
inspection by the authority;
•
orders for disposal or collection;
•
business suspension;
•
restriction of use of facility;
•
improvement, correction or discontinuation of prohibited
advertisements;
•
cancellation of product approval or business licence; and
•
penalties of fines or imprisonment for the personnel and the
company for various violations of the PMD Act.

Exemptions
14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?
Parts of pharmacy-made pharmaceuticals that contain no ingredients
other than those specifically designated by the HLW Minister can be
sold directly to customers at pharmacies by submitting a marketing
notification, without obtaining an approval.

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
The mere fact that a product has been authorised in a foreign country
does not automatically exempt or abbreviate the product approval application in Japan. However, if the product has substantial history of use
under a foreign authorisation, and if the application materials thereof
or scientific evidence from a trustworthy academic article or evaluation
by an international organisation are available, a ‘public-knowledgebased application’ (a type of application for partial changes to approved
matters) may be applicable, whereby all or part of the clinical trials can
be abbreviated.
A special approval system is applicable in exceptional cases.

AMENDING AUTHORISATIONS
Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
When the marketing authorisation holder intends to make a partial
change (excluding a minor change so specified by a ministerial order)
to the approved matters, it must receive approval for the partial change
from the Health, Labour and Welfare Minister (the HLW Minister). The
same requirements as those for a new approval apply mutatis mutandis.
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When the change falls under the scope of a minor change, such change
must be notified to the HLW Minister.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
A product authorisation is not in itself a target for renewal. However, it is
necessary to have good manufacturing practice or quality management
system investigations every three years, in cases where this is applicable. Further, any relevant marketing and manufacturing business
licences need to be renewed every three years. Lack of these renewals
may result in cancellation of the product approval.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
Product authorisation can be transferred by a corporate split or
merger, or based on an agreement, by taking over all of the relevant
materials, data and records specified by an order from the Ministry of
Health, Labour and Welfare. Such materials to be transferred include,
for example, those submitted at the time of application for product
approval, those concerning post-marketing examination or evaluation,
those concerning quality and safety controls, and others concerning
quality, efficacy and safety. It is necessary to provide a one-month
prior notification to the relevant authority. For reference, it may not be
possible to obtain authorisation for the transfer (via an agreement) of
a pharmaceutical that has been marketed for less than one year; prior
consultation with the relevant authority is recommended in such case.
Business licences are not transferable.

RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
If the marketing authorisation holder (MAH) becomes aware of the
occurrence or spread of dangers to health or hygiene suspected to
have been caused by its product, it must take necessary measures to
prevent the same, such as disposing, recalling, discontinuing sales of,
or providing information on, the product. Provision of safety information
to healthcare professionals can be made by issuing urgent safety information or a prompt safety report, both of which must also be posted
on the Pharmaceuticals and Medical Devices Agency's website. The
‘precautions for use’ in the package insert should be revised as necessary. The commencement and status of any recall should be reported
to the Health, Labour and Welfare Minister (the HLW Minister) or the
prefectural governor as applicable.
If the MAH becomes aware of the occurrence of any disease, disability or death suspected to have been caused by side effects of the
product, or the occurrence of any infectious disease suspected to have
been caused by the use of such items, the MAH should report to the
HLW Minister within either 15 or 30 days, or other specified periods
as set forth in the Enforcement Regulations of the Act on Securing
Quality, Efficacy and Safety of Products Including Pharmaceuticals and
Medical Devices.

PROMOTION
Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
Any provision of information in which the intention of inducement (ie,
the intention of facilitating purchase) is clear, in which the name of
the specific product is stated, and that is recognisable to users, will be
treated as an advertisement.
Advertisements of unauthorised medicinal products or medical
devices are prohibited.
Regardless of the form of media, advertisements (including online
ads) must comply with the Standards for Adequate Advertisement
of Pharmaceuticals, etc, notified by the Ministry of Health, Labour
and Welfare.
As a summary, the following are prohibited:
•
advertising that lacks dignity or causes a loss of trust in
medical products;
•
false, misleading or exaggerated advertisements;
•
remarks exceeding the scope of approval;
•
expression of a guarantee or expressions using superlatives
concerning efficacy, effect or safety;
•
advertisements that may induce excessive or abusive use;
•
advertisements for prescription drugs or medical devices that can
cause harm in terms of health or hygiene when used by general
users (meaning users other than medical professionals), targeted
towards general users;
•
defamation of a competitor’s product;
•
recommendation by medical professionals;
•
inadequate premiums or prizes; and
•
advertisements that may annoy users or make them feel anxiety
or fear.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
The Fair Competition Codes of the relevant industries, which are set
forth under the Act Against Unjustifiable Premiums and Misleading
Presentations, provide that offering premiums to medical institutions or
healthcare professionals as a means of unjustifiably inducing transactions of products is prohibited, and such Codes provide certain restricted
and permitted examples. For instance, a gratuitous offer of products,
convenience, labour or other services to healthcare professionals as a
means of inducing selection or purchase of products is restricted, while
discounts in line with normal business practices, offering of services
required for proper use of the products, provision of scientific information materials concerning the products, appropriate provision of
minimum samples, etc, are all permissible.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
Under the Clinical Studies Act (April 2017), publishing of certain information has become mandatory with regard to ‘specified clinical studies’,
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meaning clinical studies (excluding clinical trials for obtaining product
authorisation) of the efficacy or safety of unauthorised or off-label products, or those funded by the marketing authorisation holder (MAH)
of the tested product, or its related company. The information that is
required to be published includes the provision of research funds, donations and fees for manuscripts, seminars or other services by the MAH
or its related company to the healthcare professionals or organisations
conducting the study. The details must be published annually on the
internet and be maintained for five years.
The publication of similar details for other types of studies is not
specifically required by law but is strongly encouraged under the industry’s transparency guidelines.

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
The ultimate authority in charge is the Ministry of Health, Labour and
Welfare. Pharmaceutical divisions in the prefectural governments are
also involved. Voluntary associations of the relevant industries provide
helpful and well-established guidelines but are not enforcement bodies.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
The MAH can be ordered to discontinue any prohibited advertising; a
fine (of up to ¥2 million for both the breaching person and the company)
or imprisonment (for up to two years), or both, are also possible.

PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
Medicines permitted for use in health insurance treatments are listed in
the National Health Insurance Price List, which also lists their reimbursement prices. Under the universal health coverage system, marketing
authorisation holders almost always make requests for prescription
drugs to be entered in the list, after obtaining product authorisation.
Such reimbursement prices are determined by the Health, Labour
and Welfare Minister. The calculation methods can be summarised
as follows.
If a brand new medicine is being listed, the price will be determined by:
comparison with existing items (if similar items exist) or a cost•
based calculation (if no similar items exist);
•
adding a premium depending on the level of innovativeness,
usefulness, etc, such as in the case of orphan items or items with
paediatric uses; and
•
if a discrepancy with the pricing seen overseas is quite high,
making an adjustment.
When listing a generic drug, the price is determined based on that of the
relevant brand new drug by reducing it by, for example, 50 per cent in
the case of a first generic drug, or 70 per cent in the case of biosimilars.

The prices are reviewed and modified after entrance to the list.
Such modification includes periodic price reductions based on actual
market prices and special reductions aimed at switching to generics, etc.
When medical devices are used under health insurance, use of
those items will be covered by the reimbursement of doctors’ fees in
most cases, while with some items, the cost of materials according to
the functional category may be calculated in the reimbursement.
Where applicable, the actual sales price for wholesaling to a
medical institute or pharmacy will be set based on such reimbursement price.
On the other hand, for items that fall outside of the health insurance coverage, such as over-the-counter drugs, the relevant parties can
decide the prices freely from such reimbursement price.
The health technology assessment system was introduced in April
2019 for the determination and evaluation of reimbursement prices.

OFF-LABEL USE AND UNLICENSED PRODUCTS
Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
Off-label use or prescription by healthcare professionals is permissible,
although health insurance is basically not applicable to such use.
Pharmaceutical companies are not allowed to draw attention to offlabel use as such activity will be considered a prohibited advertisement
of an unauthorised product.

Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
Manufacturing, importation and supply to healthcare providers of
unauthorised medicines or medical devices as business conduct are
all basically prohibited. If the importation of unauthorised products is
necessary for an approval to be obtained, or for use in clinical trials,
such unauthorised products can be imported by submitting certifying
documentation to Customs.
To the extent that importation is considered a personal import, it
is permissible under certain conditions, such as limitation of quantity.
Depending on the product category, personal import by non-medical
personnel users is prohibited or restricted.

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
The expanded clinical trial system (introduced in 2016) is the Japanese
version of compassionate use. The conditions for establishment of an
expanded clinical trial are that:
•
the targeted disease is serious, with a potential fatal outcome;
the product or indication is unauthorised, and no effective alterna•
tive treatment exists;
•
the main clinical trial is in the final stage (after enrolment) or
completed; and
•
no negative impact is caused to the performance of the main clinical trial and marketing implementation of the product.
An expanded clinical trial is basically the same as other clinical trials
except that the government may request that the investigator of the
clinical trial conduct an expanded clinical trial, and the patient bears
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part of the cost based on informed consent. The decision to perform an
expanded clinical trial is the investigator’s and is not mandatory.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
Sayaka Ueno

No.

sayaka_ueno@tmi.gr.jp

Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
The Act on Securing Quality, Efficacy and Safety of Products Including
Pharmaceuticals and Medical Devices (the PMD Act) provides that type I
to III pharmaceuticals can be sold online, while ‘pharmaceuticals requiring
guidance’ and prescription drugs are not permitted to be sold online.
The Enforcement Regulations of the PMD Act provide detailed
rules concerning online sales, such as the items that are required to
be included in an application document for obtaining permission to
conduct online sales, and those that are required to be posted on the
sales website. Guidelines issued by the Ministry of Health, Labour and
Welfare provide additional instructions. To supply pharmaceuticals
online, it is necessary to have a tangible pharmacy or store that is open
and operating for a substantial amount of time.
With regard to medical devices, there are no general rules regarding
online dispensing; however, regulatory instructions concerning appropriate sales are sometimes provided by the authority, depending on
the items.

23rd Floor, Roppongi Hills Mori Tower
6-10-1 Roppongi
Minato-ku
Tokyo 106-6123
Japan
Tel: +81 3 6438 5511
www.tmi.gr.jp/english

The MHLW also issued another notification in April 2020 to provide
temporary and special measures to loosen regulations on online diagnosis. For example, online diagnosis had been prohibited in respect of
the first occasion of a medical examination; however, the restriction was
lifted by the notification. The time-limited measures under this notice will
be in place until the infection from the coronavirus is contained, and it
will be reviewed, in principle, every three months.

UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
The Act on Securing Quality, Efficacy and Safety of Products Including
Pharmaceuticals and Medical Devices was recently amended and promulgated on 4 December 2019. At the present, no substantial future
amendment or new legislation is foreseeable.

Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
In Japan, the government declared a state of emergency on 7 April
2020, based on the Act on Special Measures against Influenza and Other
Diseases. The declaration was lifted in 25 May 2020. As of mid-August
2020, the government is reluctant to reissue the emergency declaration.
The Ministry of Health, Labour and Welfare (MHLW) issued a
notification dated 13 April 2020, announcing that with regard to pharmaceutical products, medical devices, in vitro diagnostic products and
regenerative medicine products that target novel coronavirus infections or related symptoms, the review of application for the marketing
approval of those products shall be prioritised over other products.
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Ingrid Ortiz and Luz Elena Elías
OLIVARES

HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES
Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

The Mexican healthcare system comprises public (social security institutions) and private sectors.
The private sector comprises private institutions, insurers and independent professionals, the users of which are not restricted. Individuals
and private insurers fund this sector. Private health insurance generally
covers professional, executive and higher levels of the private sector.
Enrolment in private health insurance has increased considerably
over the years. According to official figures, up to 50 per cent of annual
health spending in Mexico comes from out-of-pocket payments related
to private doctors, insurance and drug acquisitions.
The public sector comprises:
•
social security institutions exclusively directed to formal workers,
in which the funding comes from contributions by the federal
government, the employer and the employee, such as the:
•
Mexican Institute of Social Security;
•
Institute of Social Security for State Workers;
•
specialised public institutions for members of the military and
navy force; and
•
PEMEX Medical Services, for Mexican petroleum workers; and
•
public institutions exclusively directed to attend people not covered
by social security, in which the funding comes from the federal
government, states and patients, such as:
•
the Wellness and Health Institute; and
state health institutions.
•
In the public sector, social security and public institutions provide medicines. However, if the medicine is not available when required, some
public insurers allow private registered pharmacies to supply prescribed
medicines and to request a refund for these.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

The Mexican authority responsible for enforcing the regulatory framework
relating to medical products is the Federal Commission for Protection
against Sanitary Risk (COFEPRIS), which is part of the Ministry of Health.
Within it is the New Molecules Committee and the Subcommittee on
Biotech Products, which assess biological medicinal products.

•
•
•
•
•

The regulatory framework is set out in the following federal laws:
the General Health Law;
the General Health Law Regulations for Healthcare Products;
the Official Mexican Standards (NOMs);
the Mexican Pharmacopoeia; and
COFEPRIS’s Rules listing healthcare products that do not require
a marketing authorisation in view of its low risk to human health.

Products are classified according to the definitions provided in this legal
framework.

Approval framework
3

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

Pharmaceutical products
New molecules
Applicants for marketing authorisations must prove the safety and efficacy of their products through standard clinical trials, according to the
rules set out by the General Health Law, its regulations and the NOMs of
good manufacturing of medicines and active ingredients, as well as the
approval of their products as new molecules from the New Molecules
Committee.

Generics
Applicants for marketing authorisations must prove that their products
are bioequivalent to the innovator product. The NOM setting the test to
prove that a generic drug is interchangeable with a reference drug was
updated in recent years (NOM–177–SSA1–2013).
There is a linkage system between COFEPRIS and the Mexican
Institute of Industrial Property, which aims to prevent the granting of
marketing authorisations in violation of patent rights.

Biologics
Further to legal and administrative information, the essential dossier
submission requirements for innovative products manufactured in
Mexico are preclinical and clinical trials, certificates of good manufacturing practices (GMP) of the active pharmaceutical ingredient and the
medicinal product, analytical methods, summaries, the manufacturing
licence, prescription information, the label and a pharmacovigilance
programme.
For innovative products manufactured abroad, additional
requirements apply, in particular, a certificate for export, a letter
of representation with apostille and a legal representative with an
address in Mexico. In cases where the GMP certificates are not issued
by an agency recognised by COFEPRIS, such as the US Federal Drug
Administration or the European Medicines Agency, an inspection in situ
will be required.
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Biocomparables (follow-ons)
The essential dossier submission requirements for biocomparables are
almost the same as those for innovative biotech products, except for the
requirements to prove safety, efficacy and quality.
For these purposes, biocomparable applicants must submit:
•
in vitro studies or comparative non-clinical studies;
•
a report of a comparative test of pharmacokinetics, if determined
by the Ministry of Health, to show pharmacokinetic comparability
on key parameters between both the follow-on and the product of
reference;
•
pharmacodynamics test reports; and
•
comparative efficacy and safety clinical tests to show similarity
between both the follow-on and the product of reference.
Once approved, close pharmacovigilance should be followed.

Orphan drugs
Orphan drugs were introduced into the General Health Law and the
Mexican Pharmacopeia some years ago. In practice, they are approved
by a particular procedure, following rules for new molecules when
applicable and appropriate; however, specific rules would be welcomed.

Medical devices
Marketing authorisation requirements for medical devices depend
on the level of risk involved in their use, according to a threefold
classification:
•
Class I: products that are well known in medical practice and for
which safety and efficacy have been proven. They are not usually
introduced into a patient’s body;
•
Class II: products that are well known in medical practice but may
have material or strength modifications. If introduced, they remain
in a patient’s body for less than 30 days; and
•
Class III: products either recently accepted in medical practice or
that remain in a patient’s body for more than 30 days.
COFEPRIS analyses all medical devices and, if applicable, the software
that enables them to work. Mobile medical applications are a new area
that COFEPRIS may address in the future with particular regulations,
especially if they present health risks.

CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

Further to international guidelines – such as the Nuremberg Code, the
Declaration of Helsinki, the World Health Organization guidelines and
the International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use guidelines – the General Health
Law and its Regulations for Health Research (RLGSMIS) and the
Official Mexican Standard (NOM) for Health Research in Human Beings
(NOM-012-SSA3-2012) regulate ethics committee approval and performance of clinical trials in Mexico.
Moreover, Mexican health authorities have issued guidelines for
ethics committees (the ‘Agreement establishing the general provisions
for integration and operation of research ethics committees and hospital
units that should have them, in accordance with the criteria established
by the National Bioethics Commission’). According to these guidelines,
committees must be integrated from different specialties and must
include professionals from different areas, such as psychology, nursing,
social work, sociology, anthropology, philosophy and law.

The Federal Commission for Protection against Sanitary Risk
(COFEPRIS) approves ethics committees pursuant to the regulatory
framework.

Reporting requirements
5

What requirements exist for reporting the commencement of a
trial and its results to the competent authorities or the public?

Any research on human beings must be approved by COFEPRIS. This
research may include testing new medicinal products or new uses,
dosages or administration routes for already approved medicinal
products. Essentially, the main requirements for an application for
authorisation from COFEPRIS are:
•
approval by an independent ethics committee registered with the
Ministry of Health;
•
approval by the medical institution or institutions where the clinical
trials will be conducted. These institutions must be approved by
COFEPRIS to conduct clinical trials;
•
clinical trial protocol (including the schedule and the approximate
number of medicinal products to be imported);
•
written informed consent templates;
•
preclinical and clinical data that justifies conducting the research;
•
description of available resources to conduct the research and to
address emergencies (including a statement of sponsorship); and
•
a written letter by the qualified investigator acknowledging his or her
responsibilities, and data from the investigator and his or her staff.
Applications should include details of the time frame of the protocol,
indicating the possible dates of commencement and conclusion. The
principal researcher must compile a final technical report for the clinical trial. When clinical trials last longer than one year, annual technical
reports for the health authorities must be compiled. Medical assistance
and financial indemnification for damage caused by the clinical trial
must be provided to research participants.

Trial preconditions
Preclinical data must be collected to justify whether clinical trials can be
conducted. The RLGSMIS requires measures to ensure that the investigator does not have conflict of interest to:
•
protect the rights of research participants;
•
maintain accurate results; and
•
allocate resources.
The principal researcher must compile a final technical report for the
clinical trial. When clinical trials last longer than one year, annual technical reports for the health authorities must be compiled. Accordingly,
the following NOMs apply:
•
Medicinal Products Labelling (NOM-072-SSA1-2012);
•
Pharmacovigilance (NOM-220-SSA1-2016);
•
Interchangeability and Biocomparability Tests (NOM-177-SSA1-2013);
•
Biological Products (NOM-257-SSA1-2014);
•
Good Manufacturing Practices for Medicinal Products (NOM-059-SSA12015); and
•
Good Manufacturing Practices for Active Ingredients (NOM-164-SSA12015).

Consent and insurance
6

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

Investigators must obtain informed consent from the research participants in a formal written document, which must also be signed by two
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witnesses. In simple terms, the validity requirements for consent are
that a participant grants it on a voluntary basis, with capacity to do so
and sufficient information (knowing the potential risks and benefits).
Participants maintain the right to withdraw from the study at any time.
Investigators must ensure post-care for them until it is clarified that no
damage arises from the research.
According to NOM-012-SSA3-2012, in relation to clinical trials in
human beings, the clinical trial budget should include compensation to
which the subject of investigation will be legally entitled in the case
of damage directly related to the clinical trial. Where appropriate, this
financial fund may be covered by study insurance.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

Requirements and time frames vary among new molecules, biologicals
and follow-on products. Article 166 of the Health Law Regulations sets
out the following approval time frames:
•
180 calendar days for medicines that include an active pharmaceutical ingredient or therapeutic indication already approved
in Mexico;
•
240 calendar days for medicines approved abroad but not in
Mexico; and
•
180 calendar days for new drugs (a meeting with the New Molecules
Committee is required).
The approval time frame for biologicals and biosimilars is 180 calendar
days (articles 177 and 177-bis(4) of the Health Law Regulations).
These time frames may vary in practice but can be reduced if
the application has been pre-examined by a third examiner (private
company) approved by the Federal Commission for Protection against
Sanitary Risk (COFEPRIS) to do so.
Government fees for analysing marketing authorisation applications are as follows:
•
new molecules and biologicals: around US$8,600; and
•
generics and biosimilars: around US$4,800.

Based on the interpretation of international treaties, RPD for at
least five years for new chemical entities, formulations, new indications,
and orphan drugs has been obtained through litigation.
Concerning biologics, longer periods of RDP have been requested
based on NAFTA (which provides that this protection should be at least
five years) and international comparative law; however, the analysis in
this regard is done on a case-by-case basis.
The new USMCA entered into force on 1 July 2020. This treaty will
have an impact on the current situation concerning RDP in Mexico.
The USMCA used to describe the periods of protection more clearly
than the current NAFTA; however, the amendments to the USMCA
completed on December 2019 eliminated the provisions for new formulations or combinations, and new method of administration: at least
three years, at least 10 years for biologics, and at least five years for
new chemical molecules, with a transition period of five years.
Without those specific provisions, and with no domestic law, uncertainty among the generic and innovative pharmaceutical industries
continues. To obtain this protection, litigation would still arise against the
eventual refusals of COFEPRIS to recognise regulatory protection for more
than five years for biologics and at least three years for new indications.
The amendments to the USMCA will not necessarily result in adverse
decisions since the wording of NAFTA ‘establishing at least five years of
protection’ remains the same as it has been since 1994 with NAFTA.
Moreover, there are favourable precedents with the NAFTA
wording, obtaining more than five years of RDP for biologics. Therefore,
the main grounds for a legal action trying to obtain more than five years
RDP for biologics also remain.
The Agreement on Trade-Related Aspects of Intellectual Property
Rights is still in force and is implemented through the Code of
Commerce. In addition, the internal guidelines issued by COFEPRIS and
several favourable legal precedents in this regard remain.
Other international treaties will be in force, including the treaty
between Mexico and the European Union that binds the parties to recognise at least six years of RDP for both small molecules and biologics,
although this treaty is not yet in full force.
Finally, the RDP provisions of the Comprehensive and
Progressive Agreement for Trans-Pacific Partnership have been
suspended.

Freedom of information
9

Drug manufacturers must renew their licence every five years, subject
to the relevant tests, including submission of a certificate of good manufacturing practices (GMP) in force.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

There is no specific body of local legislation for data protection exclusivity (RDP) in Mexico. In 2012, COFEPRIS issued internal guidelines to
provide a five-year term of protection that only covers new chemical
entities. However, the reliability of these guidelines is still uncertain.
Some cases are brought before the federal courts, which decide
whether the health authorities have to observe RDP in respect of
the product of interest for a five-year period set forth by the North
American Free Trade Agreement (NAFTA) and the United StatesMexico-Canada Agreement (USMCA). Within the corresponding cases,
preliminary injunctions are requested so that COFEPRIS observes the
requested RDP until the merits of the case are decided. The granting of
these injunctions is subject to the criterion and discretion of the court
handling the case.

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

According to the General Law of Access to Public Data, personal data
and all data of applications under assessment are classified. Thus,
health authorities usually reject freedom of information applications
for data contained in marketing authorisation applications for medicinal
products and medical devices. However, in some cases, they may allow
release of certain information that is considered public information.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
Pharmaceutical products
New molecules
Applicants for marketing authorisations must prove the safety and
efficacy of their products through standard clinical trials, according to
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the rules set out by the General Health Law, its regulations and the
Official Mexican Standards (NOMs) of good manufacturing of medicines
and active ingredients, as well as the approval of their products as new
molecules from the New Molecules Committee.

COFEPRIS analyses all medical devices and, if applicable, the software
that enables them to work. Mobile medical applications are a new area
that COFEPRIS may address in the future with particular regulations,
especially if they present health risks.

Generics

Post-marketing surveillance of safety

Applicants for marketing authorisations must prove that their products
are bioequivalent to the innovator product. The NOM setting the test to
prove that a generic drug is interchangeable with a reference drug was
updated in recent years (NOM–177–SSA1–2013).
There is a linkage system between COFEPRIS and the Mexican
Institute of Industrial Property, which aims to prevent the granting of
marketing authorisations in violation of patent rights.

11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?

Biologics
Further to legal and administrative information, the essential dossier
submission requirements for innovative products manufactured in
Mexico are preclinical and clinical trials, certificates of good manufacturing practices (GMP) of the active pharmaceutical ingredient and the
medicinal product, analytical methods, summaries, the manufacturing
licence, prescription information, the label and a pharmacovigilance
programme.
For innovative products manufactured abroad, additional requirements apply, in particular, a certificate for export, a letter of representation
with apostille and a legal representative with an address in Mexico. In
cases where the GMP certificates are not issued by an agency recognised by COFEPRIS, such as the US Federal Drug Administration or the
European Medicines Agency, an inspection in situ will be required.

Biocomparables (follow-ons)
The essential dossier submission requirements for biocomparables are
almost the same as those for innovative biotech products, except for the
requirements to prove safety, efficacy and quality.
For these purposes, biocomparable applicants must submit:
•
in vitro studies or comparative non-clinical studies;
•
a report of a comparative test of pharmacokinetics, if determined
by the Ministry of Health, to show pharmacokinetic comparability
on key parameters between both the follow-on and the product of
reference;
•
pharmacodynamics test reports; and
•
comparative efficacy and safety clinical tests to show similarity
between both the follow-on and the product of reference.
Once approved, close pharmacovigilance should be followed.

Orphan drugs
Orphan drugs were introduced into the General Health Law and
the Mexican Pharmacopeia some years ago. In practice, they are
approved by a particular procedure, following rules for new molecules when applicable and appropriate; however, specific rules would
be welcomed.

Medical devices
Marketing authorisation requirements for medical devices depend on the
level of risk involved in their use, according to a threefold classification:
•
Class I: products that are well known in medical practice and for
which safety and efficacy have been proven. They are not usually
introduced into a patient’s body;
•
Class II: products that are well known in medical practice, but may
have material or strength modifications. If introduced, they remain
in a patient’s body for less than 30 days; and
•
Class III: products either recently accepted in medical practice or
that remain in a patient’s body for more than 30 days.

The NOM for pharmacovigilance, NOM-220-SSA1-2016 (NOM-220), establishes mandatory provisions regarding pharmacovigilance that apply to
all medicines.
NOM-220 requires marketing authorisation holders to have a pharmacovigilance plan, which must include provisions for monitoring adverse
effects in patients caused by the product at every stage of treatment.
The notice of adverse effects (grade 2) must detail the product’s
international non-proprietary name, distinctive name, batch number
and manufacturer’s name.
The National Commission for Pharmacovigilance should verify the
plan to manage risks and, if applicable, require the implementation of an
intensive pharmacovigilance plan.
Regarding medical devices, the marketing authorisation holder is
required to have registered a technovigilance unit before COFEPRIS.
The unit should have manuals and standard operating procedures. A
qualified person, who should receive, sort and report adverse effects,
should be in charge of the unit.

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
Companies manufacturing medicinal products in Mexico must be
approved by COFEPRIS through a manufacturing licence or authorisation. Manufacturers must renew their licence every five years, subject to
the relevant tests, particularly regarding GMP.
Any import of drugs, health products or raw materials for drugs
must be approved by COFEPRIS. A marketing authorisation is needed
unless an exemption applies. The import of a minimal quantity of products without a marketing authorisation can be approved in certain
circumstances (eg, for clinical trials and orphan drugs).
Foreign marketing authorisations are not valid in Mexico. However,
COFEPRIS has developed a special procedure for drugs requiring first-time
approval in Mexico but that have been approved by equivalent regulatory
authorities abroad. In this procedure, the approval requirements of the
foreign agencies are recognised as equivalent to those in Mexico.

Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
COFEPRIS can request reports from marketing authorisation holders
and make on-site inspection visits of the manufacturing, distribution or
storage facilities.
COFEPRIS can initiate ex officio legal proceedings to sanction
non-compliance. Ultimately, these legal proceedings can result in the
revocation of authorisations. COFEPRIS is also entitled to implement

110

Pharma & Medical Device Regulation 2021
© Law Business Research 2020

OLIVARES

Mexico

measures on behalf of public health, such as the seizure of products and
ordering partial or total suspension of activities, services or advertisements. Under certain conditions, COFEPRIS has statutory authority to
revoke any manufacturing approval or impose sanctions, ranging from
a fine of up to 16,000 times the minimum wage to the closure of the
corresponding establishment or facility.
The imposition of administrative sanctions does not exclude civil
and criminal liability. Administrative infringers can incur penalties
ranging from a fine of up to 20,000 times the minimum wage to final
closure of the establishment. Repeated infringement is also considered
to be a criminal offence.
COFEPRIS has broad jurisdiction to seize counterfeit or illegal
medicines. The General Health Law classifies the manufacturing and
sale of counterfeit or falsified medicine as a crime. In addition, COFEPRIS
commonly enters into collaboration agreements with the General
Attorney and the Customs Office to investigate and prevent counterfeit
and illegal medicine activities.

Exemptions
14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?
No medicinal product is exempt from requiring marketing authorisation in Mexico unless it is a magistral formula, which is a medicine
compounded in a local pharmacy to fit the unique need of a patient
according to a detailed facultative prescription of a physician, under
certain conditions and requirements, such as the requirement that the
pharmacy needs regulatory approval to do so.

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
The import of medicinal products requires a marketing authorisation, unless an exemption applies. These exemptions for medicines
are essentially for lab tests, clinical trials, raw materials for assembly
processes for export, special treatments for illnesses with low prevalence and social interest, personal use and donations.
Regarding medical devices, the exceptions are essentially lab tests,
clinical trials, personal use, physician use, donations and used devices.
In January 2020, the Ministry of Health published a decree in
the Official Gazette whereby the government allows the importation
of medicinal products already authorised in another jurisdiction (the
United States, Canada, Switzerland and the European Union). Certain
requirements must be complied with before importation.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
Marketing authorisations must be renewed every five years. Applicants
must prove their product complies with good manufacturing practices,
safety and efficacy standards, pharmacovigilance and labelling standards, among other applicable provisions.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
The transfer of a marketing authorisation requires compliance with
certain formalities and procedures, which should not be difficult if the
applicant meets the applicable requirements. To transfer a marketing
authorisation to a new holder, an application must be submitted to the
Federal Commission for Protection against Sanitary Risk (COFEPRIS).
According to the Health Law Regulations, COFEPRIS must decide
on a transfer application within a period of 20 days following the filing
date. In practice, this period varies, and it can be extended if further data
or documents are requested.
COFEPRIS may serve the applicant during this 20-day period with
a request for information or documents, granting the applicant with
a term to respond that cannot be less than five working days. If no
response is provided within the granted term, the application is considered as cancelled.
If COFEPRIS does not serve any request or decision on the applicant during the 20-day period, the application is considered approved.

RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
The Official Mexican Standard on Good Manufacturing Practices for
Medicinal Products (NOM-059-SSA1-2015) requires the marketing
authorisation holder to employ a programme to recall products that do
not meet quality standards in an appropriate and efficient manner. This
programme must include:
•
activities planned for recalling products in a rapid and effective manner;
storage; and
•
•
a list of authorities to be notified according to the product distribution.
Marketing authorisation holders must report any product recall decision to the Federal Commission for Protection against Sanitary Risk,
providing details of the products and the causes leading to the recall.

AMENDING AUTHORISATIONS
Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
Marketing authorisation holders can apply for adjustments to their
marketing authorisations, but applicable requirements depend on the
type of adjustment (eg, legal or administrative information, manufacturing site or indication of use).

PROMOTION
Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
The primary legislation on advertising of medicinal products and
medical devices is the General Health Law’s regulations regarding
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advertising (RLGSMP) and opinions issued by the Advertising Council.
The Intellectual Property Law and the Federal Consumer Protection
Law also have provisions on advertising.
The Federal Commission for Protection against Sanitary Risk
(COFEPRIS) and the Federal Attorney’s Office of Consumers (consumer
legal framework) are regulatory authorities in this field.
The National Chamber of the Pharmaceutical Industry (CANIFARMA)
has a code of ethics that includes provisions on advertising. Although
these provisions are not mandatory, failure to comply can result in a
suspension of rights as a member of the chamber or exclusion from it.
The RLGSMP defines advertising as an activity comprising all creation, planning, performance and distribution processes of advertisement
to promote the sale or consumption of products and services. Thus, it
is considered that providing information will be treated as advertising
when it promotes the sale or consumption of products.
Electronic advertising falls under the general rules for advertising
in article 2 of the RLGSMP. COFEPRIS is increasing its monitoring of
online advertisements for medicinal products and medical devices,
which to date has been less stringent than advertising on television
and radio. The Code of Good Promotion Practices states that online
promotion of prescription-only medicines addressed to healthcare
professionals must be duly approved by the corresponding authorities.
The advertising must be disclosed on scientific websites. The sponsor
must be clearly identified.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
There are several bodies of law that refer in general terms to the
relationship between the pharmaceutical industry and healthcare
professionals, such as the General Health Law and the Health Law
Regulations (including those that concern the regulatory control of
healthcare activities, establishments, products and services). Industry
codes of practice complement these regulations.
The Council of Ethics and Transparency of the Pharmaceutical
Industry (CETIFARMA) has issued the following self-regulatory
instruments:
•
the Code of Ethics and Transparency of the Pharmaceutical Industry;
•
the Code of GPP; and
•
the Code of Good Practices of Interaction of the Pharmaceutical
Industry with Patient Organisations (the Code of GPI).
Affiliate members of the National Chamber of the Pharmaceutical
Industry are required to follow these codes. CETIFARMA supervises
members’ and adherents’ compliance.
These bodies of law and codes set important sanctions to
discourage the provision of inducements to healthcare professionals to
prescribe, sell, supply or recommend use of particular products.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
The Code of GPP and the Code of GPI allow CETIFARMA to require
members to record any valuable support given to healthcare professionals, institutions or patient organisations. According to their
guidelines, members will make information concerning donations
granted available to the public on a yearly basis to promote transparency.

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
In accordance with the General Health Law, the Federal Commission for
Protection against Sanitary Risk (COFEPRIS) is in charge of monitoring
and ensuring compliance with advertising controls.
The primary legislation for the advertising of medicinal products
and medical devices is the General Health Law and its Regulation. These
norms are supplemented by guidelines published by COFEPRIS. This
agency is part of the Ministry of Health and controls the advertising
of medicinal products and medical devices. Industry codes of practices
complement this regulation. The Council of Ethics and Transparency of
the Pharmaceutical Industry (CETIFARMA) has issued the following selfregulatory instruments:
•
the Code of Ethics and Transparency of the Pharmaceutical Industry;
•
the Code of Good Promotion Practices; and
•
the Code of Good Practices of Interaction of the Pharmaceutical
Industry with Patient Organisations.
Affiliate members of CANIFARMA are required to follow these codes.
CETIFARMA supervises members’ and adherents’ compliance. There
are also opinions issued by the Advertising Council, which include
representatives from the Ministry of Health, the academic and scientific
communities, the business sector, the media and consumer groups.
Additionally, other general legislation may be relevant for the
advertising of medicinal products, particularly the Federal Law for the
Protection of Consumers and the Industrial Property Law.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
COFEPRIS has specific authority to order the suspension of an advertising activity in breach of the legal framework. This order must be
followed by both the responsible party and the media channel within
24 hours. COFEPRIS may warn companies with approved products to
modify advertisements that are presumably in breach of the legal framework. If not modified, or the modification is considered to not comply
with the legal provisions, COFEPRIS may suspend the advertising activities and impose a fine. Decisions and orders issued by COFEPRIS may
be appealed before itself or the federal courts.
The penalties for failing to comply with the rules related to advertising are the suspension of advertising activities ordered either to the
responsible party or directly to the media, and the imposition of a fine
to each one, which can range from 2,000 to 16,000 times the minimum
wage. The responsibility for imposing these penalties falls directly on
the Ministry of Health through COFEPRIS.
COFEPRIS constantly monitors advertising activities throughout
the country, particularly regarding drug-like products, and has been
directing the efforts of coordination agreements related to publicity,
as well as the enforcement of the same. There has also been a strong
coordinated effort between COFEPRIS and pharmaceutical companies
tending to the self-regulation of advertising, which is still monitored.
COFEPRIS has imposed large fines against specific over-the-counter
medication manufacturers for using misleading advertising related to
its products, inciting the public to self-medicate and to take their products at the first symptom without consulting a doctor.
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PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
Price control in the private sector is based on a self-regulated maximum
retail price (MRP) scheme covering patented products, overseen by the
Ministry of Economy. Under price control, each product's MRP must not
exceed an international reference price, estimated as the average price
in six major markets, plus a market factor. There are no established
sanctions for violations of the MRP.
In 2008, the government created the Committee for the Negotiation
of Drug Prices (CNDP). Until 2018, recommended prices for patented
and unique drugs (or those with exclusive distributors) for all public
institutions were formerly negotiated with the CNDP under the supervision of the Ministry of Public Function and the Mexican Antitrust
Authority.
Under that scheme, price review, and eventual changes, is done
annually. The new administration is implementing modifications
frequently, which may impact the frequency of price change. The
austerity measures that have recently been taken by the government
will continue and may result in a more frequent price review.
Public insurers dispense medicinal products prescribed by their
healthcare professionals. Products are prescribed from a basic medicinal products list, which public insurers base on the national formulary
issued by the Ministry of Health. Public insurers acquire those listed
products mostly by public tender processes. The Mexican Institute of
Social Security is the largest public sector buyer of drugs.
For direct purchasing of patented products, the CNDP analyses
the effectiveness of the drugs and relevant therapeutic alternatives and
the feasibility and implications of an eventual substitution with equivalent medicines. The CNDP also conducts an economic evaluation of
the cost-effectiveness of patented medicines compared with potential
substitutes.
For the Institute of Social Security for State Workers (ISSSTE), a
prescribed medicinal product can be dispensed in a private drug store
registered with a public insurer, provided that this is not available within
ISSSTE facilities and under certain conditions. The ISSSTE reimburses
the cost of that product according to previous agreements.
In the private sector, most payments are made on an out-of-pocket
basis. Private insurers are improving the level of pharmaceutical
coverage as the private market in medicines has grown considerably

OFF-LABEL USE AND UNLICENSED PRODUCTS

Whereas there is no specific provision in the Health Law Regulations
concerning advertisements for off-label use, advertisement activities
addressed to health professionals do not require a permit from the
Federal Commission for Protection against Sanitary Risk (COFEPRIS); a
notice of such an advertisement is sufficient. However, off-label advertisements should be avoided.

Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
The manufacturing, importation and supply of a medicinal product to a
healthcare professional requires that the product has been approved.

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
COFEPRIS authorises the use of drugs for compassionate use. The
regulation for such use is the same as that for clinical trials, mainly:
•
the General Health Law;
•
the Health Law Regulations;
•
Health Research in Human Beings (NOM-012-SSA3-2012);
•
the Code of Good Practices of Advertising of the National Chamber
of the Pharmaceutical Industry (CANIFARMA);
•
the CANIFARMA Code of Ethics; and
•
various Official Mexican Standards.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
Prescription medicines, such as antibiotics, can be dispensed only if the
consumer provides a written prescription. Dispensing over-the-counter
medicines does not require a specific permit. Psychotropic and narcotic
drugs are prescribed using a special notebook monitored by the Federal
Commission for Protection against Sanitary Risk (COFEPRIS) and
dispensed through local pharmacies authorised by COFEPRIS.
In general, there are no special rules governing the sale or
purchase of medical devices; however, this may depend on the level of
risk involved in their use and whether a prescription would be required.

Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?

Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?

Medicinal products and medical devices may be sold online provided
this is carried out by authorised pharmacists in authorised pharmacies.
Prescription medicines can be sold to patients only with a physician’s
prescription. Dispensers must keep original prescriptions for antibiotics.

The Code of Good Promotion Practices sets forth that information
about medicinal products must be grounded on scientific evaluation
and related empirical evidence, which must be kept at the disposal of
healthcare professionals, if required. It must not induce confusion by
means of distortion, unjustified pressure, omission or any other means.
This Code also states that, when scientific information is provided and
is not part of the prescribing information duly approved or authorised
in the marketing authorisation of a product, it should be strictly limited
to a scientific audience, avoiding the promotion, directly, indirectly or
through a third party, of any unauthorised directions of use.
www.lexology.com/gtdt
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UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
The entry into force of the United States-Mexico-Canada Agreement
(USMCA) on 1 July 2020 will have an impact on all areas relating
to intellectual property of domestic law, including pharmaceutical
patents and regulatory data protection.

Initiative about cannabis
There are several proposals for a new law for concerning cannabis
that aims to regulate and control the process of harvesting, storing,
transporting, labelling, producing, publicising, sponsoring, selling and
commercialising cannabis.
In accordance with an order by the Supreme Court, the Ministry of
Health recently sent the preliminary draft of the ‘Regulation on health
control for the production, research and medicinal use of cannabis
and its pharmacological derivatives’ to the Federal Regulatory
Improvement Commission. The draft aims to address the regulation,
control, promotion and sanitary surveillance of the raw materials,
molecular complexes, pharmacological derivatives and medicines for
the production, research and medicinal use of cannabis and its pharmacological derivatives. It includes provisions regarding the import,
export, advertising and marketing of the same.

Initiative for price regulations
The aim of this eventual regulation is to regulate the prices of drugs
to ensure better access. Drug prices would be reviewed and evaluated
every year or at any time necessary, based on the economic, technical
or therapeutic conditions.

Initiative to remove the renewal of marketing authorisations
There is a proposal to reform the General Health Law to remove the
requirement to renew marketing authorisations every five years.

Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been
amended to address these concerns? What best practices
are advisable for clients?
In response to the covid-19 pandemic, the government has implemented measures to attend to the population, regardless of whether
they are affiliated with the social security system.

First measures in response to the covid-19 pandemic
One of the first measures adopted in response to the pandemic was
the suspension of activities of several federal entities from 18 March
2020 and the suspension of procedural terms during that period. The
first authorities to adopt these measures were the Supreme Court of
Justice, the circuit courts, the district courts, the civil and commercial
courts and the Federal Court of Administrative Affairs.
On 19 March 2020, the Federal Commission for Protection against
Sanitary Risk (COFEPRIS) announced the requirements that must be
complied with to carry out covid-19 diagnostic tests.
On 23 March 2020, the Mexican Institute of Industrial Property
(IMPI) ordered the suspension and interruption of procedural terms

from 24 March. The suspension of deadlines did not apply to procedures that were necessary to mitigate the consequences of the
pandemic and those related to the release of preliminary injunctions
imposed by IMPI during infringement proceedings. New online applications were still able to be pre-filed during the suspension.
On 24 March 2020, the president announced that Mexico officially
entered Phase 2 of its plan in response to the pandemic. New and
additional measures to contain the spread of the virus and to flatten
the curve of transmission were announced.
On 26 March 2020, the Ministry of Health (MOH) issued a decree
suspending the legal terms running from 26 March to 1 September
when a decree was issued ordering the resumption activities, which
applied to all administrative actions and procedures before the MOH,
including COFEPRIS. The MOH specified that they would continue to
work on essential and urgent procedures to deal with contingency.
On 27 March 2020, the president published a decree in the Federal
Gazette, implementing the following extraordinary measures in relation to the pandemic:
the use of all medical resources available in the public and private
•
sectors in the regions and the surrounding areas;
•
the acquisition of all types of goods and services, at the national
or international level, such as medical equipment, diagnostic
agents, surgical and healing materials and hygiene products, as
well as any other type of goods or services, without any public
tender procedure, for the quantities or concepts that are necessary to face contingency;
•
the import and authorisation of imports of the abovementioned goods and services with minimal or no administrative
procedure requirements, for the required quantities or concepts;
•
the taking of corresponding measures to avoid price speculation
and stockpiling of essential products; and
•
any other measure that is considered necessary by the MOH.

Mexico declares state of emergency
On 31 March 2020, owing to the increase in infections, the MOH put in
place certain extraordinary actions.
•
All activities were immediately suspended from 30 March 2020 to
30 April 2020, with the exception of essential activities. Activities
considered to be essential are activities:
•
necessary to attend to the pandemic;
•
involving public safety;
•
involving the fundamental sectors of the economy;
•
directly related to the operation of government social
programmes; and
•
related to critical public services.
•
The following practices were imposed:
•
meetings must comprise less than 50 people;
•
people must wash their hands frequently;
•
people must practise remote greeting; and
•
people must observe sneezing ‘etiquette’ (ie, under the elbow).
•
The entire population in the Mexican territory was invited to stay
at home, with the exception of those participating in essential
activities.
•
Stay-at-home restrictions were strictly applied to people in
vulnerable groups, including those participating in essential
activities.
•
Return to regular activity will be staggered, orderly and under the
coordination of the Ministry of Economy and Labour.
•
Censuses and surveys were suspended.
The Ministry of Health determines all the activities that are necessary to attend to the emergency, and measures are applied with strict
observance to human rights.
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Other emergency initiatives to address the pandemic in Mexico
COFEPRIS remained open to receive and attend to the procedures
required to continue with the supply of medical products to respond to
the general health needs of the population (not necessarily related to
covid-19). Some temporary sanitary authorisations were granted for
medicines, medical devices and the import of supplies, among other
things, that are strictly related to the response to the pandemic
On 31 March 2020, the Vice Secretary of Health announced that
COFEPRIS approved the first four clinical trials in relation to products to
treat covid-19: Remdesivir, Tocilizumab; hydroxycloriquine, chloroquine
and azithromycin.
In April, the MOH, through COFEPRIS, published the new ‘Guidelines
for the acquisition and manufacture of fans during the public health
emergency due to the COVID- 19’, which is in force only during the public
health emergency related to the pandemic.
In May, a few days after Phase 3 of the pandemic response plan was
declared in Mexico, COFEPRIS determined that during the pandemic, it
would continue to attend to priority procedures through courier services.
In May, the General Health Council (GHC) approved the ‘Triage Guide
for the Allocation of Critical Medical Resources’. The guide outlines how
decisions should be made if the health emergency generates a demand for
critical medical resources that is not possible to satisfy. Examples of critical medical resources mentioned in the guide, which may generate a high
demand, are organs for transplantation, critical care beds and mechanical
ventilators. A prioritisation scale is proposed, which gives critical care
priority to some patients over others depending on a number of factors.
COFEPRIS collaborated with various health institutions, such as
the World Health Organization, the Pan American Health Organization,
the National Center for Health Technology Excellence and the
Epidemiological Diagnostic and Reference Institute, among others, to
create the ‘Guidelines for the acquisition and manufacture of fans during
the public health emergency due to the coronavirus 2019 (COVID-19)’.
COFEPRIS has also granted provisional marketing authorisations for some medical devices. This provisional authorisation allows
for importation and commercialisation, and it is only granted if prior
authorisation by certain foreign authorities has been obtained. The
dossier of the provisional marketing authorisation will be reviewed once
this extraordinary measure has been lifted.

Ingrid Ortiz
ingrid.munoz@olivares.mx

Luz Elena Elías
luz.elias@olivares.mx
17 Pedro Luis Ogazón
Col San Ángel
01000 México City
Mexico
Tel: +52 55 5322 3000
Fax: +52 55 5322 3001
www.olivares.mx

The covid-19 pandemic and compulsory licences in Mexico
It is important to highlight the regulations for compulsory licences in
Mexico. Article 77 of the Intellectual Property Law establishes that for
emergency or national security reasons, including serious diseases
declared as such by the GHC, IMPI will determine that certain patents
can be exploited through a compulsory licence for reasons of ‘public
benefit’ when the lack of a licence would hinder or overvalue the
production, supply or distribution of basic goods to the population. In
cases of serious diseases, for IMPI to make the determination, the GHC
must publish a declaration of national emergency in the Official Gazette.
Although the GHC met after several petitions made by various
sectors, at the time of writing, no publication of the declaration of emergency for the covid-19 pandemic in the Official Gazette has been made,
as required by law.
Although the situation regarding covid-19 has been declared as a
pandemic by the World Health Organization, at the time of writing, there is
no universally accepted treatment or cure. If a universally accepted treatment becomes available for the covid-19 virus, and if it is protected by a
patent, we hope that the treatment will not be in short supply for various
reasons, such as compassionate use licences, pandemic pricing, public
and private cooperation and negotiations, free licences and the relinquishment of rights for public benefit. The desired outcome is that the conditions
for compulsory licences will never be met as this would mean that we, as a
country or as humans worldwide, will have defeated the virus.
www.lexology.com/gtdt
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HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES
Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

The Ministry of Health is responsible for the delivery and regulation of
healthcare and therapeutic products in New Zealand. These regulatory
functions are performed by the Ministry’s business units, the New Zealand
Medicines and Medical Devices Safety Authority (Medsafe), which is responsible for regulating therapeutic products, and Medicines Control, which is
responsible for regulating the distribution chain of medicines. Controls on
the manufacture, sale, distribution and importation of therapeutic products
are set out in the Medicines Act 1981 (the Medicines Act) and its regulations.
The Pharmaceutical Management Agency (Pharmac) is responsible
for the government funding of therapeutic products. In the financial year
ending on 30 June 2019, Pharmac controlled a combined pharmaceutical budget of NZ$985 million. Pharmac’s funding decisions are based
on the ‘Factors for Consideration’, which assesses the ‘relative value’ of
the therapeutic product based on ‘need’, ‘health benefit’, ‘cost savings’
and ‘suitability’.
There are a number of industry associations that implement their
own codes of conduct relating to the promotion of therapeutic products
and interaction with consumers and healthcare professionals. Medicines
New Zealand Incorporated (MNZ) is the industry association representing
pharmaceutical companies, and the Medical Technology Association of
New Zealand represents manufacturers, importers and distributors of
medical devices.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

The New Zealand Medicines and Medical Devices Safety Authority
(Medsafe) is responsible for the granting of approvals for the manufacture, sale and supply of therapeutic products in New Zealand. A
therapeutic product is any product that is used or intended to be used
for a ‘therapeutic purpose’, which includes preventing, diagnosing and
treating a disease or injury; modifying a physiological process and testing
for susceptibility to a disease or ailment.
The three categories of therapeutic products under the Medicines
Act are:
•
medicines;
•
medical devices; and
•
related products (cosmetic, dentifrice and food).

Other categories include dietary supplements and formulated supplementary foods, which are regulated under a different legislative regime.
In broad terms, whether a product is a therapeutic product regulated under the Medicines Act will depend on ‘whether the product is
sold, marketed or used, wholly or principally for a therapeutic purpose’.
Factors relevant to this assessment include the product’s ingredients,
how it is presented for dosage or use, how it is represented through
advertising, labelling and packaging, and how its therapeutic effect
is achieved.

Approval framework
3

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

All new medicines must be approved by Medsafe prior to their advertising, supply and sale in New Zealand.
To apply for approval, a new medicine application (NMA) must be
made to Medsafe, together with a supporting dossier of clinical data,
proposed labelling and information for consumers and prescribers,
(known as consumer medicine information (CMI) and data sheet).
An overseas pharmaceutical company will need a New Zealand
appointed agent to act as its ‘sponsor’. The sponsor will be the ‘applicant’ for the NMA and will be responsible for all aspects of the medicine
once it is approved by the New Zealand Medicines and Medical Devices
Safety Authority (Medsafe) .
‘Full’ and ‘abbreviated’ evaluation pathways for approval are available to the sponsor. The abbreviated evaluation pathway allows Medsafe
to rely on the regulatory evaluation of an overseas recognised authority
for the purpose of deciding whether to approve the new medicine. If the
new medicine has already been approved in other jurisdictions, then the
sponsor may be eligible to apply for approval under the abbreviated evaluation, otherwise the full evaluation pathway will apply. Once approved,
the medicine is listed on Medsafe’s publicly available therapeutic product
database, and the CMI and data sheet are publicly released.
Currently, pre-market approval of medical devices is not required
in New Zealand. Accordingly, there is no requirement to obtain a licence
or Medsafe approval prior to a medical device being imported, sold and
distributed in New Zealand. However, market entry does require the
registration of the medical device in Medsafe’s Web Assisted Notification
of Devices (WAND) Database within 30 working days of the medical
device being manufactured or first arriving in New Zealand under the
Medicines (Database of Medical Devices) Regulations 2003.
The sponsor of the medical device is responsible for its registration
and maintaining the accuracy of the information relating to the medical
device in the WAND Database.
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CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

The Medicines Act requires all types of clinical trials for new medicines,
human tissue and cells to be pre-approved by the Director-General of
Heath. Applications are submitted to the Health Research Council of
New Zealand, which makes a recommendation to the Director-General.
Detailed guidelines for the conduct of clinical trials are published by the
New Zealand Medicines and Medical Devices Safety Authority and generally require compliance with the internationally accepted standards in
the Committee for Medicinal Products for Human Use guidance document ‘Guideline for Good Clinical Practice E6(R2)’. There is a shorter
approval route for bioequivalence studies.
This Medicines Act approval process does not apply to clinical
trials involving medical devices, but those trials, as well as clinical trials
for (essentially all) medicines do require separate approval from the
local health and disability ethics committee (ethics committee), which
are ministerial committees formed under the New Zealand Health and
Disability Act 2000.

of the new medicine (ie low, intermediate or high), the amount and
complexity of the clinical information provided and the response time of
the sponsor if further information is required by Medsafe.
Once a medicine is approved, the authorisation remains valid until
it ‘lapses’ in the following circumstances:
•
the medicine has not been available in New Zealand and there
has been no regulatory activity undertaken by the New Zealand
sponsor in respect of the medicine for more than five years; or
•
the New Zealand sponsor has advised the regulator, Medsafe, that
the product is no longer being distributed in New Zealand.
If an approval has ‘lapsed’, then the medicine is considered a ‘new medicine’, and a new approval must be obtained before it can be reintroduced
onto the New Zealand market.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

The Medicines Act obliges trial sponsors to provide the Director-General
of Health with:
•
trial progress updates every six months;
•
the results of the trial when completed; and
•
the details of any serious adverse reactions to the trial medicine.

The Medicines Act only protects the confidentiality of supporting information (including trade secrets and information of commercial value to
the applicant) given in relation to an ‘innovative medicine application’.
That protection lasts for five years from the date approval is granted.
An ‘innovative medicine application’ is an application for approval
of a medicine that contains an active ingredient that has not, before that
application is received by Medsafe, been referred to in any other application as an active ingredient of a medicine.
The Medicines Act does not provide for any data exclusivity for new
uses of a previously approved medicine, for any change in pharmaceutical form or any other type of ‘market exclusivity’ protections that apply
in some other jurisdictions.
There are no data exclusivity protections associated with medical
devices in New Zealand.

Consent and insurance

Freedom of information

6

9

Reporting requirements
5

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

To obtain ethics committee approval for a clinical trial, it is necessary
for the sponsor to demonstrate how it will obtain the informed consent
of the trial subjects. There is no mandatory template for the form of the
consent, but in practice, consent that is approved is comprehensive and
written in ‘plain language’.
The ethics committee will also require the sponsor to offer trial
subjects an indemnity in the form set out in the Medicines New Zealand
Guidelines for Compensation and for the sponsor to carry appropriate
insurance to support that indemnity.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

The New Zealand Medicines and Medical Devices Safety Authority
(Medsafe) aims to complete its full evaluation of a medicine application
(NMA) within 200 calendar days of receipt of the application. The application fee ranges from NZ$10,220 to NZ$102,210. An abbreviated evaluation
of an NMA takes up to 100 days, and the application fee is from NZ$21,940
to NZ$51,100. The fee and time frame depend on the risk classification

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

Anyone can request research data relating to a therapeutic product held
by the New Zealand Medicines and Medical Devices Safety Authority
(Medsafe) under the Official Information Act 1982 (OIA) at any time.
Under the OIA, all information held by a government agency,
which includes Medsafe, is to be made available unless there is a ‘good
reason’ or ‘conclusive reason’ for withholding it, including protecting
the trade secrets of the applicant, avoiding unreasonably prejudicing
the commercial position of the applicant, or if disclosure would be
likely to ‘seriously damage the economy’ of New Zealand. The reasons
for withholding must be weighed against the overall public interest in
disclosure (unless a ‘conclusive reason’ for disclosure applies).
Where the research data is subject to the five-year data exclusivity
protection under the Medicines Act, the interest in withholding to protect
the applicant’s trade secret and commercial position strongly outweighs
the interest in disclosure. While this becomes less so the more time
passes after the exclusivity protection has expired, Medsafe is still
required to take into account the commercial sensitivity of the research
data and the interest of the applicant when deciding whether to disclose
the data following any appropriate consultations with the applicant.

www.lexology.com/gtdt
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Regulation of specific medicinal products

Sanctions

10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?

13 What civil, administrative or criminal sanctions can authorities
impose on entities or their directors and officers for breach of
the requirements concerning controlled activities?

Herbal and homeopathic remedies do not generally require the New
Zealand Medicines and Medical Devices Safety Authority's (Medsafe)
approval for sale and supply in New Zealand, so long as they do not
contain any prescription, restricted or pharmacy-only medicine and no
‘therapeutic claim’ is made in relation to them.
Biologics, biosimilars, orphan drugs and drugs for paediatric
use that are used wholly or principally for a ‘therapeutic purpose’ are
treated in the same way as other medicines and must undergo the same
approval processes prior to distribution in New Zealand.
Controlled drugs (being drugs commonly misused by the public)
can only be imported, manufactured, sold or supplied in New Zealand
under a licence issued by Medicines Control in accordance with the
Misuse of Drugs Act 1975. The list of controlled drugs in that Act is
amended by legislative processes rather than regulatory control delegated to the relevant government agency.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
The Medicines Act requires the New Zealand importer or manufacturer of
the medicine to report adverse events that they become aware of to the
Director-General of Health. Failure to do so is an offence. New Zealand
operates a Centre for Adverse Reactions Monitoring, which receives
and collates adverse event reports from healthcare professionals, the
general public and pharmaceutical companies.

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
A licence to manufacture medicines issued by the New Zealand
Medicines and Medical Devices Safety Authority (Medsafe) is required
to manufacture prescription medicines, while a wholesale licence
is required to import, export and conduct wholesale distribution and
storage of prescription medicines. The New Zealand based sponsor of
the medicine must apply for and hold the licence.
Licence applications generally take 12 weeks to process. The
licence is only valid for one year and must be reapplied for annually.
The licence fee for a licence to manufacture medicines is NZ$13,750
and NZ$10,77.42 for a wholesale licence.
Pre-market approval of medical devices is not currently required in
New Zealand. The medical device only needs to be registered on Medsafe’s
Web Assisted Notification of Devices (WAND) Database within 30 working
days of the medical device being manufactured or first arriving in New
Zealand. There are no charges associated with this registration.

Every person who contravenes Medsafe’s licensing requirements in
relation to a medicine is liable on conviction to a fine not exceeding
NZ$40,000. In some circumstances, individuals can face imprisonment
for up to six months, and companies can be fined up to NZ$100,000.
Directors and employees can be held liable for an offence committed
by a company if those individuals approved the breach, or failed to take
all reasonable steps to prevent or stop a breach that they knew about.
Any person who fails to register a medical device on the WAND
Database prior to its importation or wholesale distribution is liable on
conviction to a fine not exceeding NZ$500.

Exemptions
14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?
A registered healthcare professional is not required to obtain regulatory
approval or a licence to manufacture and supply a prescription medicine
that is not currently approved in New Zealand if the supply is to a named
patient under that healthcare professional’s care.
The pharmacist preparing and dispensing the unapproved medicine pursuant to a prescription issued by the healthcare professional in
this situation is also covered by the exemption.
The sponsor of the unapproved medicine must report the importation, sale or supply of the unapproved medicine to Medsafe, including
the name of the healthcare professional and the patient.

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
The importation of an unapproved medicine is allowed where a registered healthcare professional is obtaining the medicine for the care of
a named patient, for approved clinical trials, or where an individual is
importing small quantities for personal use. Other than in these situations, the importer will be required to obtain New Zealand approval for
the medicine before importing it for the purpose of supply.

AMENDING AUTHORISATIONS
Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
The Medicines Act does not have a regime to vary an existing approval
for a medicine. Instead, any ‘material change’ to an approved medicine must be notified and approved by the New Zealand Medicines and
Medical Devices Safety Authority (Medsafe) prior to its sale and distribution in New Zealand.
The sponsor of the ‘changed’ medicine must submit a changed
medicine notification (CMN) together with any evaluation report of the
‘changed’ medicine by an overseas recognised regulatory authority.
A material change is a change to any of the following:
•
the purpose for which the medicine is represented to be used;
•
the recommended dosage or manner of administration;
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the labelling of the medicine;
the strength, quality or purity of the medicine;
the facilities for testing the medicine’s strength, quality, purity
or safety;
method of manufacture; and
the location of the premises in which the medicine is manufactured.

A CMN can take between 45 and 200 calendar days for Medsafe to evaluate and costs up to NZ$8,437. The total fees payable will depend on the
nature of the ‘material change’ that is subject to the CMN.
Any changes made to a medical device must be recorded in
Medsafe’s Web Assisted Notification of Devices (WAND) Database by
the sponsor.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
If a medicine has received ‘full’ approval from Medsafe, that approval
remains valid until it ‘lapses’ in the following circumstances:
•
the medicine has not been available in New Zealand and there
has been no regulatory activity undertaken by the New Zealand
sponsor in respect of the medicine for more than five years; or
•
the New Zealand sponsor has advised the regulator, Medsafe, that
the product is no longer being distributed in New Zealand.

RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
While most recalls in New Zealand are initiated voluntarily by the
sponsor, the New Zealand Medicines and Medical Devices Safety
Authority (Medsafe) has the power to ban the sale of medicines and
medical devices that Medsafe considers unsafe or medicines that
Medsafe considers lack efficacy.
Medsafe is also able to direct an importer, manufacturer or seller
to withdraw those items from the supply chain and destroy them and to
supervise that process.
In appropriate cases, patients can be requested to exchange
recalled product for alternatives. There is a detailed Recall Code for
the industry to follow, which is generally consistent with good international practice. Sponsors are expected to work closely with Medsafe on
product recalls and comply with its directions.
There are no prescribed forms of communication, as these are
decided in consultation with Medsafe on a case-by-case basis. Medsafe
is free to issue its own communications in relation to the recall.

PROMOTION
If the approval has ‘lapsed’, then the medicine is considered a ‘new
medicine’ and fresh approval must be sought before the medicine can
be reintroduced onto the New Zealand market.
If the medicine has only received ‘provisional’ approval, then that
approval is only valid for two years from the date of the approval.
The sponsor must either seek renewal of the provisional approval for
another two years or seek ‘full’ approval if the medicine is intended
to be on the New Zealand market long term. The sponsor must apply
for ‘full’ approval within five years of the provisional approval initially
being granted.
Provisional approval is typically sought for medicines that are still
undergoing clinical assessment but where it is desirable that patients
have early access to the medicine.
Renewal of authorisations are not applicable to medical devices.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
Under New Zealand’s regulatory regime, a change in sponsor is effected
by notification to Medsafe rather than the transfer of the approval to
the new sponsor. The sponsorship change is a fairly straightforward
process and a changed medicine notification (CMN) is not required.
The proposing sponsor must provide Medsafe with documentation confirming its acceptance of the sponsorship and the outgoing
sponsor’s relinquishment of the sponsorship. Once notified, the new
sponsor has three to six months to transition the medicine (including
its labelling if any changes are required) and regulatory licences for
its manufacture, sale and distribution to the new sponsor. During the
transition period, the new and outgoing sponsor must have a formal
agreement in place to manage any regulatory affairs that may arise in
respect of the medicine.
Where there is a change to the sponsor of a medical device, the
name and address of the new sponsor must be notified to Medsafe
within 10 working days of the change in sponsor taking effect. This is
done by registering the new information on the WAND Database.

Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
New Zealand permits direct-to-consumer (DTC) advertising of prescription medicines and medical devices.
A ‘medical advertisement’ means any words and pictorial representation ‘used or appearing to be used to promote the sale of medicines
or medical devices’. The legislative rules have not been amended for
many years, so apply to all advertisements regardless of their form
and publishing platform, including internet advertising. By contrast,
the Medicines New Zealand Code of Practice (Edition 17, published 4
April 2019) (the MNZ Medicines Code) specifically addresses online DTC
advertising but expressly acknowledges that where there is an inconsistency between the MNZ Medicines Code and the Medicines Act, the
Act prevails.
Under the Medicines Act and Medicines Regulations 1984, all
medical advertisements must include the mandatory information
required under the Medicines Regulations. A DTC medical advertisement cannot directly or by implication claim that the medicine or medical
device is infallible, is or has been used or recommended by a healthcare
professional, has beneficially affected the health of a particular person
or class of persons, or use personal testimonials. Medical advertisements distributed solely to health practitioners are exempt from some
of these restrictions.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
The Medicines New Zealand Code of Practice (Edition 17, published 4
April 2019) and the Medical Technology Association of New Zealand
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(MTANZ) Code of Practice 2016 prohibit their members from providing
or offering any kind of benefit as an inducement to recommend,
prescribe, dispense or administer their products. There is no legislation
that specifically prohibits the provision of inducements to a healthcare professional to prescribe a particular medicine or medical device.
However, depending on the circumstances, this conduct could breach
the Crimes Act 1961 or the Secret Commissions Act 1910.

Sanctions for breach of industry codes are regulated by the specific
industry association. For example, under the Medicines New Zealand
Code of Practice (Edition 17, published 4 April 2019), a member can
be ordered to discontinue its non-compliant advertisement, be fined
NZ$80,000 or be expelled from the MNZ.

Reporting transfers of value

Pricing

22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?

25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?

There is no legislative requirement to record and publish transfers
of value to healthcare professionals by pharmaceutical or medical
device companies. Currently, neither the Medicines New Zealand Code
of Practice (Edition 17, published 4 April 2019) nor the MTANZ Code of
Practice 2016 require such recording and reporting.
In September 2019, Medicines New Zealand Incorporated (MNZ)
announced that it intends to introduce transparency guidelines in
2020. The guidelines will require its member pharmaceutical companies to declare gifts and payments made to healthcare professionals.
As at the time of writing, no transparency guidelines have yet been
published by MNZ.

As a general rule, pharmaceutical companies are free to sell their
approved therapeutic products at whatever price they think is appropriate, subject only to the ordinary trade practice laws that apply to all
consumer goods.
The New Zealand government uses a government-owned organisation, the Pharmaceutical Management Agency (Pharmac), to negotiate
the price and terms of supply of medicines and medical devices that
will be purchased for use in the public health system (including public
hospitals) or that will be given a government subsidy when purchased
by individual patients from community pharmacies or elsewhere. In
some cases, Pharmac is the actual purchaser of the therapeutic products. In other cases, Pharmac does not purchase but lists the product
for subsidy. In most cases a listed product receives a full subsidy so
that all the patient pays is a modest dispensing fee; however, there are
a range of situations where a product will only receive a partial subsidy
and the patient must pay a part charge.
Pharmac is allocated a fixed annual budget and uses a wide range
of methods to generate price competition and to otherwise achieve
favourable supply terms. These methods include sole supply and dual
tenders, only subsidising to the amount of the lowest priced product
in a therapeutic group, encouraging generics and biosimilars to enter
the market as soon as they are lawfully able to, and negotiating bundle
deals for multiple products where price reductions on existing products
are used to fund the subsidy listing of a new product within Pharmac’s
fixed budget. Some of the usual competition law rules do not apply
to Pharmac (or to the supplier) in relation to aspects of this procurement process.
It is common for Pharmac to lock in long-term pricing in its subsidy
listing agreements. In some situations, a sponsor of a therapeutic
product is able to negotiate a right to increase pricing over time, but that
may not result in the subsidy rising to match it. If alternative products
remain fully subsidised, then market forces tend to limit the advantage
a sponsor can achieve by increasing price beyond the subsidy level.

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
The New Zealand Medicines and Medical Devices Safety Authority is
responsible for compliance with the Medicines Act and its regulations
with respect to medical advertisements. Advertisers must also comply
with general consumer protection laws, in particular the Fair Trading
Act 1986 (FTA), which prohibits advertising that misleads or deceives, or
is likely to mislead or deceive, consumers. The Commerce Commission
is responsible for monitoring compliance with the FTA.
The Advertising Standards Authority, Medicines New Zealand
Incorporated (MNZ) and the Medical Technology Association of New
Zealand are self-regulating industry associations in which their
members have agreed to be bound by the industry code set by those
associations.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
Liability for breach of the advertising controls under the Medicines Act
and its regulations is either imprisonment for a term not exceeding
three months for a director or a fine not exceeding NZ$500. If the
offence is continuing, then the advertiser is liable for a further fine not
exceeding NZ$50 for every day or part day during which the offence has
continued. On conviction, a court may order that the relevant medicine,
medical device, advertising, labelling or associated material be forfeited
to the Crown.
The penalties for a breach of the FTA are a fine not exceeding
NZ$200,000 for an individual and not exceeding NZ$600,000 for a body
corporate.

PRICING AND REIMBURSEMENT

OFF-LABEL USE AND UNLICENSED PRODUCTS
Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
A registered healthcare professional may prescribe, supply and administer an unapproved medicine (or prescribe an approved medicine
for an off-label indication) to a patient under that healthcare professional’s care.
A pharmaceutical company is prohibited from advising a healthcare professional about potential off-label uses of an approved
medicine or promoting the availability of an unapproved medicine.
However, under the Medicines New Zealand Code of Practice (Edition
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17, published 4 April 2019), if a healthcare professional makes an unsolicited request for medical and scientific literature on medicines and
indications that may be unapproved in New Zealand, then that information may be provided. The information must not be promotional
and should be distributed by the pharmaceutical company’s medical
department.

Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
The Medicines Act allows a pharmaceutical company to manufacture,
import, sell and supply an unapproved medicine to a registered healthcare professional, on that healthcare professional’s request, for the
treatment of a named patient. The sale and supply of the unapproved
medicine must be reported to the New Zealand Medicines and Medical
Devices Safety Authority (Medsafe) as soon as practicable after the end
of the month in which the unapproved medicine was sold or supplied.
All medical devices must be registered on Medsafe’s Web Assisted
Notification of Devices (WAND) Database 30 working days before they
are imported and supplied to the healthcare professional.

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
A pharmaceutical company is able to provide compassionate use
programmes for unapproved products where a registered healthcare professional prescribes that product to a named patient or the
compassionate use programme is operated in conjunction with a clinical trial. The pharmaceutical company cannot generally advertise the
availability of compassionate use programmes for unapproved products. The structure of the compassionate use programme must build
in appropriate steps to obtain patient consent for the use of personal
health information, and in some circumstances competition law advice
is necessary.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
‘Prescription’, ‘restricted’ and ‘pharmacy-only’ medicines can only be
dispensed, sold, supplied or distributed by a registered pharmacist or a
person under the supervision of a registered pharmacist in a pharmacy
or a hospital pursuant to a prescription issued by a registered healthcare professional.

UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
A Therapeutic Products Bill (Bill) is being developed to replace the
Medicines Act and its associated regulations. A first draft was released
on 14 December 2018 for industry consultation, which ended in April
2019. To date, a second draft has not yet been released, and no legislative bill has been introduced into Parliament.
As currently proposed, the Bill makes a number of proposals that
will have a significant impact on New Zealand’s pharmaceutical and
medical device regulatory regime if enacted into legislation. Some of
the key proposals are summarised below.
•
All medical devices, other than those exempt by regulations, must
be approved prior to market entry.
•
A stricter criteria regarding who can be a sponsor will be applied.
In addition to the requirement that the sponsor has a physical
presence in New Zealand (if individual, ordinarily resident in New
Zealand; if body corporate, incorporated in New Zealand), the applicant must also demonstrate that it is a ‘fit and proper person’.
•
The New Zealand sponsor will have more detailed legal obligations
in relation to post-market product monitoring, reporting and risk
management. It is intended that these obligations be consistent
with international standards.
•
Authorisation must first be obtained prior to certain activities
relating to the dealing of medicines and medical devices be carried
out. The manufacture, wholesale and non-wholesale supply, and
clinical trials of medicines and medical devices will require a
licence or permit from the New Zealand Medicines and Medical
Devices Safety Authority (Medsafe).
•
The definition of medicines will be extended to cover radiopharmaceuticals and most cell and tissue products, activities and therapies.
The draft Bill allows for direct-to-consumer advertising of prescription
medicine to continue; however, the current government is investigating
whether this should remain permitted under the new law and, if so,
whether increased regulations are warranted.
While these changes appear significant against New Zealand’s existing
(and outdated) regulatory regime, the proposed changes are mostly to
bring New Zealand in line with international standards and norms, and to
cover future developments in New Zealand’s life sciences sector.

Coronavirus

30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?

32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?

There are no specific laws governing the online dispensing, sale and
supply of medicines and medical devices in New Zealand. New Zealand
statutes are generally drafted to be technologically neutral. Any online
sale and supply must meet the usual requirements under the Medicines
Act and its regulations, including the requirement for appropriate
prescriptions, advertising and promotion. The Medicines New Zealand
Code of Practice (Edition 17, published 4 April 2019) contains some
guidelines for online advertising, but some of these are not consistent
with the Medicines Act.

In response to the covid-19 pandemic, New Zealand made several urgent
legislative changes, most significantly, the enactment of the COVID-19
Public Health Response Act 2020 to enable the Ministry of Health to
require mandatory quarantine by those arriving in New Zealand from
overseas, and compliance with self-isolation and physical distancing
requirements.
To support the public health response:
•
Pharmac adopted several measures to pre-empt medicine supply
shortages, including imposing limitations on the volume of medicines

Online supply
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that can be dispensed by pharmacies and requiring early supplier
notification of supply shortages; and
the government introduced the ‘COVID-19 vaccine strategy’, a
NZ$37 million initiative to support the development of, and early
access to, effective vaccines.

At the time of writing, point-of-care covid-19 test kits are prohibited in
New Zealand as they are currently considered by Medsafe to be unreliable and unsuitable for diagnostic purposes.
As is the case in the rest of the world, the pandemic in New Zealand
is ongoing and numerous laws, initiatives and relief programmes
(including wage subsidies) have been implemented; these will evolve
as the situation changes. It is therefore advisable that clients not only
be familiar with the currently regulatory landscape, but engage in regulatory decision-making processes that are agile and adaptable to deal
with the fluidity of the post-pandemic environment.

Tina Liu
tina.liu@tompkinswake.co.nz

Robert Bycroft
robert.bycroft@tompkinswake.co.nz
Level 11, AIG Building
41 Shortland Street
Auckland 1010
New Zealand
Tel: +64 21 711 676
www.tompkinswake.co.nz
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HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES
Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

The public healthcare network comprises public healthcare institutions
and private practice, and is governed by three main institutions:
•
the Ministry of Health (the Ministry), in charge of policy making,
standards and quality control;
•
the Institute for Public Health, tasked with conducting analysis and
measures related to public health; and
•
the National Health Insurance Fund, competent for financing of
healthcare.
Medical centres and hospitals provide public healthcare services at
three functional levels. State-owned primary health centres (clinics,
pharmacies and health offices) provide services at the primary level
for the territory of one or more municipalities. At the secondary level,
general and specialised hospitals provide inpatient and specialist
consultation services. At the tertiary level, hospital medical centres
provide the highly specialised healthcare services.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

The Medicines and Medical Devices Agency (ALIMS) issues marketing
authorisations, conducts registration of medical devices, performs
quality control of medicines and medical devices, and provides information with the aim of their safe and rational use.
The Medicines and Medical Devices Act of 2010 (as amended)
(MMDA) defines medicines and their categories, while the Medical
Devices Act of 2017 (MDA) does the same with respect to medical
devices. ALIMS conducts categorisation and sub-categorisation of medicines and medical devices.

Approval framework
3

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

The MMDA and a series of implementing by-laws adopted by the
Ministry govern the marketing authorisation and placing of medicines
on the market. These regulations rely in good part on the relevant EU

law, most importantly Directive 2001/83/EC on the Community code
relating to medicinal products for human use. ALIMS is the competent
authority for issuing marketing authorisations.
To be granted a marketing authorisation, a medicinal product must
undergo pharmaceutical (pharmaceutical, chemical and biological),
pharmacotoxicological and clinical trials and satisfy conditions related
to its quality, safety and efficacy.
The patient information leaflet and the labelling of the packaging
constitute an integral part of a marketing authorisation. Medicines must
be labelled in the Serbian language. The MMDA regulates general labelling of outer and inner packaging, as well as the additional labelling
regarding the reimbursement, manner of prescription and identification and authenticity of medicines. The patient information leaflet must
be enclosed in the packaging in the Serbian language, and must be
comprehensible and compliant with the summary of the product’s characteristics. Implementing by-laws additionally regulate labelling and
the contents of patient information leaflets.
The obligation to obtain a marketing authorisation does not apply
to medical devices. To be placed on the market or in use, a medical
device must comply with essential requirements of the MDA regarding
conformity assessment, labelling and supporting documents. Also, the
device must be properly procured and installed and maintained, and
used in accordance with its purpose. For medical devices for which a
conformity assessment was carried out, registration is not a condition
for placing them on the market or putting them to use, but a manufacturer or its representative must submit the application for registration
to ALIMS. The MDA contains an exhaustive list of medical devices that
do not need to be registered to be placed on the market or put to use.
The MDA prescribes detailed rules on the manner of labelling of
medical devices and the form and contents of a patient information
leaflet. Labelling and the contents of patient information leaflets are
additionally regulated in the Rulebook on Labelling and Contents of the
Patient Information Leaflet for the Use of a Medical Device of 2019.

CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

Clinical trials for medicines and medical devices are regulated in the
Medicines and Medical Devices Act of 2010 (as amended) (MMDA) and
the Medical Devices Act of 2017 (MDA), respectively. Detailed rules
related to ethics committee approval and performance of clinical trials
are additionally regulated in by-laws. For medicines, the regulation is
the Rulebook on the Contents of the Application and the Documentation
for Approval of Clinical Trials for Medicines and Medical Devices, as well
as the Method of Implementation of Clinical Trials for Medicines and
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Medical Devices of 2011 (as amended) (the part of the Rulebook related
to medical devices has ceased to apply). The Rulebook on Clinical Trials
for Medical Devices of 2018 (as amended) regulates the matter in relation to medical devices.
Pursuant to the Healthcare Act of 2019, the competence of ethics
committees of healthcare institutions in relation to clinical trials of
medicines was transferred to the Ethics Committee of Serbia, which is
a professional body appointed by the government to oversee provision
of healthcare in line with principles of professional ethics, respect for
human rights and values, and children's rights on the national level.
Ethics Committee of Serbia makes decisions on conducting clinical trials
in accordance with the MMDA and implementing by-laws.
The Ethics Committee of Serbia also has the responsibility of
protecting the rights, safety and well-being of subjects involved in clinical trials of medical devices, conferred to it by the MDA.

Reporting requirements
5

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

Sponsors must request authorisation for conducting a clinical trial from
the Medicines and Medical Devices Agency (ALIMS) in the case of:
•
clinical trials for medicines that do not have a marketing authorisation or for which a different use from the one prescribed in the
approved summary of product characteristics is proposed; and
•
interventional post-marketing clinical trials, where the medicinal
product is applied in accordance with the conditions prescribed
in the marketing authorisation, but requires additional diagnostic
procedures, as well as the monitoring procedures defined by the
clinical trial protocol.
For the conduct of a non-interventional post-marketing clinical trial of a
medicine with a marketing authorisation, conducted in accordance with
the approved summary of product characteristics, the sponsor must
only notify the commencement of a trial to ALIMS.
A sponsor is required to report quarterly to ALIMS on the conduct
of a clinical trial. The sponsor must communicate to ALIMS and the
ethics committee the completion of the clinical trial within 90 days, and
submit a final report on the results of a clinical trial within one year of its
completion. In the case of early completion or interruption, the sponsor
must notify ALIMS and the ethics committee within 15 days of the date
of the trial’s early completion or interruption.

Consent and insurance
6

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

The MMDA contains mandatory rules for obtaining trial subjects’ consent
to participate, which is one of the conditions for conducting a clinical trial.
Subjects, or their legal representatives, must be fully informed about the
clinical trial and of their right to withdraw their consent to participate at
any moment, in writing and in a language they can understand. Consent
must be in written form, signed and dated, while an illiterate person must
give oral consent in the presence of at least one witness. Special provisions provide for protection of minors and of adults who are not able to
give written consent to participation in clinical trials because of unconsciousness or a physical or learning disability.
Prior to the commencement of a clinical trial, the sponsor of
a clinical trial must insure the persons subjected to the clinical trial
against personal injury, where the damage to health is caused by the
clinical trial.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

The Medicines and Medical Devices Agency (ALIMS) conducts a formal
review of an application for marketing authorisation within 30 days.
The deadline for the substantive review is 210 days, which is paused
from the day of request of additional documents from the applicant,
until submission of those documents. The accelerated procedure for
obtaining a marketing authorisation takes 150 days from receipt of a
complete application, for a medicinal product that obtained a marketing
authorisation in accordance with the EU centralised procedure, and for
medicines for human use of utmost importance for public healthcare.
Marketing authorisation is valid for five years. It may be renewed
based on the reassessment of the risk-benefit ratio of the medicine. If
ALIMS determines that a medicine is safe (based on the available pharmacovigilance data), it grants a permanent marketing authorisation.
The fee for marketing authorisation for a medicinal product on the
basis of complete documentation for pharmaceutical form, strength
and package of the medicine is 460,000 Serbian dinars. Additional fees
are payable for each additional pharmaceutical form (240,000 Serbian
dinars), each additional strength of the same pharmaceutical form
(150,000 Serbian dinars), each type of additional inner package of the
same pharmaceutical form and strength (30,000 Serbian dinars), and
each additional package size (30,000 Serbian dinars). The same fees
apply for issuing a conditional marketing authorisation, marketing
authorisation under exceptional circumstances and a temporary
marketing authorisation. Reduced fees apply for issuance of a marketing
authorisation based on reduced documentation.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

For manufacturers without a seat in Serbia, the exclusivity period
for the data submitted by originators to obtain marketing authorisation in Serbia is 10 years from the issuance of the initial marketing
authorisation. Amendments to the marketing authorisation in terms of
medicinal product strength, pharmaceutical form, methods of administration, packaging or variations and claims for extension of the scope
of the marketing authorisation, do not extend the exclusivity period.
An applicant for issuance of a marketing authorisation with reduced
documentation (for a generic medicinal product, generic hybrid medicinal product or biologically similar medicinal product) may apply for
marketing authorisation after at least eight years have elapsed from
the date the initial marketing authorisation for the reference medicinal
product had been issued in Serbia, the European Union or countries that
have the same or similar requirements for the issuance of the authorisation, and may obtain a marketing authorisation after 10 years from
the date of issuance of the initial marketing authorisation. The period of
10 years may be extended (cumulatively) for one more year, if, during
the eight years from the issuance of the marketing authorisation for the
reference medicinal product, the marketing authorisation holder (MAH)
of the reference medicinal product obtains a new marketing authorisation for one or more new indications that show a significant improvement
in the therapeutic indication of the reference medicinal product.
For manufacturers with a seat in Serbia, the rules above will apply
from the accession of Serbia to the European Union. Until then, a manufacturer with a registered seat in Serbia can be granted marketing

124

Pharma & Medical Device Regulation 2021
© Law Business Research 2020

BDK Advokati

Serbia

authorisation for a biotechnological medicinal product upon expiry
of the ten-year period from the date of receiving the first marketing
authorisation, and for other medicinal products after the expiry of six
years from the date of receiving the first marketing authorisation for the
reference medicinal product.

Freedom of information
9

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

The Serbian Freedom of Information Act of 2004 (as amended) provides
that public authorities must not allow access to information in its
possession when a law considers such information as classified.
The Medicines and Medical Devices Act of 2010 (as amended)
(MMDA) provides that all the data in the documentation enclosed within
a marketing authorisation application, as well as in other procedures
carried out before the ALIMS or competent ministries, must be treated
as classified.
Public authorities may make classified information available to
third parties with the consent of the applicant in a procedure before
ALIMS. Data available to the expert and general public for the purpose
of providing the information necessary for the use or handling of a
medicinal product, or required for the protection of health in humans
and animals, may not be considered classified.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
Marketing authorisation is not required for traditional herbal medicines or homeopathic medicines. The ALIMS keeps special registries
for these types of medicines. There are no specific rules for approval,
and rewards or incentives for approval, for biologicals and biosimilars,
controlled drugs, orphan drugs or drugs for paediatric use.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
In the post-marketing phase, MAHs are obliged to:
•
organise continued monitoring of adverse drug reactions (ADRs)
and have a permanently employed person with adequate qualifica
tions responsible for pharmacovigilance;
keep records on all suspected ADRs notified in Serbia, EU countries
•
or any third country, and provide ALIMS with electronic reports;
•
keep records of all suspected serious ADRs reported by health
or veterinary professionals, or records of ADRs that MAHs can
reasonably be expected to be aware of, and to promptly report this
information to the ALIMS no later than 15 days following the receipt
of information;
•
submit to the ALIMS periodic drug safety reports in six-month
intervals if the marketing authorisation was conditional or under
special circumstances; and
•
submit periodic drug safety reports every six months for a period of
two years following the placing of the medicine on the market, then
annual reports for another two years and finally submit reports in
three-year intervals.

For medical devices, a manufacturer or its authorised representative
must employ a person responsible for vigilance and continuously
monitor the medical device on the market with the aim of identifying
any need for corrective or preventive measures. The designated person
keeps records of any measures taken and informs ALIMS accordingly.
The manufacturer or its authorised representative must also
inform the notified or appointed body that carried out the conformity
assessment of any changes in the system of vigilance that affect the
conformity assessment. In the case of incidents, the manufacturer or
its authorised representative must, without delay, inform ALIMS of any
initiated field safety corrective action taken to reduce the risk of death or
serious deterioration of health related to the medical device.

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
A licence is required for the manufacturing of medicines and the
Ministry of Health (the Ministry) may issue these to legal entities only.
The applicants for manufacturing must accompany the application
with information and documents regarding their location and premises, equipment, personnel, medicines to be produced and relevant
procedures, as well as other information required by the MMDA and
the relevant rulebook. The fee payable for the manufacturing licence is
80,030 Serbian dinars and the licence is valid for an indefinite period.
A licence to manufacture medical devices may be issued to a legal
entity or an individual. The Ministry issues manufacturing licences for
Class I medical devices (other than Classes Is and Im), other in vitro
diagnostic medical devices, medical devices for which no conformity
assessment is performed, those not covered by the sign of conformity,
custom-made devices for a particular patient and medical devices for
clinical trials, as well as systems or kits. The applicant must support its
application with information and documents regarding the location and
premises, equipment, personnel, medical devices to be produced and
relevant procedures, as well as other information required by the Medical
Devices Act of 2017 (MDA). The fee payable for the manufacturing licence
is 80,030 Serbian dinars, and the licence is valid for five years.
Wholesale of medicines and medical devices encompasses
purchase, storage, distribution, imports and exports of medicines. A
wholesale licence issued by the Ministry is required to perform wholesale. Exceptionally, manufacturers may distribute medicines or medical
devices that they manufacture without a wholesale licence. However,
manufacturers of medical devices with a registered seat in Serbia that
do not need a manufacturing licence must obtain a wholesale licence
to sell their medical devices. Legal entities performing only import or
export activities on behalf of and for the account of a medicines wholesale licence holder do not have the obligation to obtain a wholesale
licence. Applicants for wholesale licences for medicines and medical
devices must support their applications with information and documents
regarding the legal entity, location and premises, supply territory, products for which the wholesale licence is sought, personnel, equipment
and plan for an urgent withdrawal of products from the market, as well
as other information of relevance for issuance of the wholesale licence.
The Ministry issues wholesale licences for medicines for an indefinite period, and for medical devices for a period of five years. The fees
for both, payable to the Ministry, amount to 40,020 Serbian dinars.
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Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
Placement on the market, manufacturing or trade of medicines contrary
to the rules imposed under the MMDA constitute a commercial offence
for which a fine ranging from 1.5 million to 3 million Serbian dinars
may be imposed. Conformity assessment, manufacturing, trade, labelling, presentation, conduct of vigilance or advertising of medical devices
contrary to the MDA constitute a commercial offence and a fine ranging
from 1.5 million to 3 million Serbian dinars may be made against a legal
entity, while a fine ranging from 300,000 to 500,000 Serbian dinars may
be imposed on an individual as a manufacturer of medical devices.
Furthermore, performance of the relevant business activity for the legal
entity manufacturing medicines or medical devices may be forbidden
for three to 10 years, and for the individual manufacturer of medical
devices, from six months to three years.

Exemptions
14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?
Marketing of magistral and galenic medicines, traditional herbal and
homeopathic medicines (unless otherwise stipulated in the MMDA), as
well as other products and substances enlisted under article 39 of the
MMDA, is exempt from the obligation to obtain a marketing authorisation.

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
Parallel trade of medicines is no longer prohibited in Serbia. The
Trademarks Act of 2020 provides for the principle of international
exhaustion of rights instead of the principle of national exhaustion. As
a result, a trademark does not entitle its holder to prohibit its use on
the goods that were placed on the market anywhere in the world by the
trademark holder or another person authorised by the holder.
An exception may be made if the trademark holder has a justified
reason to object to the placing of the market of the goods marked by the
trademark, especially if the goods were spoilt or substantially altered
after its first placing on the market.

AMENDING AUTHORISATIONS
Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?

dinars may be imposed against a legal entity, while a fine ranging from
80,000 to 150,000 Serbian dinars may be imposed against a responsible
person in that legal entity. Furthermore, performance of the relevant
business activity may be forbidden for three to 10 years.
MAHs must:
•
report type-IA variations within 12 months of application (‘do and
tell’ procedure);
•
report IAIN variations without delay following their application for
the purpose of continuous monitoring of the medicinal product;
•
request ALIMS’ approval for type-IB and type-II variations before
their application (‘tell, wait and do procedure’); and
•
submit a new request for marketing authorisation for variations
related to changes of the active ingredient or changes in strength,
pharmaceutical form or manner of application of the medicine, and
for variations of veterinary medicines for animals used in human
alimentation.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
MAHs must renew marketing authorisations following the expiry of the
initial five-year period of validity, based on the reassessment of the
risk-benefit ratio. The application must contain professional reports on
quality, safety and efficacy of the medicinal product, as well as a list
of all the variations applied for and approved by ALIMS. The request
for approval must be submitted a maximum of 180 days before, and
no later than 90 days after, the expiry of the marketing authorisation.
ALIMS conducts a formal assessment within 15 days of application and
a substantive review within 90 days of the application being deemed
complete. The MAH is obliged to place the medicinal product on the
market in accordance with the approved renewal within 12 months of
ALIMS’ positive decision.
If the Agency determines that a medicinal product is safe, based
on pharmacovigilance data in the five-year period following the date of
issuance or renewal of the medicinal product, the Agency may issue a
permanent marketing authorisation. Otherwise, it will decide on renewal
for another five years. A marketing authorisation may only be renewed
once for a five-year period. After that, if the Agency still has reasonable
grounds to suspect that a medicinal product is unsafe, it will terminate
the marketing authorisation.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
The procedure for a transfer of a marketing authorisation may be initiated before ALIMS at the request of the existing MAH. The procedure is
based on the assessment of whether the prospective new holder meets
the requirements prescribed by the MMDA and the relevant by-laws.
ALIMS conducts a formal assessment of the application within 15 days
of receiving the application and a substantive review within 60 days of
the application being deemed complete.

Marketing authorisation holders (MAHs) can apply to the Medicines
and Medical Devices Agency (ALIMS) for variations of authorisation in
line with the Medicines and Medical Devices Act of 2010 (as amended)
(MMDA) and the Rulebook on Conditions, Contents of Documentation
and the Manner of Approval of Variation of Marketing Authorisation of
2012. MAHs are obliged to market the medicinal product in accordance
with the approved variation, at the latest, within 12 months of delivery
of the ALIMS’s approval of the variation. Failure to do so constitutes a
commercial offence and a fine ranging from 800,000 to 2 million Serbian
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RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
The manufacturer of a medicinal product is obliged to inform the
Ministry of Health (the Ministry) of any accident or error in the manufacturing and of other occurrences that could bring into question the
quality, safety or efficacy of a medicinal product. The wholesaler must
promptly inform the Ministry of any incident that might affect quality or
safe handling of a medicinal product.
The Ministry must prohibit marketing and order withdrawal of
medicines on its own initiative or at the proposal of the Medicines
and Medical Devices Agency (ALIMS) when, among other situations, a
specific medicinal product is harmful when applied in normal conditions.
The Ministry may opt to withdraw only a certain series of the product or
to withdraw the product completely from the market. Wholesalers must
recall the medicinal product and abolish the marketing of the medicinal
product prohibited and withdrawn by the Ministry.
The Ministry prohibits marketing and requires recall of medical
devices from the market if, among other cases, a medical device is
harmful under the normal conditions of use, if it fails to perform or if
its qualitative and quantitative composition does not correspond to
the composition prescribed by the manufacturer in the technical documentation, the certificate of conformity or any other certificate for that
medical device. The Ministry may recall the medical device from the
market completely or only with respect to a certain series. The importer
of a medical device is responsible for recall of a medical device that is
not registered in Serbia.
A manufacturer or its authorised representative may decide to
recall the medical device from the market on its own initiative. In that
case, the manufacturer (ie, its representative) must inform ALIMS and
the Ministry without delay.

PROMOTION
Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
Advertising of medicines and medical devices is regulated in the
Medicines and Medical Devices Act of 2010 (as amended) (MMDA) and
the Medical Devices Act of 2017 (MDA), respectively, while detailed rules
are provided in the relevant by-laws. In addition, in 2014, the Serbian
Association of Manufacturers of Innovative Drugs (INOVIA) adopted
the Code on the Promotion of Prescription-Only Medicines to, and
Interactions with, Healthcare Professionals (the INOVIA Code).
The MMDA defines advertising as any form of provision of accurate information about a medicinal product or medical device to the
general or professional public to encourage prescription, supply, sale or
consumption of the product (ie, device). Stating the name of a medicinal
product, its international non-proprietary name or a trademark, if it
serves only as a reminder, does not amount to advertising.
The Medicines and Medical Devices Agency (ALIMS) must approve
promotional materials and other documentation supporting the advertising of medicines. Advertising may be directed towards the general
public via media, and to the professional public via promotion to health
and veterinary professionals who prescribe medicines. The MDA has

abolished the former obligation to request ALIMS’ approval of promotional materials for medical devices.
It is forbidden to advertise a medicine without a marketing
authorisation or a medical device that does not conform with essential
requirements and registered in the ALIMS’ register of medical devices.
Advertising medicines and medical devices in a misleading manner or
advertising the success of a medicine treatment in an exaggerated way
is also impermissible. The advertiser may not suggest that the medicine
can be classified as food, cosmetics or another item of general use. It
is prohibited to give or promise financial, material or other benefits in
order to encourage prescription and issuing of a medicinal product.
The MMDA contains an exhaustive list of medicines for which advertising is forbidden, including prescription medicines, medicines issued at
the expense of health insurance, medicines containing opiates or psychotropic substances, and medicines for diseases such as tuberculosis,
sexually transmitted or infectious diseases, chronic insomnia, diabetes
and other metabolic diseases. It is also forbidden to advertise medicines
used for the treatment of children by addressing children directly, and to
give free samples of medicines (ie, medical devices) to the general public.
Promotion of a medicinal product to the professional public must
include the basic data contained in the marketing authorisation and be
consistent with the summary of product characteristics. That information must be accurate, updated, verifiable and sufficiently complete as
to enable the recipient to form his or her own opinion on the therapeutic
value of a medicinal product. It is permitted to give a healthcare professional (HCP) one minimal package of a new medicine being introduced
on the market containing a note: ‘A free sample, not for sale’.
There are no special rules applicable to online advertising.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
The MMDA and the relevant by-law prohibit any encouragement of
HCPs to prescribe, issue, order a specific medicine or recommend its
use or purchase through offering, giving or promising money or any
other benefit. Companies may not ask, and HCPs may not provide, any
material or non-material benefit as a consideration for the sponsorship of professional events. The sponsor may not affect the content of
the event. Companies may sponsor professional events only up to the
amount needed to cover the necessary costs of travel, accommodation
and participation in the event, and only for the duration of the event,
including two days for travel.
The new Healthcare Act of 2019 provides that HCPs may not accept
money or gifts, except for small non-monetary gifts of an individual
value below 5 per cent of the average net monthly salary in Serbia or
of an aggregate value not exceeding one average net monthly salary.
It remains unclear whether the aggregate value of permitted gifts is
calculated in relation to a single gift provider and single gift occasion,
or in relation to all gifts received in a particular period (the reference
period, if relevant at all, is not specified).
The INOVIA Code sets the monetary limit on value of informational or educational material provided to HCPs at approximately 3,500
Serbian dinars, and also prohibits companies from providing or offering
HCPs any food and beverages of which the value exceeds approximately
5,870 Serbian dinars. The company sponsoring or organising an event
may not offer accommodation in five-star hotels. The INOVIA Code also
imposes industry rules on donations and grants to individual HCPs
outside the sponsorship for attending professional events, as well as
donations and grants to associations of HCPs or entities that provide
healthcare or conduct research. The aim of the Code is to help prevent
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companies from inducing HCPs to recommend, prescribe, purchase,
supply, sell or administer specific medicines.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
The Rulebook on the Manner of Advertising of Medicines and Medical
Devices of 2010 requires pharmaceutical companies to publish information on their websites about all professional events they have sponsored
in the current and previous year, including the amount of funds used for
those purposes. The INOVIA Code also encourages companies to make
information about donations and grants publicly available.

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
The Medicines and Medical Devices Agency is competent for ensuring
compliance with the rules on advertising of medicines and medical
devices, and it must approve promotional materials for the advertising of medicines. The Ministry of Health conducts inspection control
through its health inspectorate.
Within the self-regulatory framework, the Serbian Association of
Manufacturers of Innovative Drugs (INOVIA) monitors compliance of its
members with the INOVIA Code.

between the outpatient and inpatient sectors. The government regulates the prices of prescription-only medicines. The Ministry of Health
(the Ministry) calculates the maximum wholesale price for prescriptiononly medicines based on a number of criteria, including the comparable
wholesale prices in reference countries (Slovenia, Croatia and Italy) and
the current wholesale price in Serbia. Marketing of a prescription-only
medicine for which the government did not determine the maximum
wholesale price is prohibited. Marketing authorisation holders freely
determine the prices of OTC medicines and must notify the Ministry
before 31 March of the current year of the price for the previous year.
For the cost of medicine to be reimbursed, the medicine must be
included in the positive reimbursement list of medicines (the Positive
List). The Central Medicines Commission established by the National
Health Insurance Fund conducts the health technology assessment
of medicines when reviewing applications for inclusion of medicines
on the Positive List. The general criteria for adding a medicine to the
Positive list are:
•
pharmacotherapeutic justification of the medicine;
•
pharmacoeconomic justification of the medicine; and
•
financial resources provided by the annual financial plan of the
National Health Insurance Fund.
When the resources are insufficient for inclusion in the list of medicines
that comply with general criteria, the National Health Insurance Fund
further considers two special factors: existence, if any, of a managed
entry agreement and the priority for adding the medicine to the list. The
Fund gives priority to medicines based on:
•
the lack of a medicine from the same pharmacotherapeutic group
on the Positive List for a particular medical indication;
•
the significance of a medicine for public health; and
•
ethical aspects.

OFF-LABEL USE AND UNLICENSED PRODUCTS

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
Advertising of medicines contrary to the rules imposed under the
Medicines and Medical Devices Act of 2010 (as amended) constitutes a
commercial offence for which a fine ranging from 800,000 to 2 million
Serbian dinars may be imposed against a legal entity, and a fine ranging
from 80,000 to 150,000 Serbian dinars may be imposed against a responsible person of the legal entity. For a commercial offence of advertising
of medical devices contrary to the Medical Devices Act of 2017, a fine
ranging from 1.5 million to 3 million Serbian dinars may be imposed
against a legal entity, while a fine ranging from 300,000 to 500,000
Serbian dinars may be imposed on an individual as a manufacturer of
medical devices. Furthermore, performance of the relevant business
activity for legal entities manufacturing medicines (ie, medical devices),
may be forbidden for the period of three to 10 years, and for the individual manufacturer of medical devices from six months to three years.

Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
Serbian law does not regulate off-label prescription of medicines. In
practice, healthcare institutions prescribe medicines for off-label use
where there are no other medicines on the market approved for specific
therapeutic indications.
The provision of information regarding off-label use to healthcare
professionals (HCPs) is prohibited. A marketing authorisation holder
may not market a medicine for a new indication until the Medicines
and Medical Devices Agency (ALIMS) has approved and registered the
amendments to the marketing authorisation. Any promotion of medical
products to HCPs must be carried out in accordance with the summary
of product characteristics, including the approved indications of the
medicine. It follows that the provision of information regarding off-label
use to HCPs is not allowed under any circumstances.

Unlicensed products

PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
The pricing regime depends on whether a medicine is classified
as prescription-only or over-the-counter (OTC), and does not differ

27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
An importer may submit a request for importation of a non-registered
medicine to ALIMS if one of the following four conditions is met:
•
there is no registered medicine of the same international nonproprietary name, strength, pharmaceutical form and packaging
size on the market in Serbia;
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the medicine is intended for treatment of rare human diseases;
it is necessary to ensure sufficient quantities and types of medicine for epidemics, natural disasters and other emergency
situations; or
there are insufficient quantities and types of medicines with
marketing authorisation on the market in Serbia.

The import of medicines not registered in Serbia is also permitted as a
donation or humanitarian aid to a health institution for the benefit of a
patient or a group of patients who are not eligible to participate in the
ongoing clinical trial for that medicinal product in Serbia. Medicines for
which competent authorities in Serbia, the European Union, or a country
with similar or identical requirements have suspended or prohibited a
clinical trial, cannot be imported in this manner.
ALIMS may also authorise the import of a medical device:
•
not registered in Serbia, which is intended for a particular patient
or group of patients;
•
as a donation or humanitarian aid;
•
as part of a donation programme in the European Union; or
•
for scientific research or emergency situations.
To be imported, these medical devices must have been subjected to
conformity assessment.

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
ALIMS may approve import of medicines not registered in Serbia for
the purpose of treating specific patients or a group of patients that are
afflicted by life-threatening diseases, such as AIDS, cancer and other
malignant or autoimmune diseases. The approval can be issued for
medicines that:
•
are undergoing an advanced stage (Phase III) of clinical trial
procedure in an EU country or in a country with similar requirements as Serbia regarding issuance of a marketing authorisation;
•
have completed a clinical trial procedure in such country;
•
are currently subject to a centralised marketing authorisation
procedure in the European Union; or
•
have received a marketing authorisation in the EU centralised
procedure.
A proposal for the importation of a medicine must be signed by the
director of the health institution that recommended the import.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
Special rules apply only to the dispensing and sale of prescription-only
medicines. The Medicines and Medical Devices Agency (ALIMS) decides
whether a medicine is to be dispensed only on prescription during
the marketing authorisation procedure. It is prohibited to dispense or
sell medicines contrary to the classification of prescription-only and
over-the-counter medicines.

Online supply
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bisera.andrijasevic@bdkadvokati.com
Bulevar kralja Aleksandra 28
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UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
There is no publicly available information on any draft legislation or other
rules that will affect the regulation of pharmaceuticals and medical devices.

Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
The government has implemented several temporary emergency
measures related to medicines and medical devices in response to
the pandemic.
The government temporarily prohibited export of medicines for
human use from 17 March to 24 April 2020, except medicines manufactured exclusively for foreign markets and medicines dispatched in
transit by a foreign entity from the customs territory of Serbia.
The government also adopted the Decree on Special Technical
Requirements, Standards and Application of Medical Devices During the
State of Emergency, which was in force between 24 March and 6 May
2020. The Decree laid down the conditions under which it was possible
during the state of emergency, and for the purposes of fighting the
virus and curing infected persons, to purchase and use medicines and
medical devices that had not been manufactured in accordance with
prescribed standards.
Finally, the Medicines and Medical Devices Agency (ALIMS) issued
several instructions for companies related to the procedures before
ALIMS during and after the state of emergency.

30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
Online sale of medicines and medical devices is prohibited in Serbia.
www.lexology.com/gtdt
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HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES
Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

In Korea, a medicinal product must be authorised before it can be placed
on the market, and only licensed persons or entities can participate in
the distribution channel of a medicinal product from manufacture or
import to delivery to patients. Specifically:
•
only licensed manufacturers and importers can manufacture or
import medicinal products after receiving marketing authorisation
for each product;
•
distribution of medicinal products can be carried out only through
licensed sellers, such as licensed wholesalers or licensed pharmacists; and
•
the delivery of a medicinal product to patients can be carried out
only by licensed pharmacists at a pharmacy, except where doctors
are allowed by law to deliver medicinal products to patients within
a medicinal institution (such as giving injections or delivery to
admitted patients). Manufacturers, importers and sellers are not
allowed to directly deliver medicinal products to patients.
Similarly, only authorised medical devices can be placed on the market
by licensed manufacturers, importers and sellers. Unlike medicinal
products, however, medical devices can be directly sold to patients by
licensed manufacturers, importers and sellers, except for certain medicinal devices specified in the Medical Services Act, such as devices for
radiation diagnosis, MRI or CT, which may require additional report or
registration.
Only licensed physicians, dentists, doctors of oriental medicine and
nurses can deliver medical services within the scope of their licence at
a medical institution.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

The Ministry of Food and Drug Safety (MFDS) regulates the marketing of
medicinal products and medical devices.
The Pharmaceutical Affairs Act (PAA) defines a medicinal product
as a product, other than a device, or a piece of machinery or equipment,
used for the purposes of diagnosing, treating, alleviating, intervening
or preventing diseases, or exerting pharmacological effects, in human
beings or animals.

The Medical Device Act (MDA) defines a medical device as a device,
a piece of machinery or equipment, material, software or similar for
human beings or animals that is used for the purpose of:
•
diagnosis, treatment, alleviation, intervention or prevention of diseases;
•
diagnosis, treatment, alleviation or correction of injuries or disabilities;
•
examination, replacement of or changing the structure or function
of human beings or animals; or
•
prevention of pregnancy (birth control).

Approval framework
3

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

The PAA and its attendant regulations govern approval of marketing
of medicinal products. To obtain a marketing approval for a medicinal
product, the applicant must submit to the MFDS, among other things:
•
documents or data showing the quality, safety and efficacy of
the product;
•
a good manufacturing practice (GMP) certificate; and
•
a leaflet including information for patients.
The container or packaging of medicinal products must include the
following information:
•
trade name and address of the manufacturer or importer;
•
name of the medicinal product;
•
manufacturing number and expiry date;
•
quantity;
•
storage method and other matters as required to be indicated on
the label for certain specially designated medicinal products;
•
list of ingredients; and
•
indication of whether the product is a prescription or over-thecounter drug.
In addition, information for patients (eg, caution for use) must be
included on the label or, in certain cases, in a separate leaflet attached
to the medicinal product.
The MDA and its attendant regulations regulate approval of
marketing of medical devices. Under the MDA, medical devices are classified into Classes I to IV, based on the intended use and the risk that
the device may pose on patients: the higher the risk of a medical device,
the higher the class it would be classified into. To obtain a marketing
approval for a product, the applicant must submit to the MFDS, among
other things, documents or data regarding the function and safety of the
subject product and a GMP certificate. The labelling of medical devices
must include the following items specified in the MDA:
•
trade name and address of the manufacturer or importer;
•
nationality of the manufacturer;
•
approval number;
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Consent and insurance

name of product;
date of manufacture or expiry date;
weight or unit or packaging; and
indication of the medical device, etc.

6

Information for patients (eg, caution for use) must be included either on
the product label or in a leaflet included in the package.

CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

For clinical trials for medicinal products and medical devices, informed
prior consent from each subject is required, and essential information
specified in the PAA and MDA, including, but not limited to, the purpose
of the trial and the potential risks and compensation, must be disclosed
and explained to the subjects prior to obtaining consent.
For medicinal products, the PAA requires the arrangement of insurance
to compensate for damage to subjects’ health caused by the clinical trial.
In contrast, for medical devices, arrangement of insurance is not required.

MARKETING AUTHORISATION
The Pharmaceutical Affairs Act (PAA), the Medical Device Act (MDA), the
Bioethics and Safety Act and relevant regulations govern clinical trials
of medicinal products and medical devices, and the Ministry of Food and
Drug Safety (MFDS) oversees approval for clinical trials.
To conduct a clinical trial, a clinical trial protocol must be approved
by the MFDS. For medicinal products, the applicant must submit to the
MFDS, among other things, the protocol, preclinical trial data and information on the manufacture and quality control of the investigational
drug. For medical devices, the protocol, information regarding manufacturing facility and quality control and technical documents to confirm
the function and safety of the medical device must be submitted.
Before a clinical trial begins, the protocol must be reviewed and
approved in advance by an institutional review board (IRB). Clinical
trials must be conducted in accordance with the standards regarding
good clinical practice for medicinal products and medical devices.

Reporting requirements
5

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

For medicinal products, the PAA and its attendant regulation (the
Regulation on Safety of Pharmaceutical Products, etc (RSPP)) require
the holder of clinical trial approval to annually report the progress of the
approved clinical trial during the year by March of the subsequent year.
In addition, the person in charge of the clinical trial must report to the IRB
when the trial is terminated with a summary report of the trial results.
In October 2019, the amended RSPP came into effect, which additionally requires the holder of clinical trial approval to report to the MFDS:
•
the enrolment status of the first and the last subject: within 30 days
of the date on which each was selected;
•
the termination of observation of the last subject: within 20 days of
the termination date of observation; and
•
the final result of the clinical trial: within one year of termination of
observation of the last subject.
For medical devices, the MDA requires the clinical trial approval holder
to report to the MFDS the progress of the approved clinical trial during
the year by February of the subsequent year and the termination of
the clinical trial within 20 days of the termination date. In addition, the
person in charge of the clinical trial must report to an IRB when the trial
is terminated with a summary report of the trial results.

Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

It generally takes 25 to 120 business days to obtain marketing authorisation for medicinal products, depending on factors such as whether
review of safety and efficacy data is necessary. For medical devices, it
generally takes 10 to 80 business days to obtain marketing authorisation, depending on whether technical documents or clinical trial results
should be reviewed. The review by the Ministry of Food and Drug Safety
(MFDS) may take longer for both medicinal products and medical
devices if it finds it necessary to review additional materials and orders
the applicant to submit these.
The fee for obtaining a marketing authorisation for medicinal products is between 2,218,650 and 6,828,150 won, depending on whether
the drug is a new drug, an orphan drug or any other type of drug, or
whether consideration of other factors, such as whether review of safety
and efficacy data, is necessary.
The fee for obtaining a marketing authorisation for medical devices
is between 117,000 and 1,108,000 won, depending on whether a review
of technical documents or clinical trial data is necessary. The fee is
discounted by 10 per cent for electronic filings.
Marketing authorisation for medicinal products is valid for five
years. The marketing authorisation holder must file a renewal application with the MFDS six months before expiry. Registration of medicinal
substance and export authorisation for medicinal products do not
require renewal. A renewal application must include information on
safety and quality control and sales during the authorisation period.
Although the Medical Device Act (MDA) and its attendant regulation
mention the renewal of marketing authorisation for medical devices,
this is not subject to a time limit because the law does not specify a
renewal period. At the time of writing, the MFDS plans to revise the
relevant regulation regarding the renewal of medical devices.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

In Korea, data exclusivity is protected during the period for postmarketing surveillance (PMS). PMS periods vary depending on the type
of medicinal product, as follows:
•
six years for a new drug, a new combination drug and a drug with
a different route of administration;
•
four years for a drug having a new indication; and
•
10 years for orphan drugs (11 years for children’s orphan drugs).
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Freedom of information
9

•

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

Third parties cannot access research data submitted by an applicant for
a marketing authorisation even after the PMS period expires. Once the
PMS period expires, however, a third party can apply for generic authorisation referring to safety and efficacy data submitted by the applicant
of the referenced drug.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
A new drug application (NDA) applicant can request expedited review of
its NDA if the drug was designated as an orphan drug and is expected to
have therapeutic effects on life-threatening or non-curable diseases. If the
expedited review is granted, the NDA applicant may be allowed to delay
submission of certain parts of the required materials until sometime after
the launch. Also, safety and efficacy data can be reduced. The MFDS may
also prioritise the NDA for an orphan drug. However, in practice, expedited
review is not significantly shortened compared with standard review.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
Medicinal products and medical devices are subject to PMS during the
following re-examination periods, starting from the date of issuance of
the marketing authorisation:
•
new drugs: six years;
•
pre-approved prescription drugs with a new indication: four years; and
•
new medical devices: four to seven years.
Approved medicinal products or medical devices may be subject to
re-evaluation if the MFDS finds it necessary to re-evaluate the safety and
efficacy of an approved medicinal product or medical device. To re-evaluate, the MFDS reviews not only documents and materials submitted
before the authorisation, but other post-authorisation information,
including side-effect data since the launch, status in other countries and
amendments to the authorisation made in relation to safety and efficacy.

•

•

manufacturing business licence: manufacturing facility, a laboratory for managing the quality of ingredients, materials and
products, storage facility, facilities and equipment necessary for
manufacturing and maintaining quality, two managers in charge
of manufacturing, one safety manager and a manufacturing quality
control system in compliance with good manufacturing practice;
import business licence: sales office, storage facility, quality
testing facility and equipment, one import manager and one safety
manager; and
wholesale business licence: wholesale business office, storage,
facility for storage in low temperatures and to block off light,
facility for prevention of mice and insects, facility for maintenance
of temperature and humidity and one pharmacist.

The requirements for receiving a manufacturing business licence or
import business licence for medical devices are as follows:
•
manufacturing business licence: manufacturing facility, a laboratory for managing the quality of ingredients, materials and
products, storage facility, facilities and equipment necessary for
manufacturing and maintaining quality, two managers in charge of
manufacturing and one quality control manager; and
•
import business licence: sales office, storage facility, quality testing
facility and equipment, and one quality control manager.
The fee for receiving a manufacturing business licence or import
business licence for medical products is 426,000 won, and the fee for
receiving the same licences for medical devices is 160,000 won. The fees
are discounted by 10 per cent for electronic filings.
The business licence is not subject to any time limit, and continues
to be in effect until it terminates (for example, owing to cancellation)
or is revoked as a result of the company’s failure to comply with the
applicable laws.

Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
Administrative sanctions, such as correction orders, cancellation of
authorisation or suspension of business, can be imposed on a business
entity for violations of the PAA and the MDA. For certain violations of the
PAA and the MDA, criminal sanctions can be imposed on the business
entity as well as its employees, such as directors and officers.

Exemptions

Other authorisations

14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?

12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?

Imports for self-medication do not require a marketing authorisation.
Imports of medical devices for self-treatment also do not require a
marketing authorisation if the device is not yet approved and there is no
alternative in South Korea. However, the import must be based on a specific
prescription issued by a physician for a specific patient (ie, named patient).

Under the Pharmaceutical Affairs Act (PAA), a relevant business licence
is required to manufacture, import or conduct wholesale distribution
of medicinal products. Under the MDA, a relevant business licence is
required to manufacture or import medical devices, and a business notification is required to repair, lease or sell medical devices.
The requirements for receiving a manufacturing business licence
or import business licence for medicinal products are as follows:
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Parallel trade

RECALL

15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
Although the law does not expressly prohibit parallel imports of
medicinal products and medical devices, it is generally understood
that parallel imports of medicinal products and medical devices is not
allowed, and that only licensed products or devices can be imported into
and sold in South Korea.

AMENDING AUTHORISATIONS
Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
An applicant for variation of an authorisation for medicinal products and
medical devices must submit to the Ministry of Food and Drug Safety
(MFDS) the certificate of authorisation, a statement of the reason for the
variation and supporting documents.
For medical devices, an applicant for variation of an authorisation
must submit technical documents and clinical data if factors influencing
safety or efficacy, such as the design, materials, components, energy
source or manufacturing process, are changed.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
Marketing authorisations for medicinal products are valid for five years.
The marketing authorisation holder must file a renewal application with
the MFDS six months before expiry. Registration of medicinal substance
and export authorisation for medicinal products do not require renewal.
A renewal application must include information on safety and quality
control and sales during the authorisation period.
Although the Medical Device Act and its attendant regulation
mention the renewal of marketing authorisation for medical devices,
this is not subject to a time limit because the law does not specify a
renewal period. At the time of writing, the MFDS plans to revise the
relevant regulation regarding the renewal of medical devices.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
A person who takes over a marketing approval for medicinal products
must report the transfer to the MFDS within one month of the execution
of the relevant transfer agreement to record the transfer. Recordation
of transfer with the MFDS generally takes seven days from submission
of the report.
With regard to medical devices, the transferee should apply for
a change to the approval to the MFDS. It generally takes 10 days to
receive the changed approval.

Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
On discovery or suspicion of a safety or efficacy problem with a medicinal product, the marketing approval holder, importer or seller of
medicinal products or an operator of a pharmacy or medical institution,
as applicable, should recall the medicinal product and take measures
necessary for recall without delay. Moreover, the marketing approval
holder or importer of the medicinal product should report its recall plan
to the Ministry of Food and Drug Safety (MFDS). The MFDS may order
the marketing approval holder or importer to publicise the recall plan.
When it finds that any harm to public health has been caused or
may be caused by a medicinal product, the MFDS or mayor, governor,
etc, should order the marketing approval holder, importer, seller or
operator of pharmacy or medical institution to recall the relevant products and publicise the recall.
Publication of a recall plan, if ordered, must be made by TV or radio
broadcasting and through newspapers, etc, depending on the level
of hazard of the medicinal product. Also, the entity that is obliged to
recall the products should notify all people who handle the product in
question, including operators of pharmacies or healthcare institutions,
through appropriate means, including visiting in person, post, phone or
email, and should maintain records of those notifications for two years
after the completion of the relevant recall.
On discovery or suspicion of danger to the human body caused by a
medical device, the manufacturer, importer, repairer, distributor or lessor
of the medical device in question should recall the medical device or take
measures necessary for recall without delay. In such an event, the manufacturer or importer should report its recall plan to the MFDS. The MFDS
may order the manufacturer or importer to publicise the recall plan.
If it finds that the device has caused or may cause death or serious
side effects to the human body, the MFDS should notify the operators
of medical institutions that have used the medical device of the side
effects and the recall plan. The operators should then notify the patients
who received treatment using the medical device in question of the side
effects and the recall plan.
Publication of a recall plan, if ordered, must be made through
means determined by the level of hazard presented by the device. Also,
the entity that is obliged to recall the products should notify all people
who handle the device in question, including repairers, distributors,
lessors and operators of healthcare institutions, through appropriate
means, including visiting in person, post, phone call or email, and
should maintain records of those notifications for two years from the
completion of the relevant recall.

PROMOTION
Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
The advertising and promotion of medicinal products are regulated by
the Pharmaceutical Affairs Act (PAA) and supervised by the Ministry
of Food and Drug Safety (MFDS). In addition, the Fair Labelling and
Advertising Act (FLAA), which governs advertising activities in general,
and the Monopoly Regulation and Fair Trade Act (MRFTA), which
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governs fair competition in the market, both of which are supervised by
the Korea Fair Trade Commission, may also apply.
The MFDS’s guidelines that elaborate the advertising standards set
out in the PAA broadly define an ‘advertisement of a medicinal product’ as
encompassing the following activities: publicising the name, method for
manufacturing, efficacy or efficiency of a medicinal product by a manufacturer, entity that received a marketing authorisation, importer, etc, of
the medicinal product using various media, including newspapers, TV and
radio broadcasting, magazines, internet and posters, to unspecified individuals. Online advertising is also regulated by the PAA in the same way.
There is no separate set of rules that apply to online advertising.
The advertising and promotion of medical devices are regulated by
the Medical Device Act (MDA) and supervised by the MFDS. The FLAA
and MRFTA may also apply.
According to the MFDS’s guidelines, an ‘advertisement of a medical
device’ means providing or publicising information with regard to a
medical device via means including daily or weekly newspapers, magazines, TV and radio broadcasting and the internet. Online advertising is
also regulated by the same set of rules, and there is no separate set of
rules that apply to this.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
The PAA, the MDA and the Medical Services Act provide a dual punishment system, which punishes both the provider and the recipient of
illegal economic benefit when a healthcare professional, operator or
employee of a medical institution receives economic benefit provided
to promote the use of a specific medicinal product or medical device.
Certain economic benefits specifically allowed under relevant laws (eg,
provision of samples) are permitted.
The MRFTA also prohibits the provision of economic benefits to
customers to unfairly solicit business. The Criminal Act prohibits bribery,
and the Act on the Prohibition of Improper Request and Provision/
Receipt of Money and Valuables prohibits the provision and receipt
of valuables to and by public officials, including doctors and other
personnel affiliated with public health institutions, military doctors and
individuals affiliated with public institutions.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
According to the PAA and its subordinate regulations, a provider of a
medicinal product, including a marketing authorisation holder, importer
or wholesaler of a medicinal product, should prepare expense reports
detailing the economic benefit provided to healthcare professionals and
organisations every year, and should maintain the report and related documents for five years. There is no disclosure requirement, but providers of
medicinal products must submit those records to the Ministry of Health
and Welfare or healthcare professional or organisation on request.
The MDA and its subordinate regulations provide the same provision for medical devices.

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
The Ministry of Food and Drug Safety has the general authority to
monitor and supervise compliance with advertising controls for medicinal products and medical devices. The Pharmaceutical Affairs Act (PAA)
and the Medical Device Act (MDA) regulate which authority is in control
of determining and initiating sanctions for each specific activity that is
in breach of compliance with advertising provisions. Also, the Korea
Fair Trade Commission has the authority to supervise advertising to
consumers from a general consumer protection law perspective and
the Fair Labelling and Advertising Act (FLAA) perspective.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
According to the PAA and the MDA, for administrative action, suspension
of business or advertisements, or revocation of marketing authorisation
can be imposed. Exaggerated and false advertising of medicinal products
is subject to criminal punishment of imprisonment or criminal penalty.
According to the FLAA, improper advertising of medicinal products
or medical devices is also subject to administrative sanctions, such as
suspension of the advertisement or an administrative penalty and criminal sanctions. The entity that violates the FLAA must also pay damages
to victims.

PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
When a manufacturer or an importer applies for pricing and reimbursement, the Health Insurance Review and Assessment Service (HIRA):
•
assesses clinical appropriateness for reimbursement based on
pharmacoeconomic evaluation;
determines the reimbursement;
•
•
recommends a maximum reimbursement price (MRP); and
•
drafts the reimbursement scope.
In some cases, companies must negotiate the MRP with the National
Health Insurance Service (NHIS). Because the MRP may be decreased
based on the actual market price after the launch, the market price is
generally set at the MRP. There is no difference between the price of
products supplied to hospitals and that of products supplied through
community pharmacies. The price of generics is determined according to
the Ministry of Health and Welfare (MOHW) Standard for Determination
and Adjustment of Reimbursement and MRP of Medicinal Products.
Therefore, generic companies need not go through pharmacoeconomic
evaluation or negotiation with the NHIS. The MOHW may adjust the drug
price for several reasons, such as volume increase or reimbursement
scope expansion after launch.
Medical devices can be reimbursed based on the price of treatment materials or medical service fees for using the medical device (eg,
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dialysis fee for dialyser). A manufacturer or importer must apply for
pricing and reimbursement for treatment materials, and the medical
institution or related academy must apply for pricing and reimbursement of medical service fees for the use of medical devices (in the case
of medicinal products, companies may choose whether to apply for
reimbursement and pricing). If the medical service of the new medical
device is new technology, a health technology assessment is necessary.
HIRA assesses cost effectiveness, determines the reimbursement and
drafts the reimbursement scope.

•

•

the medical devices are used for the purpose of diagnosis or treatment of rare diseases and cannot be substituted by other devices
in Korea; or
the medical devices are urgently or stably supplied for public health.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?

OFF-LABEL USE AND UNLICENSED PRODUCTS
Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
Health professionals may prescribe or use products for off-label indications based on their clinical judgement and scientific grounds; however,
such use of products may not be reimbursed by national health insurance. To receive reimbursement, the healthcare practitioner should
establish the following:
•
the urgency of the use;
•
the safety, efficacy and necessity of the use; and
•
a patient’s prior informed consent to the use and payment
of the cost.
In addition, labelling and promotion of off-label indications are prohibited for both medicinal products and medical devices under the
Pharmaceutical Affairs Act (PAA) and the Medical Device Act (MDA)
respectively.

Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
Manufacture, importation and supply to healthcare providers of unlicensed medicinal products and medical devices are prohibited under the
PAA and the MDA respectively. However, the PAA and the MDA provide
exceptions for certain purposes, such as clinical trials, self-treatment,
compassionate use or research.

Compassionate use

In principle, medicinal products are delivered to patients only by
licensed pharmacists at pharmacies. Medicinal products are classified
into over-the-counter (OTC) drugs and prescription drugs. OTC drugs
can be dispensed to patients by pharmacists at pharmacies, whereas
prescription drugs require a prescription from physicians. However, the
Ministry of Health and Welfare designates certain OTC drugs as emergency drugs that can be used under the judgement of patients with light
symptoms in urgent situations; these OTC drugs may be sold at 24-hour
convenience stores by non-pharmacists after registration with the local
government.
In principle, the bodies that market medical devices must obtain
the relevant licence from the MFDS; however, certain types of medical
devices designated under the Medical Device Act (MDA) can be sold
without a marketing licence. For example, glucometers that are included
in or combined with mobile phones or household appliances, personal
pregnancy diagnosis kits and electronic thermometers can be sold
without a marketing licence.

Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
Under the Pharmaceutical Affairs Act (PAA), in principle, medicinal
products can only be sold and dispensed to patients at pharmacies
by licensed pharmacists; therefore, it is prohibited to sell or dispense
medicinal products to patients online. When the wholesalers of drugs
authorised under the PAA sell or supply drugs to pharmacies or healthcare institutes, however, they may sell and supply drugs online.
In contrast, medical devices can be supplied online. The same laws
and guidelines under the MDA that apply to offline sales also apply to
online sales.

UPDATE AND TRENDS

28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
Unlicensed medicinal products can be imported for self-treatment
purposes with a recommendation from authorities designated in the relevant regulations, such as the Korea Orphan and Essential Drug Centre.
Unlicensed medical devices can be imported for self-treatment
purposes with a recommendation from authorities designated in the
relevant regulations in the following cases:
•
medical devices that the person has used outside Korea and will
continuously use after returning to Korea;
•
medical devices licensed in a foreign country that cannot be
replaced with other products; and
•
medical devices used for treatment of emergency patients under
the Emergency Medical Services Act.
In addition, on 12 June 2019, the amended MDA was enforced to allow
the Ministry of Food and Drug Safety (MFDS) to import or supply unapproved medical devices if:

Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
The Act on Safety and Support for Cutting-edge Regenerative Medical
Services and Cutting-edge Biologics was enacted on 27 August 2019.
This legislation was newly enacted to set a proper regulatory system
for the following medicinal products that had been regulated under
the Pharmaceutical Affairs Act (PAA) as conventional drugs:
•
cutting-edge regenerative medical services: cell therapy, gene
therapy or tissue-engineering therapy that uses human cells
to regenerate, recover or form the body structure or function of
human beings, or to treat or prevent diseases; and
•
cutting-edge biologics: drugs under the PAA that are used for cell
therapy, gene therapy or tissue-engineering therapy or such drugs
that are combined with medical devices.
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Because the specific regulations will be structured before enforcement,
the relevant pharmaceutical companies must keep an eye on the regulations to come.
The Act on Promotion of Medical Device Industry and Support for
Innovative Medical Devices was enacted on 30 April 2019. This legislation
was newly enacted to promote research and development in the medical
device industry. Under the Act, a company that meets the relevant requirements will be designated as an innovative medical device company, and
such designated company may have certain advantages, such as the
opportunity to participate in government research projects or tax benefits. In addition, if a medical device applies cutting-edge technology from
a certain field and considerably improves, or is expected to improve, the
safety and efficacy compared with conventional medical devices, it can be
designated as an innovative medical device. Under the Act, certain advantages may be given to such designated medical device, such as reduced
requirements or an expedited track for marketing authorisation.

Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?

Hui Jin Yang
huijin.yang@leeko.com

Eileen Jaiyoung Shin
eileen.shin@leeko.com

Ji Hyun Yu
jihyun.yu@leeko.com
Hanjin Building 18F
63 Namdaemun-ro
Jung-gu
Seoul 04532
South Korea
Tel: +82 2 772 4000
www.leeko.com

See www.lexology.com/gtdt.
*

The information in this chapter was verified between September
and October 2019.

136

Pharma & Medical Device Regulation 2021
© Law Business Research 2020

Sweden
Malin Albert, Sofia Falkner and Sofie Ottosson
Advokatfirman Hammarskiöld

HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES
Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

The responsibility for healthcare in Sweden is divided between the
government, the county councils and local municipalities.
At the government level, the Ministry of Health and Social Affairs is
responsible for all policies related to social welfare in Sweden, including
policies regarding the delivery of healthcare. The Ministry of Health
and Social Affairs works in concert with various national government
agencies, such as the National Board of Health and Welfare, which is
responsible for all social services, health and medical services, patient
safety and epidemiology, and the Health and Social Care Inspectorate,
which is responsible for supervising healthcare and social care, as well
as healthcare care staff.
At the regional level, the county councils are responsible for the
financing and delivering of healthcare services to citizens. The healthcare is then, by agreement with the county councils, provided by private
and public healthcare providers. Care of elderly and disabled persons
is, however, provided locally by the Swedish municipalities.
When it comes to appropriate products for treatment, the Medical
Products Agency (MPA) is responsible for regulation and surveillance of
the development, manufacturing and sale of medicinal drugs, medical
devices and cosmetics. The Social Care Inspectorate is responsible
for the supervision of self-made medical devices as well as the way in
which medical devices and medicinal products are prescribed, put into
use, used and handled.

Approval framework
3

Competent authorities for authorisation
2

93/42/EEC and EU Directive 98/79/EC (the Medical Devices Directives).
For more details regarding the framework for medical devices in the
Medical Devices Directives, and the new EU Regulation 2017/745 and
EU Regulation 2017/746 (the Medical Devices Regulations), see the EU
chapter. In short, the intended use and the mechanisms of action of the
device control whether a device constitutes a medical device. The difference between a medicinal product and medical device is that, whereas
the mode of action of a medicinal product is pharmacological, immunological or metabolic, medical devices work by other means; for example,
by a physical or mechanical mode of action.
As for cosmetics, EU Regulation (EC) No. 1223/2009 on cosmetic
products is implemented in Swedish law by the Cosmetic Products
Ordinance (2013:413). The regulation (and the ordinance) defines
cosmetic products as any substance or mixture intended to be placed
in contact with the external parts of the human body exclusively or
mainly to clean it, perfume it, change its appearance, protect it, keep it in
good condition or to correct body odours. The main distinction between
medicinal products and cosmetic products is thus that cosmetic products are applied externally without any intended internal effects; if a
product is applied externally but has an intended internal effect it is
no longer a cosmetic product. All cosmetic products must comply with
the Environmental Code (1998:808) and the Environmental Inspection
Regulation (2011:13).
Food supplements are regulated by food laws and regulations in
Sweden. However, if the purpose of a food supplement is to prevent or
treat disease, or to adjust or modify physiological functions by pharmacological, immunological or metabolic mode of action (ie, in accordance
with the definition of ‘medicinal product’ mentioned above), it shall be
classified as a medicinal product.

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

The MPA is the competent authority for approval of the marketing of new
medicinal products and market entry for medical devices in Sweden.
The main regulatory frameworks for medicinal products are the
Medicinal Products Act (2015:315) and the Medicinal Products Ordinance
(2015:458), which are based on EU Directive 2001/83/EC (the Medicinal
Products Directive). The definition of ‘medicinal product’ corresponds
with the definition in the Medicinal Products Directive. For more details
regarding the framework for medicinal products, see the EU chapter.
The main regulatory frameworks for medical devices are the
Medical Devices Act (1993:584) and Medical Devices Ordinance
(1993:876), which are based on EU Directive 90/385/EEC, EU Directive

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

All medicinal products in Sweden must be approved by the MPA, sometimes in concert with other medicinal products agencies in other EU
member states or the EU Commission.
The requirements for the approval of new medicinal products
included in the Medicinal Products Act are based on and correspond
with the requirements set forth in the Medicinal Products Directive. For
more details regarding the requirements for approval of new medicinal
products in the Medicinal Products Directive, see the EU chapter. All
medicinal products must be of good quality and be appropriate as well as
effective to obtain a marketing authorisation. The application procedure
for clearance by the MPA is included in MPA Regulation LVFS 2011:19.
Medical devices do not need approval by the MPA. Instead, market
access is conditional upon CE marking. According to MPA Regulation
LVFS 2003:11, some medical devices must be registered by the MPA; for
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example, in vitro diagnostic products and some categories of medical
devices as set out in the Regulation. This registration does not mean
that the MPA has approved the medical device. All medical devices must,
however, comply with the requirements in the Medical Devices Act,
which is based on and corresponds with the Medical Devices Directives.
For more details regarding the requirements for medical devices, see
the EU chapter. A medical device needs to be safe and fit for its designated purpose. A medical device that meets the requirements shall be
provided with a CE marking.
All labelling and instructions for use of medical devices must be
written in Swedish according to MPA Regulations LVFS 2001:5, LVFS
2003:11 and LVFS 2001:7. As for medicinal products, there are detailed
provisions regarding labelling in LVFS 2005:11, which prescribes that
the labelling on the outer package and the container shall be in Swedish.

in accordance with the Medicinal Products Act and MPA Regulation
LVFS 2011:9.
For medical devices, the reporting of the commencement of a trial
to the MPA shall be made through an application document accompanied with a clinical investigation plan and other required information
in accordance with the Medical Devices Act and MPA Regulations LVFS
2003:11 on medical devices and LVFS 2001:5 on active implants.
The results of clinical trials for medicinal products shall be
reported to the European Clinical Trials Database (EudraCT); for more
information, see the EU chapter. The results of clinical trials of medical
devices shall be concluded in a complete report to be provided to the
MPA upon request.

Consent and insurance
6

CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

Primarily, the Medicinal Products Act, the Medicinal Products Ordinance,
the Ethical Review Act (2003:460) and Medical Products Agency (MPA)
Regulation LVFS 2011:19 on clinical trials, which refers to EU Directive
2001/20/EC and EU Directive 2005/28/EC regarding good clinical practice, apply to ethics committee approval and performance of clinical
trials. The Swedish Association of the Pharmaceutical Industry has also
issued a framework for ethical rules for the pharmaceutical industry in
Sweden, which contain specific rules on conducting clinical trials. All
clinical trials of medicinal products must follow the European Medicines
Agency's Guideline on Strategies to Identify and Mitigate Risks for
First-in-Human Clinical Trials with Investigational Medicinal Products.
Applications are filed with the Swedish Ethical Review Authority.
EU Regulation No. 536/2014 on clinical trials, replacing EU
Directive 2001/20/EC, entered into force on 16 June 2014. However, its
application is awaiting the development of a fully functional EU clinical trials portal and database. For the purpose of implementing the
new regulation, the Swedish government has prepared the Additional
Provisions on Ethical Review for the EU Regulation on Clinical Trials Act
(2018:1091), which is ready to come into force.
As for medical devices, clinical trials for the purpose of creating
documentation for CE marking are primarily regulated by the Medical
Devices Act, the Medical Devices Ordinance, MPA Regulations LVFS
2003:11 on active implants and LVFS 2001:5 on medical devices. All
clinical trials for medical devices should be in line with the Swedish
standards SS-EN 12155:2011 (for clinical trials) and SS-EN ISO
14971:2012 (for risk management).
Furthermore, all clinical trials for medicinal products and medical
devices must be conducted in accordance with the latest version of the
World Medical Association’s Declaration of Helsinki and be registered
with the European Clinical Trials Register.

Reporting requirements
5

What requirements exist for reporting the commencement of a
trial and its results to the competent authorities or the public?

Clinical trials for medicinal products and medical devices require prior
approval from both the MPA and an ethics committee (the Swedish
Ethical Review Authority).
For medicinal products, the reporting of the commencement of a
trial to the MPA shall be made through an application document accompanied with a clinical investigation plan and other required information

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

For clinical trials on medicinal products, consent must be obtained from
all trial subjects according to the Medicinal Products Act. Furthermore,
the sponsor of the clinical trial for medicinal products must guarantee
financial protection for potential damages or reimbursements, through
insurance or otherwise.
For medical devices, MPA Regulations LVFS 2003:11 on medical
devices and LVFS 2001:5 on active implants require that clinical trials
are conducted in accordance with the Declaration of Helsinki, which
requires consent from all trial subjects.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

In Sweden, being a part of the European Union, an application to obtain
market authorisation for medicinal products can be made by four
different procedures;
•
a centralised procedure;
•
a mutual recognition procedure;
•
a decentralised procedure; and
•
a national procedure.
In the centralised procedure, the assessment is made by two national
competent authorities appointed by the Committee for Medicinal
Products for Human Use. The assessment shall be completed within
210 days. The final opinion is forwarded to the EU Commission for decision. Authorisation of medicinal products via the centralised procedure
will entitle the companies in question to sell these products throughout
the European Economic Area (EEA).
By the mutual recognition procedure, a company may request
that an existing national authorisation shall be recognised in other
EEA countries. The application is assessed by the competent authority
where authorisation has already been granted (reference member state
(RMS)) and the competent authority in the country where the authorisation shall be extended (concerned member state (CMS)). The total
processing time may not exceed 90 days. The general application fee for
a complete application is 120,000 Swedish kronor when Sweden is the
CMS and 200,000 Swedish kroner when Sweden is the RMS. An extension of an existing authorisation is 200,000 Swedish kronor if Sweden is
the RMS or 65,000 Swedish kronor if Sweden is the CMS. There is also
a yearly fee, in general, amounting to 51,000 Swedish kronor for authorised medicinal products.
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The decentralised procedure is applicable in cases where a
company wishes to obtain marketing authorisations in a number of EEA
countries for a medicinal product that has no previous authorisation.
The application is assessed and approved by an RMS selected by the
company and approved concurrently by the selected countries (CMSs).
The assessment shall be completed within 210 days. The application
fees are the same as for the mutual recognition procedure.
Through the national procedure, a right to marketing in one single
country only can be obtained. The assessment by the Medical Products
Agency (MPA) shall be completed within 210 days after the MPA has
validated the application as complete (the validation period is 14 days).
The general application fee is 500,000 Swedish kronor, an extension of
an existing authorisation amounts to 200,000 Swedish kronor, and the
yearly fee amounts to 51,000 Swedish kronor.
There is no requirement for marketing authorisation for medical
devices. For some categories of medical devices, both the company and
the product must, however, be registered with the MPA. The review
period is approximately two months from the time a complete application is received. According to the Medical Devices Ordinance, the
company registration fee is 2,150 Swedish kronor per year. Annual
registration fees for products are as follows:
•
for 10 products: 1,000 Swedish kronor;
•
for 100 products: 2,000 Swedish kronor;
•
for 500 products: 5,000 Swedish kronor; and
•
for more than 500 products: 10,000 Swedish kronor.

Post-marketing surveillance of safety

Protecting research data

Other authorisations

8

12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

Data exclusivity is regulated by EU Regulation (EC) No. 726/2004; see
the EU chapter.

Freedom of information
9

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

This is regulated by EU Regulation (EC) No. 726/2004; see the EU chapter.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
MPA Regulation HSLF-FS 2017:75 shall be complied with when registering
homeopathic medicinal products. The regulation is based on articles 14
and 15 of EU Directive 2001/83/EC (the Medicinal Products Directive).
As for herbal medicinal products (ie, medicinal products in which
the active ingredient consists exclusively of herbal materials or herbal
preparations), these also fall within the scope of the Medicinal Products
Directive. Furthermore, MPA Regulation LVFS 2006:3 applies.
When it comes to biologicals and biosimilars, the criteria for
approval is specified in various guidance papers issued by the European
Medicines Agency (EMA).
As regards orphan drugs and products for paediatric use, see the
EU chapter.

11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
For medical devices, authorisation holders are required to continuously
monitor how their products work in practical use and are obliged to
report accidents and incidents when there is a suspicion that the medical
device may be involved in the event, according to the Medical Devices
Directives (EU Directive 90/385/EEC, EU Directive 93/42/EEC and EU
Directive 98/79/EC), which are implemented by MPA Regulations LVFS
2003:11, 2001:5 and 2001:7. Authorisation holders must also report
any corrective safety measures on products that have been placed on
the market.
For medicinal products, there is a requirement to update product
information in relation to new knowledge. In cases of non-compliance,
the MPA may send a request regarding post-authorisation control of a
medicinal product with demands for updates. Avoiding answering such
a request might result in an injunction and other consequences, such as
deregistration of the product.
Furthermore, there is a requirement for periodic safety update
recording in accordance with Regulation (EU) No 1235/2010, Directive
2010/84/EU and Commission Implementing Regulation (EU) No.
520/2012, implemented by MPA Regulation LVFS 2012:14. See the EU
chapter for more details regarding periodic safety update recording.

For medicinal products, a licence from the MPA is required for the
manufacturing, import from and export to a country outside the EEA
of medicinal products according to the Medicinal Products Act. The
requirements for the authorisation are included in MPA Regulation LVFS
2004:7. For example, the application must include:
•
general information regarding the applicant (such as name, registration certificate and billing address);
•
whether the application concerns a certain medicinal product or
medicinal products in general;
•
the form of medicinal product or products;
•
the location of the premises;
•
details regarding the premises and equipment;
•
a description of potential contract manufacturing or contractual
analysis; and
•
a proposal for an expert or adviser and his or her curriculum vitae.
A decision on an application shall in general be made by the MPA within
30 days of the submission of a complete application (this period can be
prolonged to 90 days). The general application fee for manufacturing is
65,000 Swedish kronor and the yearly fee is, in general, 60,000 to 80,000
Swedish kronor. The licence is valid for as long as the yearly fees are
paid, but not for a period longer than that indicated in the decision.
For medical devices, manufacturers are obliged to register certain
forms of medical devices with the MPA in accordance with that outlined
under section 3 (the term ‘manufacturer’ also includes import of products
outside the EEA). There is, however, no licence required for manufacturing or importing medical devices. Naturally, and in accordance with
the Medical Devices Directives, medical devices with the appropriate CE
marking may be exported freely within the EEA. Countries outside the
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EEA may, however, request a ‘free sales certificate’, which ensures that
the product may be exported without any legal restrictions. The MPA
can issue such certificates. The application fee is 950 Swedish kronor.
The period of validity is commonly three years or the time period of the
CE marking.

Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
The MPA has the authority to issue the injunctions and prohibitions
necessary to ensure compliance with the Medicinal Products Act
and Medical Devices Act, and may combine such injunctions with a
penalty fine.
As for criminal sanctions, violations of the Medicinal Products Act
and the Medical Devices Act are penalised with a fine or imprisonment
for a maximum of one year.

Exemptions
14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?
There is an exemption from the marketing authorisation requirement
for advanced therapy medicinal products defined in article 2 of EU
Regulation (EC) No. 1394/2007, which are produced in Sweden in accordance with a non-routine procedure, for a certain patient in accordance
with a prescription, and which are used in Swedish hospitals. A licence
is required in accordance with the Medicinal Products Act and Medical
Products Agency (MPA) Regulation LVFS 2011:3.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
A marketing authorisation for medicinal products is valid for five years
and may be renewed after this period. One renewal after five years is
usually sufficient for continued validity until further notice; however,
the authority may, for safety reasons, decide that a further renewal is
required. The application for a renewal must be received by the Medical
Products Agency (MPA) no later than nine months before the renewal
date for medicinal products for human use. The application must include
documentation regarding the efficacy, safety and quality (including
detailed pharmacovigilance data) as well as a list of all changes made
since the first authorisation or last renewal.
This is not applicable to medical devices.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
Application for transfer requires submission of an application form
(available on the MPA’s website), which must be accompanied by a
wholesale licence for the new marketing authorisation holder, proof of
establishment of the new marketing authorisation holder, summary of
product characteristics and patient information leaflet and labelling text
with tracked changes (if applicable), the latest approved version of the
mock-ups and the new final version (if applicable). The time period of
assessment by the MPA is three months.
This is not applicable to medical devices.

RECALL

Parallel trade

Defective and unsafe products

15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?

19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?

Parallel import of medicinal products from other EEA countries to
Sweden (which have been approved in the other EEA country through
the national procedure, the mutual recognition procedure or the decentralised procedure) is allowed but requires authorisation from the MPA
in accordance with Regulation LVFS 2012:19, and must comply with the
labelling requirements in the Regulation. Medicinal products that have
been approved through the central procedure may instead be parallel
distributed, which is authorised by the EMA; see the EU chapter for
more details.
Parallel import of medical devices does not require authorisation
from the MPA. However, all labelling and instructions for use of medical
devices must be written in Swedish (MPA Regulations LVFS 2001:5,
LVFS 2003:11 and LVFS 2001:7).

Manufacturers of medical devices are obliged to report serious incidents with CE-marked devices in Sweden to the MPA, according to MPA
Regulations LVFS 2001:5, LVFS 2003:11 and LVFS 2001:7 (and the corresponding EU Medical Devices Directives: EU Directive 90/385/EEC, EU
Directive 93/42/EEC and EU Directive 98/79/EC). The manufacturer
shall also be informed of corrective safety measures that are taken
by the manufacturer, including recalls (field safety corrective actions).
Requirements on the vigilance reporting system are to be found in the
EU Commission Guide MEDDEV 2.12/1.
For medicinal products, according to the Medicinal Products Act,
the MPA is authorised to make decisions regarding their recall. The
provisions regarding recall in the Medicinal Products Act are based
on EU Directive 2001/83/EC (the Medicinal Products Directive).

PROMOTION
AMENDING AUTHORISATIONS

Regulation

Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
EU Regulation (EC) No. 1234/2008 regulates variations to a marketing
authorisation for approved medicinal products; see the EU chapter.
This is not applicable to medical devices.

20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
The Medicinal Products Act contains specific provisions on marketing
of medicinal products, while the Marketing Practices Act (2008:486)
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relates to marketing in general (thus, including marketing of medicinal
products and medical devices). The new EU Regulation 2017/745 and
EU Regulation 2017/746 on medical devices prescribe a prohibition on
misleading marketing of medical devices.
In short, the definition ‘advertising of medicinal products’ described
in EU Directive 2001/83/EC (the Medicinal Products Directive) corresponds to the interpretation of when the provision of information will
be treated as promotional according to the Medicinal Products Act. In
addition, Medical Products Agency (MPA) Regulation LVFS 2009:6 lists
several measures that specifically should be included in the definition of
marketing of medicinal products. MPA Regulation LVFS 2009:6 also lists
several measures that are not to be deemed as marketing of medicinal
products. These measures also correspond to the measures mentioned
in the Medicinal Products Directive; see the EU chapter.
The Marketing Practices Act applies to any kind of marketing,
including online marketing. Under the Marketing Practices Act, the term
‘advertising’ is seen as part of the broader term ‘marketing’. Even the
sale itself, even though entirely passive, is considered to be a marketing
measure. In addition, measures that aim to promote the supply of products are included in the definition.
The Framework for ethical rules for the pharmaceutical industry
in Sweden (the LER Rules) by the Swedish Association of the
Pharmaceutical Industry (LIF) also include rules regarding information of medicinal products. Further, if a company is subject to the LER
Rules, it will be able to apply for a prior permission from the Swedish
Pharmaceutical Industry’s Information Examiner Committee (IGN)
to provide information regarding the medicinal product on a special
website. The information provided on the website has to be reviewed
by the IGN before it is published and before any changes can be made.
Owing to the prohibition of advertising of medicinal products directly
towards consumers, companies are not allowed to refer to, or in any
way promote, their informational website. This means that consumers
will have to find the website on their own.

are, accordingly, also prohibited. Donations may never be offered or
requested to fund healthcare’s internal or regular activities. Donations
to healthcare are allowed only if they are made to support research and
development and under the condition that the donation is transparent,
well-documented and in accordance with the cooperation agreement
and its intentions.
There is a specific rule in the industry code stating that ‘donations and grants to healthcare shall not be connected to past, present
or potential future use, recommendation, sale or prescription of the
donor’s products or services, and may not constitute an inducement
to recommend, prescribe, purchase, supply, sell or administer specific
medicinal products’.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
LIF's ethical rules correspond to the European Federation of
Pharmaceutical Industries and Associations’ Discloser Code in this
matter. Direct or indirect transfers of value, whether in cash, in kind or
otherwise, made for promotional purposes or otherwise, in connection
with the development and sale of prescription-only medicinal products
exclusively for human use, to a healthcare professional or organisation shall be recorded and published by the pharmaceutical company.
In accordance with the cooperation agreement between, inter alia, LIF
and the trade association, Swedish Medtech, the principle of documentation applies to (connected) medical device companies in regard to
value transfers. These companies are, therefore, obliged to document
information about value transfers, but they do not have to publish this
information.

ENFORCEMENT OF ADVERTISING RULES

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
In addition to general criminal rules on bribes that follow from the Penal
Code (1962:700), the LER Rules by LIF provide for specific regulations
relating to inducements to healthcare professionals in regard to medicinal products.
Any form of cooperation between healthcare professionals and
pharmaceutical companies where there has been some kind of remuneration shall be documented. Donations made by the company are
only permitted if they are supporting research and development. The
only gifts that are permitted are informational and educational material, under the condition that the material is of low value, directly
relevant to the practice of the recipient and directly beneficial to the
care of patients. Items of medical utility may be provided for purposes
of educating employees and for the care of patients under the condition
that the item is of low value and not such that it is routinely used in the
recipient’s business. Furthermore, it is not permitted to provide healthcare professionals with an inexpensive gift unrelated to the practice
of medicine on an infrequent basis in acknowledgement of significant
national, cultural or religious holidays.
For medical device companies, according to the cooperation agreement entered into with, inter alia, LIF, it is not permitted to offer benefits,
gifts or other compensation to healthcare professionals. Gifts offered to
medical entities (such as hospitals) that could be considered as indirect
gifts to the healthcare professionals working within the medical entity

Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
As regards law enforcement, the Medical Products Agency is responsible for the supervision of compliance with the Medicinal Products Act
and the Medical Devices Act. The Marketing Practices Act is enforced by
the Swedish Consumer Agency.
For self-regulatory, the Swedish Association of the Pharmaceutical
Industry (LIF), the Information Examiner Committee and the Information
Practices Committee have a duty to ensure LIF members’ compliance with
its framework for ethical rules for the pharmaceutical industry in Sweden.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
The Medical Products Agency is entitled to demand information and
issue the orders and prohibitions necessary to ensure the compliance
with the Medicinal Products Act, the Medical Devices Act and any regulations issued based on the acts in question. Such demands, orders and
prohibitions can be coupled with a fine.
Sanctions available under the Marketing Practices Act consist of
prohibitions or orders coupled with a penalty fine, fines for disruptive
marketing practices and damages.
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PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
The Dental and Pharmaceutical Benefits Agency (TLV) is responsible for
deciding whether a pharmaceutical product or medical device should
be eligible for reimbursement and included in the Swedish benefits
scheme. The TLV is responsible for setting the purchase and selling
price of those products. These decisions are made in accordance with
the Act on Pharmaceutical Benefits (2002:160). Prices are based on an
ethical platform with three basic principles:
•
the human value principle;
•
the need and solidarity principle; and
•
the cost-effectiveness principle.
The Swedish medical benefit scheme comprises two parts: the subsidising of medicinal products and medical devices, and a ‘high-cost
threshold’. Sweden applies a high-cost threshold for prescription
medicinal products and medical devices, which means that patients only
have to pay for those products up to a certain threshold; all prescription medicinal products and medical devices are free thereafter. The
high-cost threshold starts to apply after purchases amounting to 1,150
Swedish kronor for prescription medicinal products and medical devices
during a 12-month period. However, not all products are included in the
high-cost threshold scheme, although the scheme includes numerous
types of medicinal products and medical devices.

medicinal products to be produced by a pharmacy for a certain patient or
animal, which is regulated by MPA Regulation LVFS 2010:12 (for extempore pharmacies) or LVFS 2009:8 (for standard pharmacies)). Hospitals
may manufacture extempore medicinal products without a licence from
the MPA, but must notify the MPA of their supply of medicinal products
to the public. The manufacturing of extempore medicinal products that
are produced for a certain patient but not for a certain occasion (ie, stock
preparations of extempore medicinal products) also requires a licence
from the MPA according to Regulation LVFS 2004:7.

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
Compassionate use programmes (CUPs) for unlicensed products can
be established in Sweden in accordance with EU Regulation (EC) No.
726/2004 for a group of patients with a life-threatening, chronically or
seriously debilitating disease, which cannot be treated satisfactorily
by currently authorised medicinal products. The medicinal product
concerned must either be the subject of an application for a marketing
authorisation or be undergoing clinical trials.
The manufacturer or the applicant for market authorisation must
apply to the MPA before establishing a CUP. The application is free
of charge and can be made through a standard form, which can be
obtained from the MPA’s website. Patients participating in the CUP must
be provided the product free of charge.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?

OFF-LABEL USE AND UNLICENSED PRODUCTS
Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
The Medical Products Agency (MPA) recommends that products that
have been authorised for a specific indication are used if available.
However, as a general rule, doctors have the right to freely prescribe
or use products they deem fit for a particular purpose, including for
‘off-label’ indications, if such use can be motivated based on scientific findings and proven experience. Certain limitations apply to,
inter alia, narcotic pharmaceutical products authorised for the treatment of ADHD.
Pharmaceutical companies must be careful in drawing health
professionals’ attention to potential off-label uses, as the provision of
such information would likely be considered as marketing.

Unlicensed products

To dispense or sell prescription-free medicinal products or medical
devices, the Trade with Prescription Free Medicinal Products Act
(2009:730) applies. For the dispensing or sale of prescription medicinal
products and medical devices, the Trade with Prescription Medicinal
Products Act (2009:366) applies as well as Medical Products Agency
(MPA) Regulation LVFS 2009:8. Each of those acts specifies which medicinal products and medical devices can be sold under the Act. Both the
dispensing or sale of prescription-free medicinal products or medical
devices, and the dispensing or sale of prescription medicinal products
and medical devices, requires authorisation from the MPA.

Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
There are no additional laws or guidelines relating to e-pharmacies.

UPDATE AND TRENDS

27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
Unlicensed medicinal products (ie, medicinal products that have not
been granted marketing authorisation by the MPA), may, under certain
circumstances, be dispensed after obtaining a special licence from the
MPA if there is a need that cannot be satisfied with approved medicinal
products on the market. The licence may apply to a certain patient (individual licence) or to one or more healthcare entities (general licence).
Furthermore, there is a separate licence to be obtained for the
manufacturing of extempore medicinal products (ie, non-standardised

Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
The Medical Products Agency (MPA) has recently been tasked by the
government with establishing a structure for cooperation between
national players within the healthcare sector regarding medicine shortages and with further developing the MPA’s supply of information during
a period when a medicine is not accessible on the Swedish market.
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The MPA has also been tasked with conducting a pilot study in
which a risk-benefit assessment of a pharmaceutical product of the
MPA’s choosing, that is commonly prescribed or used for ‘off-label’ indication, will be carried out. The purpose of the pilot study is to assess
whether the MPA should start to continuously conduct risk-benefit
assessments of common off-label products and to suggest a process
for those assessments.
In September 2019, Sweden’s plan to join the impending
International Horizon Scanning Initiative (IHSI) was announced. IHSI is
an international cooperation seeking to identify unauthorised innovative
medicinal products. The cooperation, expected to start in late October
2019, will inform decision-making on treatment and budgets in the
participating countries. IHSI is a good example of a broader trend of
expanding international cooperation on medicinal products.
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32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
Emergency regulations in response to the covid-19 pandemic that are
related to medicines and medical devices include those listed below.
•
Temporary relaxation of the rules on language requirements: owing
to the risk of shortage of medical devices, the MPA decided on
regulations (HSLF-FS 2020: 29) on temporary provisions regarding
language requirements for medical devices. The regulations only
apply to products used in healthcare to deal withcovid-19. The
basic requirement for Swedish labelling and instructions for use
remains. The temporary regulations make it possible for labelling
and instructions for use for medical devices placed on the Swedish
market to be written in English, Norwegian or Danish during the
pandemic, provided that a number of conditions are met.
•
Relaxations of CE marking requirements: the MPA has opened
up individual derogations from the standard approval procedures for coronavirus-related medical devices (including in vitro
diagnostic tests and kits for self-sampling; however, self-tests
marketed for consumer use are prohibited and not covered by the
possibility of individual derogation). An application for derogation
can be submitted to the MPA.
•
To contribute to the availability of safe equipment for professionals
within, for example, the healthcare, police, defence and others
who work to prevent the spread of the virus, the Swedish Work
Environment Authority (SWEA) has been commissioned to temporarily allow the distribution of personal protective equipment (PPE)
that is not CE-marked and that has not started a process for CE
marking. Companies can apply to SWEA for a temporary permit
to provide non-CE-marked PPE to certain professional categories.
•
Owing to the increased demand for medicines, as of 1 April 2020,
pharmacies are temporarily prohibited from dispensing more medication than patients require for a three-month period, regardless
of whether the medication is included in the high-cost protection
scheme and regardless of whether the patient pays for his or her
own medication. Exemptions can only be made for special reasons.
•
In Sweden, the 21 regions and 290 municipalities are, in general,
responsible for everyday purchasing, delivery and receipt of
personal protective equipment and medical supplies. During the
pandemic, the National Board of Health and Welfare has been
commissioned by the government to assist the regions and municipalities with coordinated purchasing from the national level and
to secure access to PPE and other supplies if the regional or

•

•

municipal capacity for these is insufficient. The Board has also been
authorised by the government to decide on the use of resources in
regions and municipalities when it comes to supplies in the health
system. The commission allows the Board to redistribute existing
medical supplies and to distribute new medical supplies between
regions and municipalities.
The government has instructed the Swedish Research Council
to temporarily reinforce the programme ‘Clinical Trials Sweden’,
a cooperation programme between six Swedish regions financed
and supported by the Swedish Research Council, to strengthen
Swedish researchers’ possibilities to conduct clinical trials related
to covid-19. The assignment includes an inventory of needs in
Swedish healthcare to be able to start or participate in clinical
studies involving covid-19 patients.
As a result of the EU institutions’ decision to postpone the
entering into force of EU Regulation 2017/745 and EU Regulation
2017/746 (the Medical Devices Regulations) until May 2021, amendments to rules relating to the Medical Devices Regulations that
are to be introduced to the Medical Devices Act and the Act on
Accreditation and Technical Control (2011: 791) have been advanced,
and the older provisions will continue to apply until 25 May 2021.
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Approval framework

HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES

3

Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

Healthcare services and appropriate products for treatment are mainly
delivered by public and private hospitals, resident physicians and pharmacies. A broad catalogue of healthcare services and products for
treatment are reimbursed to patients by health insurances under the
mandatory health insurance scheme. Each resident in Switzerland must
contract basic health insurance with a health insurance company of his or
her choice. There is the possibility of contracting additional private insurance. Besides health insurance, there are other types of social insurance.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

The competent authority for granting marketing authorisations for medicinal products is the Swiss Agency for Therapeutic Products (Swissmedic).
For medical devices, the same system applies as in the European
Union, in that there is no marketing authorisation for medical devices,
but a conformity assessment procedure. The supervisory authority for
medical devices is also Swissmedic.
Medical devices are defined as products that are intended to have,
or are presented as having, a medical use and whose principal effect is
not obtained with a medicinal product. Medicinal products are defined
as products of chemical or biological origin that are intended to have
or are presented as having a medicinal effect on the human or animal
organism, in particular in the diagnosis, prevention or treatment of
diseases, injuries and disabilities. Blood and blood products are also
considered to be medicinal products. For some products, the purpose
given to them by the manufacturer is decisive for their categorisation
as a medicinal product or medical device. For medical devices, the
MEDDEV guidelines and the Manual on Borderline and Classification in
the Community Regulatory Framework for Medical Devices of December
2017 are referred to. Products without a medical purpose may also
fall into other product categories, such as foodstuffs, cosmetics and
personal protective equipment.

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

The rules on the granting of marketing authorisations and the placing of
medicinal products on the market are set out in the Law on Therapeutic
Products (LTP) and various ordinances depending on it; in particular:
•
the Ordinance on the Requirements for Marketing Authorisation of
Medicinal Products;
•
the Ordinance on the Simplified Marketing Authorisation of
Medicinal Products and Authorisation by Way of Notification;
•
the Ordinance on the Simplified Marketing Authorisation of
Complementary and Herbal Medicinal Products;
•
the Ordinance on Establishment Licences; and
•
the Ordinance on Medicinal Products.
The relevant procedures are the ordinary, pre-announcement, fasttrack and simplified procedures. A marketing authorisation can only be
granted to a company or person having its domicile, registered office or
a branch office in Switzerland. The applicant must also have a manufacturing, import or wholesale licence.
The conditions for granting a marketing authorisation for a medicinal product are that it is of high quality, safe and effective. Detailed
rules apply with regard to the labelling of medicinal products and the
wording of the information to professionals and the patient information leaflet.
For medical devices, as a principle, the EU rules on market access
apply. For sale of a device in Switzerland, the product information must
be given in German, French and Italian. Deviations from this requirement are permissible in two cases only: for custom-made devices and
for devices that are delivered solely to professionals. The safety of
the persons involved must be guaranteed in all cases, and the users
must understand and agree with the information in the language that is
provided. Since 1 August 2020, new exemption rules apply according to
article 9 of the Medical Devices Ordinance.

CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

Clinical trials are mainly regulated by:
•
the Law on Therapeutic Products;
•
the Human Research Act (HRA);
•
ordinances related to the HRA;
the Ordinance on Medical Devices;
•
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the International Conference on Harmonisation of Technical
Requirements for the Registration of Pharmaceuticals for Human
Use Guidelines on Good Clinical Practice of 1996 (ICH-GCP E6(R2));
the World Medical Association Declaration of Helsinki; and
Annexes VIII and X of Council Directive 93/42/EC concerning
medical devices (the Medical Devices Directive) and Annexes 6 and
7 of Council Directive 90/385/EC and EN ISO 14155:20116, if clinical
trials involve medical devices.

In principle, clinical trials require authorisation from the Swiss Agency
for Therapeutic Products (Swissmedic) and the competent ethics
committee. Clinical trials of medicinal products authorised in Switzerland
and administered according to the authorised use, as well as compliant
medical devices used within the scope of the purpose designated by the
conformity assessment, do not need authorisation by Swissmedic.
The ethics committee examines compliance with legal requirements and verifies the scientific quality of the trial. The committee
ensures the safety of the trial subjects. Swissmedic examines whether
the product used in the trial complies with the requirements of good
manufacturing practice and with safety requirements.
Applications to the ethics committee are submitted through a
web portal (BASEC). The committee should issue its decision within 30
days. If the committee requests additional documents, this time limit is
suspended until the complete information has been received. In the case
of multicentre trials, the lead ethics committee should issue its decision
within 45 days. Essential changes in the trial must also be approved by
the ethics committee prior to their implementation.

Reporting requirements
5

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

Most clinical trials require prior authorisation by Swissmedic. Essential
changes in the trial must also be approved by Swissmedic prior to their
implementation. The sponsor must also notify Swissmedic of an interruption of the trial within 15 days, and of the trial’s completion within 90
days. Generally, a final report with a summary of the outcome must be
filed with Swissmedic within one year of the interruption or completion
of the trial. For trials for which Swissmedic approval was not necessary,
this notification has to be made to the competent ethics committee.
The Human Research Act provides for mandatory public registration of authorised clinical trials by the sponsor either with a primary
registry accredited by the World Health Organization or with the registry
of the US National Library of Medicine, as well as in the public database
of Switzerland SNCTP portal. The results of the trial do not need to be
published.

Consent and insurance
6

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

Trial subjects must give their free informed consent for their participation in the trial. Clause 4.8 of the ICH-GCP applies. Different types of
informed consent are required for the future use of collected health data,
genetic data and biological samples for research purposes. The consent
requirements are different for uncoded, coded (ie, pseudonymised) and
anonymised data. For the general further use of coded health data and
coded biological material for research purposes, a ‘general consent’ is
possible; that is, a consent that does not need to be specific with regard
to a particular research project. Swissethics provides templates for
the consent.

The HRA provides for liability of the sponsor for injuries suffered by
trial subjects in connection with the trial (with certain exceptions). The
liability is for any damage caused by the trial, occurring during the trial
and within 10 years of its completion. The liability has to be secured by
insurance or comparable securities up to a certain amount. The amount
of insurance cover is generally at least 10 million Swiss francs for the
whole trial, 1 million Swiss francs for each case of personal injury and
50,000 Swiss francs for each case of material damage.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

In general, ordinary marketing authorisations for medicinal products
proceedings take about a year at minimum. The Swiss Agency for
Therapeutic Products (Swissmedic) has issued a guideline setting out its
internal targeted time periods and milestones. If Swissmedic has queries,
or requests further information or documents, the internal targeted time
periods are stopped and the authorisation process can take longer.
If the applicant informs Swissmedic well in advance (three to six
months) of the date of filing the application for marketing authorisation, Swissmedic offers, under certain conditions, a 20 per cent faster
process (procedure with pre-announcement). The fees for the proceedings are then doubled.
If there is no treatment, satisfactory or otherwise, against a perilous
or heavily disabling disease, and if the medical preparation is of a high
therapeutic value, a fast-track procedure is available upon the applicant’s
request. The fast-track procedure must be applied for at least three
months before the application for the marketing authorisation is filed. The
marketing authorisation procedure can then be completed within about
five months. If Swissmedic has queries, the proceedings may take longer.
The fees of Swissmedic for examining applications for marketing
authorisations vary depending on the type of application. They are:
•
80,000 Swiss francs for a new active substance;
•
30,000 Swiss francs for a product containing an already registered
active substance with innovation (simplified procedure);
•
15,000 Swiss francs for a product containing an already registered
active substance without innovation (simplified procedure); and
•
500 Swiss francs for renewing an existing authorisation.
In addition to these fees, Swissmedic charges an annual supervisory fee
that is calculated based on the ex-factory price of the medicinal product.
The fee amounts to eight per 1000 of the ex-factory price.
The marketing authorisation is initially valid for five years.
Swissmedic is entitled to grant a shorter authorisation period in the
case of temporary authorisations or for health protection reasons. The
authorisation is then renewed upon application if the conditions for
authorisation are still fulfilled. The renewed authorisation is generally
valid for an unlimited period of time. Swissmedic may, however, also
limit the term of the renewed authorisation if necessary.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

Undisclosed data that has been submitted to the authorities for obtaining
a marketing authorisation, the origination of which involves a considerable effort, is protected against unfair commercial use (article 39(3) of
the World Trade Organization Agreement on Trade-Related Aspects of
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Intellectual Property Rights 1994). In line with this principle, the Law
on Therapeutic Products (LTP) provides 10 years of data exclusivity for
original preparations.
Data exclusivity is granted for three years for data filed in support
of an authorisation for a medicinal product (original or not) for a new:
•
indication;
•
method of administration;
•
Galenic form; or
•
dosage.
For new indications, Swissmedic may grant 10 years of data protection on
request when a significant clinical benefit can be expected over existing
therapies and the indication is supported by extensive clinical trials.
For a medicinal product specifically and exclusively for paediatric
use in accordance with the paediatric investigation plan, Swissmedic
may grant data protection of 10 years on request.
For an important medicinal product for a rare disease, Swissmedic
may grant data protection of 15 years on request.

Freedom of information
9

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

After the respective administrative decision has been taken, third
parties, in principle, can ask for copies of authorities’ documents based
on the Federal Act on Freedom of Information in the Administration.
Excepted are, among others, business secrets. Research data submitted
by applicants for authorisation to market medicinal products or medical
devices that have not been published can, in most situations, be business secrets. The four conditions for information to be a business secret
are analysed in detail by Swissmedic and the courts. Regulatory data
protection does not per se provide for protection against freedom of
information requests as the Swiss Federal Court has ruled in recent
years (Case 1C_562/2017 €3.2).
With regard to research data regarding medical devices that are
under control of the authorities, the situation is as described above.
Conformity assessment bodies are, however, not subject to the Federal
Act on Freedom of Information in the Administration.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
A simplified marketing authorisation procedure is available for certain
types of medicinal products, such as:
•
complementary and herbal medicinal products;
•
orphan drugs;
medicinal products with active substances that have already been
•
authorised in Switzerland;
•
parallel imports from a country with an equivalent marketing
authorisation system;
•
medicinal products of which the active substance has been used
in a medicinal product authorised in one or more EU or European
Free Trade Association (EFTA) countries for at least 10 years and
that are comparable with regard to indication, dosage and mode of
application;
•
non-prescription medicinal products that, at the time of submission
of the application, are proven to have been used medically for at

•

least 30 years, at least 15 years of which have been in EU and EFTA
countries; and
certain radiopharmaceuticals and antidotes.

For certain medicinal products (eg, certain homeopathic and anthroposophical products), authorisation by way of a mere notification
procedure is possible.
Swissmedic may grant a marketing authorisation of limited duration based on reduced requirements for medicinal products against
life-threatening or seriously disabling diseases if this is compatible
with the protection of health, if a significant therapeutic benefit can be
expected from the administration of these products and if no equivalent
medicinal product is available in Switzerland.
For biologicals containing genetically modified organisms, additional authorisation requirements apply. Swissmedic assesses the
product not only in accordance with the regulations of the LTP but
also of the Gene Technology Act and the Ordinance on the Handling of
Organisms in the Environment.
Rewards in respect of regulatory data protection are granted to
certain medicinal products, such as products specifically and exclusively for paediatric use or against orphan diseases.
If the approved product information of a medicinal product reflects
all studies performed according to the approved paediatric investigation
plan, an extension of the patent protection for six months is furthermore
available upon application. The extension can be in the form of an extension of the supplementary protection certificate (SPC) (article 140n of
the Patent Act) or, if there is no SPC, in the form of a paediatric supplementary protection certificate (article 140t of the Patent Act).

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
Marketing authorisation holders must include a risk management
plan, including a pharmacovigilance plan, in applications for marketing
authorisation for medicinal products with a new active substance and
for new indications of new active substances. A risk management plan
is also required for medical devices.
Marketing authorisation holders for medicinal products with a new
active substance or biosimilars have to submit periodic safety update
reports to Swissmedic during the four years following authorisation and
in certain other situations.
Generally, the manufacturer or distributor of therapeutic products must maintain a pharmacovigilance system. The manufacturer
or marketing authorisation holder of a medicinal product must notify
Swissmedic of any of the following risks relating to medicinal products,
which have been observed in Switzerland:
•
serious adverse events;
•
previously unknown adverse events;
•
accumulation of known or previously unknown adverse events,
including serious misuse and serious cases of intoxication;
•
quality defects; and
•
unusual distribution restrictions.
In relation to risks observed abroad, the following must be notified to
Swissmedic:
previously unknown risks or new aspects of known risks that
•
are clarified further with regard to risk mitigation measures, that
require risk mitigation measures or that have led to risk mitigation
measures abroad;
•
accumulation of known or previously unknown adverse events,
including serious misuse and serious cases of intoxication; and
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quality defects if batches that were put on the Swiss market are
affected.

The person placing a medical device on the market for the first time
must notify Swissmedic of serious adverse events in Switzerland.
Serious adverse events that occur in other treaty countries have to be
notified to the competent authority in the respective country.
In addition, the manufacturer, marketing authorisation holder or
distributor of therapeutic products must report suspicion of illegal trade
of therapeutic products by third parties, which it discovers in connection
with its activities, with one of its products or with its components.

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?

for its grant are no longer met or if the licensed activity is not performed
for more than 12 months.
The requirements for licences for import, export or conduct of
wholesale distribution of medicinal products are similar to those for
some variations (articles 11 to 18 of the Ordinance on Establishment
Licences). Reduced requirements apply for licences for trading medicinal products abroad or brokerage or agency activities with medicinal
products (articles 21 to 26 of the Ordinance on Establishment Licences).

Medical devices
Swiss law does not require licences for manufacturing, importing,
exporting or conducting wholesale distribution and storage of medical
devices. The principle of self-monitoring applies. Conformity assessment
bodies need to be accredited or recognised by an international treaty.

Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?

Medicinal products
Manufacturing is, in principle, subject to a manufacturing licence from
Swissmedic. Hospital pharmacies and other organisations holding a
retailing licence may have to apply to the canton.
The criteria for obtaining a manufacturing licence from Swissmedic,
in accordance with article 3 et seq of the Ordinance on Establishment
Licences of 14 November 2018, are:
•
the applicant is located in Switzerland;
•
the applicant’s facilities operate a system ensuring the pharmaceutical quality of medicinal products and the management and staff in
the departments concerned must be actively involved in this system;
•
each department has a sufficient number of qualified and competent staff members to enable it to achieve its quality targets;
•
a qualified person has been appointed for the facilities;
•
the facilities are organised in an appropriate way;
the facilities are designed, structured, maintained and modernised
•
regularly to guarantee the safe manufacture of medicinal products,
and the premises and equipment that can influence the quality of
the medicinal products is approved;
•
a document system is available to provide the working instructions,
procedure descriptions and protocols of the relevant manufacturing processes;
•
manufacturing, testing and cleaning procedures are validated;
•
quality control is independent of manufacture;
•
applicable duties of care are fulfilled in the manufacturing process
(in particular, manufacture is carried out in accordance with EU
good manufacturing practices, as set out in Commission Directive
2003/94/EC on good manufacturing practice for medicinal
products); and
•
the work of all persons occupying key positions in the company is
set out in job descriptions and their positions in the hierarchy are
shown in organisation charts.
Swissmedic performs an inspection with regard to these conditions.
The fee for the examination of an application for a licence is 1,500
Swiss francs. Additional fees for the inspection (depending on the time
needed) apply. Swissmedic requests additional fees for the examination
of inspection reports of regional inspectorates (200 Swiss francs), for
the update of the database (100 Swiss francs) and for the issuance of the
licence certificate (200 Swiss francs; each attachment: 100 Swiss francs).
Licences granted under the revised LTP do not have a limited duration. Licences granted under the previous law remain valid at least until
their expiry date. Swissmedic may withdraw the licence if the conditions

Swissmedic and the cantonal authorities monitor compliance in their
respective areas of competence, which are defined in the LTP and
related ordinances. They can generally take any administrative measure
necessary to enforce the LTP, subject to the principles of proportionality
and of public interest. The LTP lists certain possible measures in this
regard. For breaches of a licence, Swissmedic can:
•
raise objections and set an appropriate time period for re-establishment of the lawful situation;
•
suspend or revoke the licence;
•
close down the establishment;
•
seize, hold in official storage or destroy medicinal products that
endanger health or that do not conform to the LTP; and
•
prohibit the distribution, supply, import, export and trade of medicinal products, order their immediate recall from the market, or order
the publication of recommendations of conduct to prevent damage.
Swissmedic and the competent cantonal courts can also impose criminal sanctions on entities or their directors, including the confiscation of
assets or compensatory claims. Articles 86 and 87 list the breaches of
the LTP for which criminal sanctions are foreseen. The criminal sanctions include up to 10 years of imprisonment and a fine (eg, for dealing
or distributing unlicensed medicinal products that put the health of
patients in danger).

Exemptions
14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?
There are some exceptions to the requirement to obtain marketing
authorisation for medicinal products. The following medicines may be
marketed without marketing authorisation:
1
medicinal products manufactured by hospitals or public pharmacies based on a prescription by a physician for a specific person
or a specific circle of persons (magistral formula): the medicinal
product can be manufactured ad hoc or for stockpiling, but only
dispensed based on a prescription by a physician;
2
medicinal products manufactured ad hoc or for stockpiling by
hospitals, public pharmacies, drugstores or other establishments
with a manufacturing licence based on a special monograph of the
pharmacopoeia or another recognised dispensary for dispensing to
their own clients (officinal formula);
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non-prescription medicinal products manufactured ad hoc or for
stockpiling by hospitals, public pharmacies, drugstores or other
establishments with a manufacturing licence based on their own
formula or on a formula published in learned literature and within
the dispensing competence of the person responsible for the
manufacturing and for dispensing to his or her own clients;
medicinal products for which no alternative equivalent medicinal
product is authorised or available and that are manufactured for
stockpiling by hospitals based on a hospital internal list of medicinal products and for dispensing to their own clients;
medicinal products for clinical trials; and
medicinal products that cannot be standardised.

Manufacturing of the medicinal products listed under items (1) to (4)
can be delegated to an establishment with a manufacturing licence, and
there are qualitative and quantitative limits for manufacture of these
medicinal products.

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
A company wishing to make parallel imports of medicinal products can
apply for a special type of marketing authorisation, which is granted in a
simplified procedure. The following conditions must be met:
•
the medicinal product must originate from a country with an
authorisation system equivalent to that of Switzerland;
•
the medicinal product must satisfy the same requirements as products already approved in Switzerland; in particular, in relation to
labelling and product information; and
•
the parallel importer must be in a position to meet the same safety
and quality requirements for the products as the holder of the
marketing authorisation for Switzerland.
Swissmedic does not consider whether the medicinal product is still
patent protected. The defence of patent rights is upon the patent holder.

conditions for authorisation are still fulfilled. The renewed authorisation is generally valid for an unlimited period. Swissmedic may limit the
duration of the renewed marketing authorisation if necessary.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
Marketing authorisations for medicinal products can be transferred
by the marketing authorisation holder to another entity or person. The
transfer is normally easy. It must be applied for at Swissmedic at least
three months in advance. The current marketing authorisation holder
must sign a declaration of assignment of the marketing authorisation
and the new marketing authorisation holder must assume all rights and
obligations related to the marketing authorisation. The new marketing
authorisation holder must hold an appropriate licence for its activities.
For medical devices, there is no marketing authorisation that needs
to be or can be transferred. The CE mark cannot be transferred from
one owner to another in an asset deal. A new conformity assessment
must be made. Depending on the class of the medical devices and the
changes in the production process, the costs and efforts needed for the
new conformity assessment process can be very different. In a share
deal there would be no transfer of rights.

RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
The Swiss Agency for Therapeutic Products (Swissmedic) must be
notified of quality defects. Swissmedic collects pharmacovigilance
notifications and analyses them, and it can also order appropriate measures. If required and appropriate, Swissmedic can order administrative
measures, including warning letters and product recalls. Most often, the
measures are agreed between the company concerned and Swissmedic.
The company concerned may also decide a recall on its own.

AMENDING AUTHORISATIONS
PROMOTION

Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
With the revision of the Law on Therapeutic Products (LTP) as of 1
January 2019, the regulations regarding variations of marketing authorisations for medicinal products were aligned with the EU regulations
in this field. In the field of medical devices, Swiss law already referred
to the EU regulations. The adaptation of Swiss medical device law to
the EU regulations on medical devices and in vitro diagnostic medical
devices is currently under way.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
The marketing authorisation for a medicinal product is granted for the
first time for five years. The Swiss Agency for Therapeutic Products
(Swissmedic) may grant a shorter marketing authorisation period in the
case of temporary authorisations or for health protection reasons. The
marketing authorisation is thereafter renewed upon application if the

Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
Advertising aimed at healthcare professionals (HCPs) is generally allowed for all medicinal products authorised in Switzerland.
Advertising must not be misleading, inaccurate, against public policy or
unethical, or incite excessive, abusive or inappropriate use of medicinal
products. Advertising aimed at HCPs must be in line with the latest
product information approved by the Swiss Agency for Therapeutic
Products (Swissmedic), the Swiss regulatory agency. Advertising must
be accurate, balanced and provable. The claims must be based on and
reflect the current state of scientific knowledge. They may only refer
to clinical studies conducted in accordance with good clinical practice
that are published or accepted for publication, or to meta-analyses or
observational studies that are published in a scientifically recognised
scientific journal. Publications must be quoted literally, completely
and with the exact reference. Advertisements must not indicate that a

148

Pharma & Medical Device Regulation 2021
© Law Business Research 2020

Wenger & Vieli Ltd

Switzerland

medicinal product does not have adverse effects or is without risk or
harmless; appear to be an editorial; or indicate that a human medicinal
product does not lead to dependency. Advertising for prescription-only
medicinal products on the internet must be limited to HCPs by means
of password protection.
Information about illnesses and treatment options in general
is permissible. Advertising for the company as such is also permissible, as is ad hoc publicity of quoted companies. For deciding whether
information is illegal product advertising or admissible information,
all circumstances of the particular case are taken into account. The
sole mention of a brand name does not necessarily make information
advertising.
Advertising aimed at the general public is not allowed for prescription-only medicinal products. It is furthermore not allowed for medicinal
products that are reimbursed by the mandatory basic health insurance.
Advertising aimed at the general public must not be misleading, inaccurate, against public policy or unethical, or incite excessive, abusive
or inappropriate use of medicinal products. It must be in line with the
latest Swissmedic-approved product information. It must be objective and without exaggeration and contain an invitation to consult the
patient leaflet. Pharmaceutical products must be clearly presented
as such. Quizzes, vouchers, testimonials and invitations to contact the
marketing authorisation holder are not permitted. Advertisements in a
printed form or via electronic media for analgesics, sedatives, sleeping
tablets, laxatives and anorectics must be submitted to Swissmedic for
prior approval if the product information mentions a potential for abuse
or addiction.
Advertising of medical devices and collaboration with patient
organisations are currently not as rigorously regulated as advertising
for medicinal products. The Ordinance on Medical Devices contains one
provision on advertising that sets out the following rules (article 21):
•
advertising for medical devices that are intended for the direct
distribution to or use by the public must be limited to statements
contained in the product information in respect of use, capabilities
and efficacy;
•
misleading claims of efficacy or capabilities are prohibited; and
•
advertising to the general public is prohibited with regard to
medical devices that are subject to prescription or are exclusively
distributed for use by HCPs.
After the revision of the Ordinance on Medical Devices comes into effect
on 26 May 2021, the advertising rules will be as follows (article 69):
•
advertising must be limited to statements that correspond to the
product information;
•
misleading claims, in particular on the intended use, safety and efficacy of a medical device, are prohibited; and
advertising to the general public is prohibited for medical devices
•
that are exclusively intended for use by HCPs.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
Mainly, the following regulations discourage the provision of inducements to HCPs to prescribe, sell, supply or recommend use of a particular
medical product or medical device:
•
the Law on Therapeutic Products, especially article 55, and the
Ordinance on Integrity and Transparency in the Field of Therapeutic
Products (as from 1 January 2020);
•
the Ordinance on Advertising for Medicinal Products, especially
article 11 on scientific congresses and promotional events;

•

•
•
•

the anti-bribery provisions of the Swiss Criminal Code, article
322-ter to 322-decies, and of the Act against Unfair Competition,
article 4a;
the rules governing the employment and function of HCPs;
the Federal Act on Academic Medicinal Professions; and
the Pharma Code and the Pharma Cooperation Code issued
by Scienceindustries, and the Swiss MedTech Code issued by
Swiss MedTech.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
As of 1 January 2020, details of transfers of value to HCPs and healthcare organisations (HCOs) that are in connection with prescription-only
medicinal products need to be recorded and disclosed upon request to
the Federal Office of Public Health. The Pharma Cooperation Code issued
by Scienceindustries and the Swiss MedTech Code and the Transparency
Guidelines issued by Swiss MedTech require that transfers of value are
published on a company website; if possible, on a named basis and, if
the HCP or HCO does not consent, in aggregate form.

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
The Swiss Agency for Therapeutic Products (Swissmedic) is the authority
competent for monitoring and enforcing compliance with the rules for
advertising therapeutic products to professionals and to the public.
Advertising of medicinal products to professionals is also and mainly
supervised by the Secretariat of the Pharma Code based on the advertising provisions of the (self-regulatory) Pharma Code. If a company
does not comply with or refuses to follow the ruling of the Pharma Code
Secretariat, the Pharma Code Secretariat may, if it considers the violation of the Pharma Code a possible health risk, transmit the matter to
Swissmedic.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
The intentional breach of advertising rules for medicinal products may
be sanctioned by Swissmedic with fines of up to 50,000 Swiss francs,
and breaches by negligence with fines of up to 20,000 Swiss francs.
In case of commission of a breach by a professional, the fine may be
higher. There is no equivalent provision for breaches of advertising
rules for medical devices.
Swissmedic may also prohibit certain advertising in administrative
proceedings and order that a future breach would incur fines.
The breach of the provisions on granting of financial benefits may
be punished with imprisonment up to three years or a fine.
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PRICING AND REIMBURSEMENT

OFF-LABEL USE AND UNLICENSED PRODUCTS

Pricing

Off-label use

25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?

26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?

Medicinal products that are reimbursed by the basic health insurance
are subject to government price control. The prices of non-reimbursed
products are free and are not government-controlled. A finished
medicinal product must, in principle, be listed on the speciality list (SL)
established by the Federal Office of Public Health (FOPH) to be reimbursed in the outpatient sector of basic health insurance. When deciding
on the admission of a medicinal product to the SL, the FOPH determines
its list price. This price is the maximum price that can be invoiced by
healthcare providers and that will be reimbursed by health insurance
companies. About 80 per cent of the sales of pharmaceutical products in
Switzerland relate to products listed on the SL.
The relevant criteria for fixing the SL price of an original product
are the prices of drugs having the same indication or a similar mode of
action and the average price of the product in other countries. Currently,
the prices in nine reference countries – Austria, Belgium, Denmark,
Finland, France, Germany, the Netherlands, Sweden and the United
Kingdom – are used for this comparison. For determining the SL price,
the FOPH adds a distribution margin to the ex-factory price determined
according to the two criteria described above.
The fulfilment of the conditions for admission to the SL is, in
principle, reviewed every three years. A review of the conditions for
admission to the SL also takes place immediately after the expiry of the
patent protection, as well as in the following situations: extension of an
indication by the Swiss Agency for Therapeutic Products, request for
changing a limitation of reimbursement and request for a price increase.
The SL prices of generics and biosimilars are determined depending on
the prices of their reference products.
Price increases may be applied for based on the above-mentioned
pricing criteria. They are, however, generally rare.
If a medicinal product is not listed on the SL or is listed on the SL but
used off-label or outside a limitation of reimbursement, it must be taken
over by the health insurance companies under basic health insurance if
there is no effective and authorised treatment alternative and a high therapeutic benefit can be expected from its use. In this situation, the health
insurance companies determine the reimbursed amount and negotiate a
cost participation with the pharmaceutical company concerned.
In the inpatient sector, basic health insurance pays hospitals
certain lump sums depending on the diagnosis of the patient (the DRG
system). The lump sum also covers the costs of medicinal products and
medical devices. For certain expensive medicinal products, additional
remunerations are foreseen in the DRG system. An additional remuneration of a certain defined amount is only available if the product has
been listed in the SL.
For medical devices that are directly used by patients, the medical
aid and device list, MiGeL, lists the maximum prices that are reimbursed
by the health insurance companies. The MiGeL does not impose a price
control (ie, the distributors of medical devices are free to determine
their own price).
Medical devices applied by medical practitioners are reimbursed
at the price they were sold to the medical practitioner (if above 3
Swiss francs).

Doctors may prescribe and use products for off-label indications. This is
part of the freedom of the doctor. He or she is, however, solely responsible for the off-label use. In certain therapeutic areas, off-label use occurs
very often.
Advertising for off-label use is not allowed. According to the
Pharma Code, pharmaceutical companies are, however, allowed to
inform healthcare professionals (HCPs) and the media about new indications, fields of use or dosages, Galenic formulations or packages that
have not yet been authorised in Switzerland, without direct or indirect
advertising. The trade name may be used, but always in connection
with the international non-proprietary name of the active substance.
The companies must make it clear that the medicinal product, new
indication, field of use, dosage, Galenic formulation or package has
not yet been authorised by the Swiss Agency for Therapeutic Products
(Swissmedic) in Switzerland.

Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
Unlicensed medicinal products, in principle, may not be imported
or distributed. The same applies to medical devices that are not in
conformity with the respective requirements.
Under certain conditions, physicians, pharmacists and certain
other HCPs can import medicinal products that are not authorised
in Switzerland for the treatment of named patients or for emergency
situations (article 49 of the Ordinance on Establishment Licences). The
conditions are that the medicinal product is authorised in a country
with a comparable marketing authorisation system (currently Australia,
Canada, member states of the European Economic Area, Japan, New
Zealand, Singapore and the United States) and that there is no medicinal product authorised or available in Switzerland that can be used as
an alternative, or a change of the medication to a medicinal product that
is authorised and available in Switzerland is not appropriate.
In addition, physicians are also allowed to import medicinal products that have not (yet) obtained marketing authorisation in such a
country but are authorised for use in a clinical trial. In this situation,
a risk analysis has to be established and reported to the competent
cantonal authorities prior to importation.
Since 1 January 2019, the law also provides for specific provisions on compassionate use programmes authorised by Swissmedic.
According to the new article 9b, paragraph 1 of the Law on Therapeutic
Products (LTP), Swissmedic may temporarily authorise the sponsor of
a clinical trial in Switzerland to use trial medication (that has not yet
received a marketing authorisation) on certain persons or certain categories of persons outside the clinical trial.
Medical devices that are not in conformity with the requirements of
the LTP may generally not be brought into circulation nor used (article
86 of the LTP). As an exception, individual medical devices for which
the relevant conformity assessment procedure has not been carried out
may be placed on the market and used under the following conditions
(article 9, paragraph 5 of the Ordinance on Medical Devices):
•
they serve to remedy life-threatening conditions or to eliminate
permanent impairments of a bodily function;
•
no conforming medical device is available for the specific indication;
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they are used exclusively by medical personnel on individuals;
the medical practitioner has informed the individual concerned of
the non-compliance of the medical device and the risks involved; and
the individual concerned has consented to the use of the medical
device.

Also, Swissmedic may authorise the bringing into circulation and the
putting into service of a specific medical device if the use of the medical
device is in the interest of public health or patient safety or health
(article 9, paragraph 4 of the Ordinance on Medical Devices).

Frank Scherrer
f.scherrer@wengervieli.ch

Compassionate use

Dufourstrasse 56
8034 Zurich
Switzerland
Tel: +41 58 958 5858
www.wengervieli.ch

28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
Until the end of 2018, there was no specific regulation on named patient
programmes initiated by pharmaceutical manufacturers before a
marketing authorisation was granted. Under certain conditions, physicians and pharmacists could import medicinal products that were not
authorised in Switzerland, but in a country with a comparable marketing
authorisation system for the treatment of named patients or for emergency situations. This possibility has been maintained and expanded to
medicinal products that are (only) authorised for use in a clinical trial
in such a country.
Since 1 January 2019, the law also contains a provision for compassionate use programmes authorised by Swissmedic. According to the
new article 9b, paragraph 1 of the LTP, Swissmedic may temporarily
authorise the sponsor of a clinical trial in Switzerland to use trial medication (that has not yet received a marketing authorisation) on certain
persons or certain categories of persons outside the clinical trial.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?

•
•

•

the pharmacy must own a cantonal retailing licence;
the pharmacy must operate a quality assurance system, assuring
among other requirements:
•
the identification of the patient;
•
a check of adverse interactions with other medicinal products;
and
•
proper advice to patients; and
the patient must supply a doctor’s prescription with the order,
whether it is a prescription or non-prescription drug.

Online dispensing, sale and supply of medical devices is governed by
article 48 of the LTP and article 17 of the Medical Devices Ordinance.
Medical devices that can be dispensed to the public and that are
intended by the manufacturer for self-service can be offered and sold
via the internet. Professional advice must also be assured (except for
Class I devices).

UPDATE AND TRENDS
For certain types of medicinal products and medical devices, special
rules governing the dispensing or sale exist. One important category is
narcotic medicinal products. In addition to the rules on medicinal products, the rules on narcotic products apply. These rules require a special
licence and strict controls of each step in the supply and dispensing
process. They provide for special rules regarding separate secured
storage, transportation, destruction, retention of documents for at least
10 years, special authorisation for off-label use of certain substances, etc.
Special rules also exist for blood and blood products. These rules
provide for special licensing obligations and recording and archiving
obligations (30 years).
In respect of medical devices, it must be taken into consideration
that, for example, the dispensing of certain medical devices requires a
prescription or that in vitro diagnostics for the detection of communicable diseases in humans cannot be dispensed to the public (with the
exception of HIV tests).

Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
While online sale and supply of medicinal products in principle is
prohibited, the cantons can grant authorisations to operate mail order
pharmacies. According to the Law on Therapeutic Products (LTP) and
article 55 of the Ordinance on Pharmaceutical Products, in particular,
the following conditions must be met for such an authorisation:

Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
A major revision of the law on medical devices will adapt Swiss law to
the EU regulations on medical devices and in vitro diagnostic medical
devices. This revision will become effective on 21 May 2021 and, in
respect of in vitro diagnostics, on 26 May 2022.
On 1 January 2020, articles 55 and 56 of the Law on Therapeutic
Products on financial advantages granted to healthcare professionals
(HCPs) and healthcare organisations (HCOs) in relation to prescription-only medicinal products, as well as on transparency, entered into
force together with the Ordinance on Integrity and Transparency in
the Field of Therapeutic Products (VITH). This revision has an impact
on the cooperation of the industry with HCPs and HCOs and on sales
conditions for prescription-only medicinal products, such as rebates.
In March 2019, Parliament decided to extend the integrity provisions to
medical devices. This will require a revision of VITH. Entry into effect
is planned for 2022.
Parliament is currently discussing various projects for a revision
of the pricing and reimbursement rules, especially for generic products.
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Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
The Federal Council and the authorities of the cantons have issued
various ordinances since 13 March 2020 in response to the pandemic. In
addition to various other measures, the authorities issued specific rules
in the medicinal products and medical devices sector, including:
•
empowering the Swiss Agency for Therapeutic Products
(Swissmedic) to grant exemptions from the requirements for the
import and authorisation of medicinal products;
•
granting of exceptional authorisations for disinfectants;
•
empowering Swissmedic to allow deviations from the manufacturing and batch release process for medicinal products;
•
restrictions of distribution of certain medicinal products;
•
reporting obligations regarding quantities of in vitro diagnostics
held in stock;
•
coverage of the costs of covid-19 tests used in accordance with the
test criteria of the Federal Office of Public Health; and
•
launch of a Swiss covid-19 app.
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HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES
Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

The Ministry of Health (MoH), the Turkish Medicines and Medical Devices
Agency (TMMDA) and the Social Security Institution (SSI) are the main
bodies responsible for regulating different aspects of medicinal products and medical devices in Turkey.
The Turkish healthcare system is administered by the MoH, which
issues the necessary regulations and is responsible for establishing
hospitals and public health institutions for the general public to access
healthcare services. The TMMDA, incorporated in the MoH, is the main
authority dealing with almost all aspects of pharmaceutical and medical
device regulation, such as licensing, pricing, clinical trials, promotion,
import, export, distribution and safety monitoring. The SSI is the responsible authority for the regulation of public healthcare expenditures and
implementation of the reimbursement regime.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

The categorisation of medicines, medical devices and other products
including food supplements and cosmetics is an area that is regulated
rather strictly and the mentioned products are subject to different legislation. The classification of medicines is subject to the Regulation on the
Classification of Medicinal Products for Human Use (the Classification
Regulation). According to the Classification Regulation, a medicine is
a combination of natural or synthetic substances, or both, applied to
humans to cure, prevent or diagnose a disease, or to treat, regularise
or change a physical dysfunction. A medicine can be classified as a
prescribed or non-prescribed product. Products referred to as ‘borderline products’ have not been recognised in Turkish law since 2012. Such
products simply fall into either category as per their qualification as
non-prescribed products, food supplements, biocides, etc.
Medical devices that are manufactured specifically for diagnostic
or therapeutic use are regulated separately in the Medical Devices
Regulation and are distinguished from medicines as they do not provide
a primary function with pharmacological, immunological or metabolic
effects, but can be supported in its function by such effects.
Cosmetics are defined in the Cosmetics Regulations as products
that do not bear any feature that helps to cure diseases, but are simply
aimed at cleaning, providing fragrance, preventing body odour, or

protecting or changing the appearance of external parts of the human
body, such as the mouth, lips or tongue.
The MoH is the competent authority for the approval of the
marketing of medicines, medical devices and cosmetics, whereas the
Ministry of Agriculture and Forestry is responsible for approving the
marketing of food.

Approval framework
3

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

To offer a medicinal product to the market, any real or legal entity must
obtain a marketing authorisation from the MoH by fulfilling the requirements listed in the Regulation on the Licensing of Medicinal Products
for Human Use (the Licensing Regulation). The Licensing Regulation
necessitates that real persons must hold a university degree in pharmacy, medicine or chemical sciences and have the right to practise their
profession in Turkey; whereas, legal persons must employ a real person
with those qualifications.
It is also required that real and legal persons reside in Turkey.
The general procedure is initiated with an application to the MoH with
documents containing information about the capacity of the real or legal
person (such as commercial registry records, diplomas and other information about the authorised person), information about the product and
product specifications or results of any clinical trials; good manufacturing practice (GMP) certificates should also be submitted.
The main criteria for consideration when granting a marketing
authorisation should include product efficiency and safety, along with
the satisfaction of the required technical and medicinal features. Having
said that, the most important criterion for granting marketing authorisation is the issuance of a GMP certificate for the relevant manufacturing
site by the agency. The agency makes GMP site inspections of manufacturing facilities in Turkey and abroad. For imported products, in most
cases, the agency will not accept a GMP certificate issued by an EU
authority only, and conducts a site inspection at the foreign facility.
The Licensing Regulation envisages an abridged application for
marketing authorisation for generics. The Regulation seeks ‘substantial
similarity’ between the original product and its generic version. Unless
the data exclusivity period has expired, the marketing authorisation
holder of the original product should give its consent to the use of the
original product’s clinical data.
The Implementing Regulation on the Labeling, Package Leaflet and
Tracing of Human Medicinal Products also provides specific procedures
and principles concerning the labelling and package leaflet of authorised or permitted human medicinal products.
Medical devices are not subject to a marketing authorisation
procedure, but they must be registered at the MoH in accordance with
the Medical Devices Regulation. Some other requirements for offering
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medical devices to the market may vary depending on the class to which
the device belongs. The classification is based on the usage area and
the risk of the use of device. Although there are no formal requirements
to be met by medical device companies, in contrast to licence holders
of pharmaceuticals, the Regulation regarding Sales, Advertisement
and Promotion of Medical Devices introduced certain requirements for
medical device sales outlets. Nonetheless, a medical device can only
be sold in Turkey if it is registered in the national data bank and has
CE marks or is certified by local notified bodies. The Medical Devices
Regulation sets forth an explicit provision regulating that information
on use, labelling and maintenance, as well as and any other required
explanations given to patients, users and operators by the manufacturer
along with the medical devices shall be in Turkish.
Manufacturers that do not have a subsidiary establishment within
Turkey but wish to offer their medical devices to the market in Turkey
must appoint an authorised representative in Turkey. Such authorised
representative serves as the manufacturer’s point of contact with competent authorities, deals with the registration procedures before the product
tracking system and is the primarily responsible person or entity.

Consent and insurance

CLINICAL PRACTICE

6

Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

There are separate regulations on clinical trials for medicinal products
and medical devices in Turkey.
The Regulation on Clinical Research of Pharmaceuticals and
Biological Products and a relevant guideline on the issue provides regulations on the application procedure, insurance warrants, good clinical
practice, collection, confirmation and presentation of clinical results or
side effects, and determines the scope and procedure for clinical trials
to be conducted on pharmaceuticals and biological products.
The Regulation, which entered into force in 2013 and was
amended in 2014 and 2015, is parallel to EU Directives 2001/20/EC and
2005/28/EC.
Clinical trials on medical devices are currently regulated by the
Regulation of Clinical Trials of Medical Devices, which entered into force
in 2014 and explains the general principles of clinical trials for medical
devices. The principles set out by this Regulation mainly overlap with
the principles of clinical trials regulated under the Regulation on Clinical
Research of Pharmaceuticals and Biological Products.
Clinical trials on pharmaceuticals, biological products and medical
devices may only be conducted under the aforementioned legislation
provided that:
•
an informed volunteer consent form is obtained from volunteers;
•
necessary approvals are obtained from an approved ethical board
and the institution affiliated with the trial;
the trial takes place at certain university health research and
•
implementation centres, approved R&D centres affiliated with
universities and education, or research hospitals affiliated with the
Ministry of Health; and
•
the good clinical practices principles are observed.

Reporting requirements
5

and Biological Products are quite similar concerning the matter of
commencement and finalising of clinical trials.
The sponsor of the clinical trial who is commencing and financing
the procedure, or the contracted research organisation based in Turkey,
that is designated by the sponsor, shall apply to the ethics committee
and the Turkish Medicines and Medical Devices Agency (TMMDA) for the
commencement of a trial. Provided that the application is duly made and
includes the necessary information and documents, and the approval
of the ethics committee is obtained, the application shall be approved
by the TMMDA. The records of such trials are kept in a public database,
respecting the confidentiality of personal data.
If the trial is stopped by the sponsor before its completion, the decision to suspend the trial shall be notified to the TMMDA and the ethics
committee within 15 days, along with the reasons for the suspension, and
the information letter advising the treatment of the volunteers included
in the study. The sponsor informs the TMMDA and the ethics committee
about the end of the trial within 90 days. The ethical committee, the
sponsor and the responsible investigator shall be notified of the decision to discontinue or terminate the clinical trial.

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

The principles provided by the Regulation of Clinical Trials of Medical
Devices and the Regulation of Clinical Research of Pharmaceuticals

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

The principles provided by the Regulation of Clinical Trials of Medical
Devices and the Regulation of Clinical Research of Pharmaceuticals and
Biological Products are quite similar concerning the matter of consent
and insurance.
Prior to the commencement of the trial, an informed volunteer
consent form, which is a document proving consent in writing by giving
detailed and understandable information about the research, must be
obtained from the volunteer. The consent of the volunteer must not
depend on any interest and it must be given of his or her free will. The
informed volunteer consent form must include information about the
trial (ie, the nature, purpose, significance, duration, conditions, implications and risks of the study) and provide the volunteer with the right to
withdraw from the trial at any time.
To protect subjects against any damages that may arise from the
clinical trial, it is compulsory to insure those participating in clinical
trials. However, insurance is not required for Phase IV clinical trials and
observational drug studies carried out for medicines. Also, no insurance
is required for clinical trials of medical devices bearing the CE mark,
carried out for the intended use specified by the device’s manufacturer,
provided that the ethics committee deems it appropriate according to
the benefit-risk ratio.
There is no insurance limit specified within the regulations.
However, the sponsor must provide a written document on how to
cover the cost of treatment provided for any research-related injuries
that may arise as a result of complications from the supporting trial.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

According to the Regulation on the Licensing of Medicinal Products for
Human Use (the Licensing Regulation), in principle, an application must
be reviewed and concluded by the Ministry of Health (MoH) within 210
days of submission. However, the MoH does not follow this regulatory
rule strictly, and completion of a marketing authorisation process may
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take approximately two to three years, depending on deficiencies in
the dossier.
Fees for obtaining marketing authorisation vary depending on the
status and type of the authorisation and product.
Pursuant to the Licensing Regulation, an application for the
renewal of a marketing authorisation must be submitted to the Turkish
Medicines and Medical Devices Agency (TMMDA) at least three months
before the end of the first five years of the marketing authorisation’s
issuance, together with the pharmacovigilance data and information
regarding quality, security and operation of the marketing authorisation
and details of all changes that have occurred. Marketing authorisations
must be renewed every five years accordingly.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

The Licensing Regulation limits the data exclusivity period to six years,
and this period starts from the first registration in the EU–Turkey
Customs Union area. The data exclusivity period shall apply to original products:
•
for which no generic registration application was submitted in
Turkey before 1 January 2005, among the original products registered for the first time after 1 January 2001 in one of the countries
within the Customs Union area; and
•
that are registered after 1 January 2005 in one of the countries
within the Customs Union area.
For products enjoying patent protection in Turkey, the implementation
of the six-year data exclusivity period shall be limited by the patent
period of the relevant product. The nature of the regulatory data exclusivity is an administrative protection measure. It does not grant any
civil proprietary right nor limit any such rights. The MoH’s regulatory
data exclusivity provision in the Licensing Regulation provides for an
administrative measure by not allowing third parties to use or benefit
from data. However, according to established court precedent, filing an
abridged licence application to obtain a marketing authorisation for a
generic product does not violate data exclusivity.
Under the Licensing Regulation, the granting of marketing authorisation does not affect the expiry of the patent period. Additionally,
supplementary protection certificates are not recognised under Turkish
law. Nevertheless, the Bolar provision (under which, clinical trials for
generics and biosimilars are exempt from infringement) is still recognised under Industrial Property Law No. 6769 enacted in 2017.

Freedom of information
9

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

Under Turkish law, there is a general freedom of information regime
mainly regulated by the Law on the Right to Information (No. 4982) and
the Regulation on Implementation Principles and Procedures Regarding
the Law on the Right to Information. The Law and Regulation mainly regulate that everyone, subject to certain conditions for foreigners, has a right
to request information from public bodies and institutions owing to democratic and transparent governance principles. However, there are certain
exceptions provided by the Law, including trade secrets, among others.
The Licensing Regulation explicitly stipulates that the marketing
authorisation submission to be made to the MoH is classified and
shall have its confidentiality maintained by the MoH. If any third party

requests any information within the dossier from the MoH, the MoH will
refuse the request owing to the confidentiality obligation. Therefore, it is
not possible for any generic or other competitor company to obtain any
information, including, but not limited to, clinical trial data or manufacturing data from the drug approval file (marketing authorisation dossier)
of an original product by requesting such information from the MoH.
However, there is a possibility that a court may issue a court order
to the MoH to send the marketing authorisation dossier to a court, if
such dossier is required to be viewed with respect to a patent lawrelated dispute. Even in cases where it is necessary for the dossier to be
reviewed during court proceedings, both the MoH and courts take very
strict precautions to ensure confidentiality of the dossiers.
In accordance with a Council of State decision, limited information,
such as the marketing authorisation application number of an abridged
application, based on freedom of information under the Advocacy Law,
should be disclosed to the marketing authorisation holder of the original
product to which the marketing authorisation application is abridged.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
There are certain specific regulations providing rules and requirements
regarding these particular types of medicinal products in Turkish law.
Traditional herbal products are regulated within the Regulation on
Traditional Herbal Medicinal Products dated 2010. The products must be
manufactured in accordance with good manufacturing practice (GMP)
conditions by the natural or legal person resident within the borders
of Turkey, in a production site that fulfils the requirements listed in the
Regulation. The licence application must include necessary information and documents as a separate file for each pharmaceutical dosage
form, and must be made in a common technical document. Within the
application:
•
the qualitative or quantitative composition of the product must be
disclosed;
•
data on conventional use must be sufficient; in particular, regarding
pharmacological effects and efficacy on the basis of long-term use
and experience; and
•
pharmaceutical quality must be documented adequately.
Additionally, the product must not be harmful under normal use.
Turkish law provides limited references to orphan drugs, and, although
a detailed regulation in relation to orphan drugs has been on the MoH’s
agenda for a long time now, there is still no specific regulation. Orphan
drugs are subject to almost the same rules as conventional medicinal
products, and most orphan drugs have entered the country under
named-patient programmes, but the MoH enacted a new provision in
2018 requiring marketing authorisation for those products offered to the
market on a named-patient basis.
For homeopathic products, biologicals and biosimilars, and products for paediatric use, there is no specific regulation.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
The Regulation on the Safety of Medicinal Products provides certain
procedures for pharmacovigilance, and requires adverse effects of
pharmaceutical products to be effectively monitored to ensure the safe
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use of medicinal products for human use. This Regulation requires the
marketing authorisation holder to employ a qualified physician or pharmacist to provide necessary notifications to the MoH regarding the safety
of the medicinal product. The marketing authorisation holder may prefer
to outsource on the basis of an agreement. However, the ultimate responsibility in this regard belongs to the marketing authorisation holder.
The medical device vigilance procedure is operated under a risk
management system in accordance with the Communiqué on the
Rules and Procedures for the Safety Reporting of Medical Devices.
The Communiqué provides that the manufacturer, authorised agent,
importer or the legal or natural person responsible for placing the
medical device on the market must notify the MoH of any defect, side
effect or recall of a medical device. In addition to the notification obligation, those persons shall also be severally responsible to:
•
carry out the necessary investigation, including risk analysis;
•
identify and implement corrective actions to ensure device safety;
•
send an information letter to users and the MoH, explaining the
adverse event originating from the device and measures that can
be taken by users, including the relevant company’s contact details;
•
inform the MoH immediately of any failure to fulfil the responsibilities arising from the Communiqué; and
•
notify the MoH of all damages directly or indirectly arising from the
use of in vitro medical diagnostic devices.

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
To obtain a manufacturing site licence for manufacturing of medicinal
products, any real or legal entity satisfying the general conditions (ie,
employing a responsible manager with a degree in pharmacy, medicine or chemistry, employing certain other personnel, documenting that
the facility satisfies technical requirements and compliance with GMP
requirements) and possessing the required documents (ie, documents
relating to employees, buildings, workflow, equipment, workplace opening
permits and environmental assessment reports) under the Implementing
Regulation On Manufacturing Plants Of Medicinal Products For Human
Use can apply to the provincial directorates of the MoH.
Considering that the issuance of a GMP certificate for the relevant
manufacturing site by the TMMDA is one of the most important conditions for the issuance of a marketing authorisation, manufacturing
practices in Turkey are quite robust. Moreover, a GMP certificate issued
by an EU authority is not by itself acceptable for most imported products, since the TMMDA inspects manufacturing facilities in Turkey and
abroad. This condition also reveals the robust application of GMP in
Turkey. The TMMDA will inspect the manufacturing site and, if it determines that the features of the manufacturing site are sufficient and
proper, will issue the authorisation. According to the legislation enacted
in 2017, warehouses providing secondary packaging services shall be
evaluated as manufacturing facilities, and further procedural requirements will be applied to these services as well. In addition, to carry out
serial release activities and release medicinal products to the Turkish
market, it is also required for the marketing authorisation holder to
obtain a licence for serial release activities and a qualified person certificate for the serial release site.
The import and export of medicine is subject to general import and
export provisions with some additional requirements. If the medicines
contain narcotic or psychotropic substances, special authorisation is
required from the MoH. If they do not contain any of these substances,

written confirmation of this fact from the MoH will be required. For the
import of medicines, a licence and certificate of analysis (control (import)
certificate) are needed. A control certificate is issued for a duration of 12
months. For exports, a certificate of analysis and the documents needed
for the licensing of the product in the destination country are required.
The wholesale distribution and storage is conducted by warehouses
in Turkey, of which there are two types. The first is warehouses that will
make secondary packaging, which need to obtain a manufacturing site
licence, as explained above. The second is called a pharmaceutical warehouse, which does not make secondary packaging, but only stores and
sells pharmaceuticals to pharmacies or other wholesalers. To obtain a
pharmaceutical warehouse licence, any real or legal entity satisfying the
general conditions (ie, employing a responsible manager with a degree
in pharmacy, medicine or chemistry, employing certain other personnel,
documenting that the facility satisfies technical requirements and compliance with good distribution practice requirements) and possessing the
required documents (ie, documents relating to buildings, fire safety, workplace opening permits and, for legal entities, a trade registry certificate
and articles of association of the company approved by the provincial directorates of the MoH) under the Regulation on Pharmaceutical
Warehouses and Products in Pharmaceutical Warehouses can apply to
the provincial directorates of the MoH.
The fee for obtaining authorisation varies depending on the type
of authorisation. There is no explicit provision regulating the validity
period of authorisations if it is not specifically stipulated; hence, authorisations are routinely controlled and updated by the MoH after issuance.

Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
Depending on the issue, life sciences regulations provide enforcement
provisions of a different nature. The most common enforcement measures are administrative and financial sanctions, such as suspending
marketing authorisations, banning promotional activities or imposing
financial fines. The breach of compliance may also result in civil and
criminal sanctions, such as personal liability, including the liability
arising from bribery. The authority may also order the publication of the
decision regarding the unsafe product by publicly announcing details of
the unsafe product and the relevant measures imposed by the authority.

Exemptions
14 What, if any, manufacture and supply of medicinal products
is exempt from the requirement to obtain an approval to
market?
Medicinal products prescribed by a physician specifically for an individual patient and prepared according to this formula in a pharmacy
(magistral medicines) are exempt from the requirement of obtaining an
approval to market.

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
Parallel import is a legitimate practice in Turkey, but since only the
marketing authorisation holder can import medicinal products, the
parallel import of medicinal product is not technically possible.
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Regarding parallel export, the MoH published a circular in 2014
stating that it may prevent the export of medicines imported into Turkey
from abroad if Turkish patients need those medicines. Accordingly, the
MoH is expected to take measures to prevent parallel exports under
certain circumstances; however, the technical preparations for the
establishment of an efficient system for this purpose remain unclear.
The Competition Board had carried out investigations related to
parallel export restrictions. In a case in recent years, it was decided by
the Board that direct or indirect export bans for pharmaceuticals do not
violate Turkish competition law, although the export ban provisions are,
in principle, against the competition rules in general, since the effects of
those export bans are not seen in the Turkish market.

AMENDING AUTHORISATIONS

with the pharmacovigilance data and information regarding quality,
security and operation of the marketing authorisation and details of all
changes that have occurred. Marketing authorisations will be renewed
provided that the MoH does not detect any non-conformity. Marketing
authorisations must be renewed every five years accordingly.
Even though there is no specific validity period for medical device
registration, the documents and information required for registration
on the product tracking system (ÜTS) must be updated and renewed
periodically. For instance, a registration remains valid until expiry of the
relevant EC certificate if a renewed certificate is not submitted to ÜTS.
In addition, the decisions granted by the notified bodies relating to EC
declaration of conformity (for full quality assurance system, and production or product quality assurance) and EC type examination remain valid
for five years and must be renewed every five years accordingly.

Variation

Transfer

16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?

18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?

It is possible to file variations to the medicinal product dossiers for
products that have been granted marketing authorisation or for which
an application had been filed in accordance with the Regulation on
Variations in Licensed Medicinal Products. The filing for a variation must
be made to the Ministry of Health (MoH) along with:
•
all related documents, including those changed due to the variations;
•
a list of the countries where the change to the product is accepted; and
•
documents regarding the necessary payments.
There may be additional requirements depending on the type and the
level of the variation. Where a variation group comprises different types
of changes, the group application must be made on the basis of the
‘highest’ type of change in the group and will be treated accordingly.
Upon request of the Turkish Medicines and Medical Devices Agency
(TMMDA), all information relating to the implementation of a particular
variation shall be submitted immediately by the marketing authorisation holder. For variations requiring a licence or annotation, the original
licence or certificate should be submitted to the TMMDA after the
acceptance of the variation is received so that the necessary update
can be made.
In respect of medical devices for which supplementary substances
have been changed, particularly in terms of the manufacturing process,
those changes shall be notified to the Notified Body. The Notified Body
shall reapply to the MoH or the European Agency for the Evaluation of
Medicinal Products, to which it has previously consulted, in order to
verify that the quality and safety of these substances is maintained. To
confirm that the changes made do not adversely affect the previously
prepared benefit-risk profile of the substance in the medical device, the
notifying body shall take into account the data prepared by the Notified
Body regarding the benefit of adding the substance to the medical
device. In the event of design changes, an additional approval must
be obtained from the Notified Body issuing the EC Design-Examination
Certificate in case the compliance with the basic requirements of the
Medical Devices Regulation or the conditions related to the use of the
medical device are affected.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
Pursuant to the Regulation on the Licensing of Medicinal Products for
Human Use (the Licensing Regulation), an application for the renewal
of a marketing authorisation must be submitted to the TMMDA at least
three months before the expiry of the marketing authorisation, together

The marketing authorisation holder of a medicinal product may transfer
the rights arising from the marketing authorisation to another person
by fulfilling the relevant conditions specified in the Licensing Regulation.
The same conditions apply to persons who are not yet the marketing
authorisation holder but who have filed an application in this respect.
The marketing authorisation holder shall submit the following to the
MoH for the transfer of licence:
•
a decision issued by the court or enforcement office regarding
the change of the marketing authorisation holder or a contract
issued before the notary public regarding the transfer of marketing
authorisation;
•
necessary information and documents exhibiting that the person who
obtained the marketing authorisation has the capacity to fulfil all the
responsibilities expected from a marketing authorisation holder; and
•
the identification, address, telephone and fax numbers of the
person or entity obtaining the marketing authorisation and the
updated brief product information, instructions for use, a sample of
the inner and outer packaging, and the original marketing authorisation documents, for transfers made through a notary public.
For transfers made through a notary public, the Ministry shall finalise
an application for a change of marketing authorisation holder with
complete information and documents within 30 days.
Although there is no specific procedure set by the Medical Devices
Regulation in respect of the transfer of the existing approvals or
marketing rights of a medical device, the right owner’s information must
be updated within ÜTS to reflect the current situation.

RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
The Recall Regulation regulates the recall process for medical products,
medical gases, traditional herbal medicinal products, special purpose
dietary foods, homeopathic products, advanced treatment products,
human tissue and cell products, and raw materials used in the production of all of these, if defective or suspected of being defective.
In the case of any quality faults, effectiveness or safety problems,
out-of-specification events, packaging faults or non-compliance with
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permits, licences, legislation or the rules on good manufacturing practices, the products are subject to the recall process.
In the event that the Turkish Medicines and Medical Devices Agency
(TMMDA) decides to recall a product, it notifies the responsible company
of the situation and asks them to submit a form to the TMMDA within
five working days. After examining the information and documents sent
by the responsible company, the TMMDA considers public health and
decides whether the production or import of the product should be
suspended as a precaution, and whether sales of the product in stock
and on the market should be suspended. If conditions that may require a
recall are detected by the responsible company, it immediately initiates
the recall and submits the relevant form to the TMMDA.
Recall of a regulated medical device is subject to the Regulation
of Market Surveillance and Inspection by the Ministry of Health and the
Communiqué on the Rules and Procedures for the Safety Reporting of
Medical Devices.
The Regulation of Market Surveillance and Inspection by the
Ministry of Health sets out the general principles and procedures applicable by the Ministry of Health (MOH) regarding conformity with the
technical regulations and safety of regulated products falling within the
authority of the MoH, including regulated medical devices. Accordingly,
the MOH is entitled to conduct surveillance and inspection activities of
the relevant products ex officio or on the basis of third-party complaints,
and to apply recall procedures where necessary if it is established that
a regulated medical device does not comply with the required standards
and does not constitute a safe product.

PROMOTION
Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?
The main rules regarding the advertisement and promotion of medicinal products are set out in the Regulation on Promotional Activities
of Medicinal Products for Human Use (the Promotion Regulation).
Additionally, sector associations also influence the system by publishing
their own codes of promotional practices and forcing their members to
abide by these rules. Ethical regulation for public servants also imposes
heavy rules and sanctions for unacceptable gifts and benefits.
Advertising of pharmaceutical products to the general public is
strictly prohibited in Turkey, whereas promotion of licensed pharmaceuticals to healthcare professionals is allowed and regulated under the
Promotion Regulation. Promotional activities are defined as providing
information to healthcare professionals about the medical-scientific
characteristics of the products or as activities made towards healthcare
professionals as contributions from, or support of, marketing authorisation holders, at their request. The promotion of medicinal products to
the general public and off-label promotion is forbidden.
Donations can only be made to public hospitals, health institutions
and associations, but not to healthcare professionals or to any other
individuals. Sponsoring doctors for conferences and seminars is strictly
regulated and is subject to the prior approval of the Ministry of Health
(MoH). Prior permission from the MoH must be obtained for sponsoring scientific and product promotion meetings, except for routine
clinic meetings.
Online advertising is also subject to the above requirements. The
promotions made via online means should be accessible by healthcare
professionals only.
The Regulation on the Sales, Promotion and Advertisement of
Medical Devices permits public advertising of medical devices that are not

reimbursable or required to be implemented exclusively by healthcare
professionals. In contrast to this public advertising option, which is not
available for pharmaceutical products, the promotion rules for medical
devices are regulated mostly in line with the provisions applicable to
pharmaceuticals, especially with respect to the rules governing scientific
and educational meetings, promotional materials, samples and donations.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
The Promotion Regulation explicitly states that promotional activities
towards healthcare professionals must not encourage prescribing of
a specific product. Any advertisement directed to healthcare professionals should point out objective information regarding a medicinal
product, which helps the healthcare professional to establish his or her
independent opinion of the product.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
In the event that the marketing authorisation holders of medicinal products make donations to certain healthcare organisations by satisfying
the conditions under the Promotion Regulation or support healthcare
professionals in attending a domestic or foreign scientific meeting by
covering registration expenses, accommodation and transport, the
marketing authorisation holder must notify the Turkish Medicines and
Medical Devices Agency (TMMDA) regarding such transfer of value.
Notification of all value transfers exceeding 10 per cent of the monthly
gross minimum wage (including value added tax) is required to be made
by obtaining specific consent from the representative of the relevant
healthcare organisation or institution, or the relevant healthcare professional, and should be disclosed to the TMMDA on a yearly basis within
the first six months of the following year.
There is no disclosure obligation for the transfers of value made by
companies marketing medical devices.

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
The Ministry of Health (MoH), the Turkish Medicines and Medical
Devices Agency and the Advertisement Board incorporated under the
Ministry of Trade are the main bodies occupied with the monitoring of,
and ensuring compliance with, advertising controls for medicinal products and medical devices.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
There may be several sanctions imposed by the MoH in the case of a
breach of the rules with respect to the advertising and promotion of
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medicinal products or medical devices, such as warnings, suspending
promotional activity, cancelling certification of sales representatives,
banning the sponsoring of conferences and imposing administrative
monetary fines. Additionally, liability from unfair competition can also
arise. As the promotion of human medicinal products is also considered as a commercial advertising activity, the Advertisement Board may
also impose certain sanctions similar to those described above if the
relevant legislation is breached.
Sector associations that aim to ensure compliance in the life
sciences sector also evaluate possible problems according to their
codes of practice and may impose certain disciplinary sanctions on their
members, such as warnings, or suspension or invalidation of membership in the event of violation of their codes.

PRICING AND REIMBURSEMENT

to original products with a generic equivalent. The applied discount
rates may differ according to the type of product.
Parallel with pharmaceuticals, there is a reimbursement list (positive list) for medical devices as well. A medical device should also be
registered in the records of the national database of pharmaceuticals
and medical devices, otherwise it cannot be subject to reimbursement.
The reimbursement procedure varies with respect to the public or
private nature of the health institution; a different regime is applied in
public hospitals within the scope of the Public Tender Law and those
that do not fall within the scope of this Law.

OFF-LABEL USE AND UNLICENSED PRODUCTS
Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?

Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
Turkey applies a reference-based pricing system to determine the price
of pharmaceutical products for human use, which is regulated by the
Decision on the Pricing of Medicines for Human Use (Pricing Decision)
and the Communiqué Regarding Pricing of Pharmaceuticals (Pricing
Communiqué). According to these, the ‘reference price’ refers to:
•
the lowest price of the product available on the market respectively in the reference countries and the countries of batch release
and import;
•
where this is not available, the lowest price of the product available
in EU countries; and
•
where this is not available, the ex-factory price of the product available on the market in any country across the world.
Despite being based upon the general principle of a pricing system,
the reference-based pricing system that uses the lowest ex-factory
price is not applicable to some exceptional pharmaceutical products,
which have separate rules that are provided in the Pricing Decision and
Pricing Communiqué. France, Greece, Italy, Portugal and Spain are the
reference countries for Turkey. Upon the launch of the generic equivalent of an original pharmaceutical, its price will automatically drop to 60
per cent of the initial price. In contrast to pharmaceuticals, a referencebased pricing system does not apply to medical devices, for which there
is a free pricing system.
The most significant principle introduced by the Pricing Decision
and Pricing Communiqué is related to calculation of the euro exchange
rate, which is determined on a yearly basis. The Pricing Decision and
Pricing Communiqué currently require that the value of €1 shall be
designated upon multiplying the annual average euro value to be calculated on the basis of the daily indicative euro foreign exchange sale
rate realisations of the Central Bank of Turkey declared in the Official
Gazette of the previous year with the adaptation coefficient designated
as 60 per cent.
As to reimbursement issues, the reimbursement authority of
pharmaceuticals and medical devices is the Social Security Institution
(SSI). For a pharmaceutical to be subject to reimbursement, it should
be registered in the SSI’s reimbursement list upon application by the
manufacturer. After a pharmaceutical is registered in the reimbursement list (positive list) its price will be subject to obligatory discounts.
According to the Health Implementation Communiqué, the discount rate
that is applied to original pharmaceuticals without having a generic
equivalent is up to 41 per cent in total. A 28 per cent discount is applied

Health professionals may prescribe medicinal products for off-label
indications in line with the Guideline on Off-Label Use of Medicines. In
principle, the promotion of off-label use is prohibited in Turkey, as promotional activities must be in line with the approved product indications.
However, there are certain exceptions provided under the Regulation
on Promotional Activities of Medicinal Products for Human Use, such as
promotional activities conducted during international congresses held
in Turkey or the provision of information directly by a medical liaison
officer on the written request of a physician, dentist or pharmacist.

Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
The Guidelines on Provision and Use of Pharmaceuticals from Abroad
regulate the procedures and distribution channel details for products that
are either unlicensed in Turkey or are licensed but not accessible in the
Turkish market as they are imported to Turkey on a named-patient basis.
To procure medicinal products from abroad on a named-patient
basis, the patient’s treating physician is required to apply to the Turkish
Medicines and Medical Devices Agency (TMMDA) by filling out a request
form and providing the documents listed in the Guidelines. For the
TMMDA to approve such request, the patient must either have used all
options of treatment available in Turkey or have a condition that prevents
him or her from using treatments options available in Turkey. The
medicinal product to be imported within this respect must be a product
either approved and presented to the market by the US Food and Drug
Administration or the European Medicines Agency, or produced, licensed
and presented to the market by Pharmaceutical Inspection Co-operation
Scheme member countries. The list of foreign drugs that the TMMDA
permits the import of is regularly updated on its official website. An
active substance on the list does not need approval for each importation.
Any substance that is not on the list must be approved by the TMMDA.
Custom-made devices or clinical trial devices can be imported
without a CE mark and registration in Turkey, pursuant to the Medical
Device Regulation.

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
The Guidelines on Compassionate Use Programme provides another
exception to the prohibition of the sale of unlicensed products. The
Compassionate Use Programme is applied to patients who have a
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serious or urgent life-threatening disease, for whom the applied treatment with existing medicinal products in Turkey has failed and who have
no chance of accessing the clinical trials arranged by the physician.
Within the Compassionate Use Programme, medicinal products
that do not have marketing authorisation in Turkey are provided free of
charge by the company that develops or supplies the subject drug for
humanitarian reasons, whether or not the respective product is licensed
in other countries. To initiate the Compassionate Use Programme, the
patient’s treating physician must submit a written commitment to the
Turkish Medicines and Medical Devices Agency taking full responsibility for including the patient on the programme. The programme only
includes medicinal products that have at least completed Phase II studies
and have initiated Phase III studies across the world. However, an exception exists for scientifically justifiable and very rare exceptional cases.
There is no regular compassionate use programme for medical
devices.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
Rules governing the dispensing, sale and purchase of medicinal
products are mainly regulated by the Pharmaceutical Warehouses
Regulation and the Regulation on Pharmacists and Pharmacies. Within
this procedure, pharmaceutical products that are licensed in Turkey are
mostly dispensed through a channel in which the pharmacy warehouses
buy the products from the manufacturers and sell them to pharmacies.
Depending on the status of the product, patients can purchase pharmaceuticals from the pharmacies with or without a prescription. Another
channel for dispensing is hospital tenders, where pharmacy warehouses
bid and sell pharmaceutical products directly to hospitals instead of
pharmacies. Named-patient supply is another route applicable for pharmaceuticals not licensed or commercially available in Turkey, which at
present involves the Turkish Pharmacists Association, İbn-i Sina Health
Social Security Centre incorporated under the Social Security Institution
and USHAŞ which is established with the Decree Law No. 663 on Certain
Regulations in the Field of Health as the supplier.
According to the Regulation on the Sales, Promotion and
Advertisement of Medical Devices, all medical devices excluding a
very limited list of exceptions can only be sold in medical device sales
centres licensed by the Turkish Medicines and Medical Devices Agency.
The Regulation provides an exception for pharmacies, and accordingly,
medical devices that are not required to be exclusively used and implemented by healthcare professionals only may be sold in pharmacies
without the necessity to obtain a licence for this purpose, such as being
qualified as a medical device sales centre.

Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
Online sales and the purchase of medicinal products via the internet or
any other electronic environment is strictly prohibited in Turkey. The
Pharmaceuticals and Medical Preparations Law also regulates that
if promotion or sales of medicinal products is made via the internet,
the Ministry of Health will block access and notify the Information
Technologies and Communication Institution of its decision for implementation. Moreover, there are certain administrative monetary fines
applicable for online sales.
On the other hand, medical devices may be sold via online means
depending on their class. Accordingly, certain medical devices listed in

the annexes of the Regulation on the Sales, Promotion and Advertisement
of Medical Devices are allowed to be sold online, but the products that
do not fall within such scope cannot be sold in online stores. For the
limited products that can be sold online, the general principles of the
Law Regarding Protection of Consumers and its secondary legislation
thereunder shall be applicable. The Law Regulating E-Commerce is
also applicable to online sales of the aforementioned limited regulated
medical devices.

UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
The authorities are expected to maintain their focus on the newly
developed product tracking system, which monitors all medical
devices from the manufacturing phase until consumption or use by
the consumer or end user, and the data is also publicly available.
The system will set an example for foreign countries establishing a
similar system.
The authorities have also focused on the localisation of drug
manufacturing. Recent legislation supports locally established drug
manufacturers against foreign companies. It reflects the decisions of
public agencies on the equivalency of drugs and drug pricing activities, etc. However, as Turkey had imposed various requirements on
the production, import and approval for reimbursement, pricing and
licensing of pharmaceutical products, which inclined towards localisation, the European Union brought two disputes against Turkey at the
World Trade Organization on 2 April 2019. Turkey has still not shown a
clear approach regarding its position.
The regular purchase process of public hospitals and institutions
have been subject to certain updates very recently. The government
has established an alternative purchase method for the State Supply
Office, and the purchase process has been made mandatory for the
purchase of medicine. In this regard, a platform, the Health Market, has
been established, and suppliers are required to sign frame agreements
provided by the State Supply Office to be able to supply products to
the Health Market. The State Supply Office has made an announcement
providing that the authorised seller must be the exclusive seller for the
respective products on the basis of province.
On 4 January 2020, an Amendment Regulation related to the
Regulation on Commercial Communication and Electronic Commercial
Communications was published. Service providers, ‘the natural or legal
person who sends electronic commercial communications containing
data, sound, or images which are sent for commercial purposes by
phone, fax, or email’ are required to register with the Commercial
Electronic Message Management System (IYS) and submit the electronic commercial communication consent documents received from
natural persons. The IYS will regulate the process of obtaining consent
from the individuals for commercial electronic communications that are
sent by service providers. Pharmaceutical firms are also considered as
service providers. In addition, the IYS regulates the right of individuals
to reject those electronic communications and the management of their
complaints.
In addition, the Law on Protection of Personal Data, which is filling
a legal gap in the Turkish regulatory environment that lacked a detailed
data protection law, as a general development, affects the life sciences
industry, and pharmaceutical companies are undergoing changes to
internal procedures to ensure compliance with these obligations.
The life sciences law maintains its power.
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Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
In response to the pandemic, the Ministry of Health (MoH) has made
several updates on the regulations concerning health sector practices
to secure the safety and health of the patients and the sector shareholders. These include establishing separate hospitals treating the
covid-19 patients and publishing brochures, booklets, leaflets, posters
and other kinds of publications to provide information and warnings for
various sectors, including the pharmaceutical sector.
In accordance with measures in response to the pandemic by the
Ministry of Interior, all meetings, including promotional activities and
those organised by non-profit organisations, were required, with immediate effect, to be conducted via videoconferencing or teleconferencing.
In addition, the activities of product promotion representatives
in respect of their visits to physicians, dentists and pharmacists in
all health institutions and organisations, including pharmacies, have
been suspended until further notice. During this period of suspension,
the promotional activities of product promotion representatives were
allowed to be done electronically via e-mail, videoconferencing and
similar methods. Since the beginning of the process towards normalcy,
the measures taken have been re-evaluated by the Turkish Medicines
and Medical Devices Agency upon the demands of sector representatives, and a new notification has been issued explaining that promotional
activities may resume under certain conditions.
The MoH has also established certain measures to be taken in good
manufacturing practice inspections and certification processes held
abroad and clinical trials owing to the pandemic.
The Health Implementation Communiqué has also been updated in
response to the pandemic.
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HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES
Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

Medicinal products and medical devices
The UK healthcare system comprises both public and private services.
Since 1999, the UK provision of healthcare has been devolved to the
administrations of each of the United Kingdom’s four constituent
countries. Public healthcare is provided through the National Health
Service (NHS) in England and by equivalent bodies in Northern Ireland,
Scotland and Wales. The Secretary of State for Health and Social Care
is ultimately responsible for the provision of medical services, but
discharges this role through the hospitals, clinics and related institutions contracted by NHS Trusts and Health Authorities and statutory
bodies called clinical commissioning groups (CCGs) created under the
Health and Social Care Act 2012.
The Health and Social Care Act 2012 made fundamental changes
to the core structure of the NHS so that, since 1 April 2013, CCGs within
NHS England and local area teams share the responsibilities of commissioning healthcare services for patients. CCGs, in turn, contract to obtain
the services of general practitioners for use in the community and pharmacy services, and will tender for the supply of certain medicines and
clinical services.
NHS England is an independent body. Its main role is to set the
priorities and direction of the NHS and to improve health and care
outcomes for people in England. Private healthcare may be provided
for those individuals who take out such cover in parallel to the NHS. It
is generally used as a complement to NHS services, in particular with
respect to non-emergency services or elective procedures.

Brexit
Following the outcome of the UK referendum of 23 June 2016, the
Medicines and Healthcare products Regulatory Agency (MHRA) started
to analyse the options for an effective regulation of medicinal products
and medical devices in the United Kingdom after withdrawing from the
European Union. The United Kingdom left the European Union on 31
January 2020. Negotiation of the future relationship between the United
Kingdom and the European Union is still ongoing.
On 23 August 2018, the UK government started publishing guidance
for business and citizens on how to prepare for exiting the European
Union if there is no withdrawal agreement (no-deal Brexit), including
guidance on how medicines, medical devices and clinical trials would be
regulated. In January 2019, contingency legislation was published that,
in the event of the United Kingdom leaving the European Union with no
agreement, will cover the regulation of medicines, medical devices and

clinical trials. This legislation and guidance will be amended if a deal or
an extension is agreed.
These provisions are needed for the MHRA to be able to take
on regulatory processes for human medicines and devices that are
currently undertaken by the European Medicines Agency (EMA) and
other bodies. There are three separate pieces of legislation:
•
the Human Medicines (Amendment etc) (EU exit) Regulations 2019;
•
the Medical Devices (Amendment) (EU exit) Regulations 2019; and
•
the Medicines for Human Use (Clinical Trials) (Amendment) (EU
exit) Regulations 2019.
The implications of this no-deal Brexit legislation and guidance are
discussed later in the chapter.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

Medicinal products
The MHRA is the competent authority responsible for the approval
of marketing authorisations (MAs) for medicinal products. The MHRA
is an executive agency sponsored by the Department of Health and
Social Care, with the statutory responsibility to apply and enforce
laws governing medicinal products and medical devices. It grants
national MAs valid in the United Kingdom only. As explained in the EU
chapter, the EMA is responsible for the applications made through the
centralised procedure for marketing authorisations valid throughout
the European Union. From 1 January 2021, the MHRA will be the
stand-alone medicines and medical devices regulator of Great Britain
(England, Scotland and Wales), taking any decisions and carrying
out any functions that were taken or carried out at the EU level.
However, decisions on MA applications made through the European
procedures will continue to apply to products marketed in Northern
Ireland. Further detail on how this will work is awaited. All existing
centrally authorised MAs will automatically be converted into UK MAs
effective in Great Britain (only) and issued with a UK MA number on 1
January 2021.

Medical devices
Although medical devices do not require an authorisation from the
competent authority to be placed on the market, the MHRA is responsible for ensuring that devices placed on the market and put into service
in the United Kingdom meet the regulatory requirements. The MHRA
investigates adverse incident reports; carries out proactive risk-based
projects with other EU member states; addresses allegations of noncompliance; and designates and monitors Notified Bodies. A Notified
Body checks that manufacturers comply with the regulations, including
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reviewing clinical and scientific data, manufacturing processes and
the quality management system, and issues relevant certification to
demonstrate conformity with the requirements. The United Kingdom
has currently designated three Notified Bodies: BSI Healthcare, SGS UK
Ltd and UK International (UK) Ltd.
At the end of the transition period, the MHRA will take on the
responsibilities for the UK medical devices market that are currently
undertaken through the EU system. For Northern Ireland, different rules
will apply to those in Great Britain after the transition period. Further
detail on this is awaited.

until after the transition period with the European Union has ended, they
will not automatically apply in Great Britain.

CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

Medicinal products
Borderline products
The United Kingdom follows the EU law principle whereby a relevant
product is ordinarily regulated under one legal regime. The MHRA
publishes and regularly updates guidance to assist manufacturers and
importers to distinguish the status of ‘borderline products’, and determines, through the MHRA Borderline Section, whether a product falls
within the definition of medicinal product, medical device, cosmetic or
food products, including, in particular, food supplements.
When the MHRA receives a question or a complaint about product
classification, it assesses: the claims about what the product does, the
product characteristics, the primary intended purpose of the product,
whether there are any similar licensed or registered products on the
market and their legal classification status, and how it is presented to
the public through labelling, packaging or promotional communications
and materials.

Medical devices

Approval framework
3

The EU Clinical Trials Directive (2001/20/EC) is implemented in the
United Kingdom by the Clinical Trials Regulations 2004/1031. Under
these Regulations, clinical trials must be conducted in accordance with
good clinical practice (GCP), the relevant clinical trial authorisation and
ethics committee approval, and the terms of the trial protocol.
If no other deal is reached with the European Union, at the end
of the transition period, the Medicines for Human Use (Clinical Trials)
(Amendment) (EU Exit) Regulations 2019/744 will apply, together with
guidance from the Medicines and Healthcare products Regulatory
Agency (MHRA). Under these provision, the regulatory requirements
would remain as currently in place: the United Kingdom would require
the sponsor of a clinical trial, or its legal representative, to be based in
the United Kingdom or a country on an approved country list, which will
initially include EU and EEA countries.

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

Medicinal products
The UK legal framework governing medicinal products implements the
provisions of Directive 2001/83/EC and Regulation (EC) No. 726/2004.
The main UK statutory instrument seeking to transpose EU law is the
Human Medicines Regulations 2012. The Regulations cover the requirements for the authorisation, manufacture, distribution, advertising and
pharmacovigilance of medicines. In line with EU law, the Regulations
require all MAs to include the summary of product characteristics
(SmPC), labelling (internal and external packaging of the product) and
package leaflet (or patient information leaflet).
After 1 January 2021, the Human Medicines Regulations 2012
will continue to govern the framework for medicinal products in the
United Kingdom but will likely be amended by the Human Medicines
Regulations (Amendment etc) (EU Exit) Regulations 2019/775, which
are due to come into force on 31 December 2020 to remove references
to EU law and ensure that the UK legislation can operate effectively
independently of the EU regime. The MHRA has published a raft of
guidance documents on the operation of the regulatory framework for
medicinal products, which will apply from 1 January 2021.

Medical devices
In the United Kingdom, the Medical Devices Regulations 2002/618 transposed the current EU Medical Devices Directives into national law. The
UK Regulations contain the current legal framework and will continue
to have effect in Great Britain from 1 January 2021 as amended by
the Medical Devices (Amendment etc) (EU Exit) Regulations 2019/791,
which are due to come into force on 31 December 2020.
In contrast, the new Medical Devices Regulation (EU) 2017/745 and
the In Vitro Diagnostic Medical Devices Regulation (EU) 2017/746 will
enter into force and fully apply in the European Union on 26 May 2021
and 26 May 2022, respectively. As these regulations will not take effect

Under the Medical Devices Regulations 2002/618, clinical investigations
of medical devices must be conducted in accordance with Annex X of
the Medical Devices Directive, and any conditions imposed by the UK
Secretary of State on the conduct of the investigation.
Manufacturers must inform the MHRA if they are planning to carry
out a clinical investigation at least 60 days before starting the investigation. For all clinical investigations of devices falling within the scope
of the Directives, a relevant ethics committee opinion is also required.
At the end of the transition period, UK clinical investigation applications will continue to be authorised by the MHRA and ethics committees,
as presently.

Reporting requirements
5

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

Medicinal products
The UK Clinical Trials Regulations implement the EU Clinical Trials
Directive’s requirements relating to reporting the commencement and
the results of clinical trials. In particular, the Regulations refer to the
Directive and the Paediatric Regulation, which require certain information to be submitted to the competent authorities, and for the member
states to enter certain information about trials conducted in their territory onto the European EudraCT database, and are required to make
some of that information available to the public. In addition, the favourable opinion of a research ethics committee is subject to the condition
that the clinical trial is registered on a publicly accessible database. The
National Health Service Health Research Authority (HRA) offers guidance on providing information to participants at the end of a study.
The UK industry association, the Association of the British
Pharmaceutical Industry (ABPI), Code of Practice requires member
companies to disclose details of clinical trials in accordance with the
International Joint Position on the Disclosure of Clinical Trial Information
via Clinical Trial Registries and Databases, and the Joint Position on the
Publication of Clinical Trial Results in the Scientific Literature.
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At the end of the transition period, sponsors should continue to use
existing and established international registers to ensure the public is
aware of their trial. In particular, for trials involving both UK and EU sites,
posting should be on the EU Clinical Trials Register as is currently the case.

Medical devices

the market within three years of the date of authorisation (the sunset
clause). Once renewed, after the initial five-year period, the MA is valid
for an unlimited period of time; however, if there are safety concerns, a
five-year expiry date is given.
All current MHRA fees may be found on the MHRA website; the fee
for a UK national MA is £92,753.

There is currently no obligation under UK law for medical device manufacturers to publish information on clinical investigations.

Medical devices

Consent and insurance
6

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

Medicinal products
Consistent with the EU rules and GCP, all trial subjects must give
informed consent before being entered into a trial in the United
Kingdom. Schedule 1 of the Medicines for Human Use (Clinical Trials)
Regulations 2004 describes the requirements for consent for clinical
trials of investigational medicinal products.
For each trial, specific consent documentation comprising a
participant information sheet and consent form must be developed and
approved by the ethics committee. Throughout the trial, the subject’s
willingness to continue participating in the trial should be reaffirmed
periodically. If significant new information becomes available, subjects
should be provided with revised consent documentation for approval.
With regard to personal injury insurance, in line with the EU rules,
it is a sponsor’s responsibility to ensure there is provision for indemnity
or compensation in the event of injury or death attributable to a study,
and any insurance or indemnity to cover the liability of the investigator
and sponsor. It should be clear within the application for the clinical
trial authorisation whether the insurance limit is capped for the study
as a whole or per patient. The HRA, which provides ethical approval for
clinical trials, will request justification from any sponsor not providing
£5 million of insurance cover. In addition, for commercial studies,
arrangements for no-fault compensation will normally be provided in
accordance with the ABPI scheme.

Medical devices
In the United Kingdom, the clinical investigation plan and the investigator’s brochure submitted to the MHRA as part of the clinical investigation
application form must include a copy of the patient consent form and
confirmation of insurance of subjects. Similar to the position regarding
medicines, for commercial studies, arrangements for no-fault compensation will normally be provided in accordance with the Association of
British HealthTech Industries (ABHI) scheme.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

Medicinal products
Consistent with the EU regulatory framework, the Medicines and
Healthcare products Regulatory Agency (MHRA) is required to complete
the assessment for a national marketing authorisation (MA) application
within 210 days excluding procedural clock-stop. However, the MHRA
is required to meet its internal performance targets. Therefore, the
assessment time is usually shorter.
MAs granted by the MHRA have an initial period of validity of five
years. However, MAs cease to be valid if the product is not placed on

The MHRA does not perform conformity assessment procedures
for medical devices where oversight by a third party is required.
Classification of a medical device guides the conformity assessment
procedure to be followed for the conformity mark (CE mark) to be
affixed. The Notified Body is engaged in the conformity assessment
if the device is considered high risk. The timeline for completing the
conformity assessment by a Notified Body is agreed between the manufacturer and the designated Notified Body. A CE certificate granted by
a Notified Body is valid for five years, subject to renewal. The relationship between the manufacturer and Notified Body is contractual, and the
Notified Body sets its own fees.
The MHRA guidance on Brexit provides that CE-marked medical
devices for which there is an EU Notified Body may continue to be
placed on the UK market until 30 June 2023.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

Medicinal products
Under the UK Human Medicines Regulations 2012, and in line with EU
law, data submitted by originators to the MHRA as part of an MA application for a UK-only MA are protected for a period of eight years from the
date of initial authorisation of the product. During this period, applications for generic versions of the product cannot refer to the preclinical
and clinical data that were submitted to support the authorisation of
the originator product. After this eight-year period, valid applications for
generic products can cross-refer to the data for the originator product,
meaning generic products can be authorised without having to submit
independent preclinical and clinical data for the product. In addition,
there is an additional period of two years of protection during which any
authorised generic product cannot be placed on the market.
The additional one-year protection set out in EU law for authorisation of one or more new therapeutic indications that, during the scientific
evaluation prior to their authorisation, were held to bring a significant
clinical benefit in comparison with existing therapies, or where an
application is made in the United Kingdom for a new indication for a
well-established substance, are also set out in the UK legislation.
Similar protections for products authorised through the mutual
recognition or decentralised procedures, or the centralised procedure,
are controlled by EU legislation, and are respected in the United Kingdom.
At present, the rules governing orphan and paediatric medicines
are set out in EU legislation, and there are no independent periods of
protection under UK legislation.
At the end of the transition period, the UK legislation will maintain these periods of protection and put in place corresponding UK
protections for orphan and paediatric medicines that will no longer be
controlled by the EU regime. However, for each of these protections, the
period of protection in the United Kingdom will start on the date of the
first authorisation in the United Kingdom or European Union, whichever
comes first. The government will review this within two years of Brexit
to make sure the United Kingdom remains competitive.
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Medical devices
As a general rule, manufacturers are required to conduct a clinical
evaluation on the characteristics and performance of the devices under
normal conditions of use. The clinical evaluation may be based on a
critical evaluation of the relevant scientific literature currently available
relating to the safety, performance, design characteristics and intended
purpose of the device or a critical evaluation of the results of all clinical
investigations initiated by the manufacturer. Unlike medicinal products,
the data underlying the critical clinical evaluation for a medical device
is not protected by specific data or market rules. However, the data
contained in the dossier to complete a conformity assessment is treated
as confidential under the prevailing EU rules.

Freedom of information
9

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

therapy medicinal products, priority medicines and micro, small and
medium-sized enterprises (SMEs). There are currently no independent
schemes in the United Kingdom.
After the end of the transition period, the United Kingdom will seek
to mirror the current EU rules in this area. This will include incentives
in the form of 10 years of market exclusivity and full or partial refunds
for MA fees to encourage the development of orphan drugs, as well as
a waiver from scientific advice fees for UK-based SMEs. For paediatric
medicines, a UK system of paediatric investigation plans (PIPs) will
also be put in place, with the same rewards being available for those
completing the PIP. However, the United Kingdom will seek to simplify
the PIP application process, offering an expediated assessment where
possible, although the scientific content and assessment required will
be kept broadly in line with current EMA guidance.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?

Medicinal products
Third parties may request information about UK MAs, pending MA applications, or authorisations or applications where the United Kingdom
is the reference member state as part of the decentralised or mutual
recognition procedures, to the MHRA under the Freedom of Information
Act 2000 (FOIA).
With regard to pending applications, the MHRA releases very little
information. For completed procedures (that is, where the authorisation
has been granted or rejected), the MHRA assesses each FOIA request
on its own merits and decides the level of disclosure needed to comply
with the FOIA, while respecting pharmaceutical companies’ interests in
limiting the disclosure of information relating to the products they are
planning to place on the market.
The MHRA also follows the European Medicines Agency (EMA)
and Heads of Medicines Agency (HMA) guidance on disclosure of documents contained within the MA dossier. In accordance with the FOIA
and the EMA or HMA guidance, personal data, confidential information
and commercially sensitive information may be redacted from the documents disclosed. The MHRA allows MA holders (MAHs) to comment on
proposed redactions prior to their release.

Medical devices
The UK Notified Bodies are private entities. Therefore, the FOIA provisions that are applicable to public bodies do not apply to them. The
information relating to medical devices, including the technical documentation, belongs to the device manufacturer and remains confidential
before and after CE marking.
Once registered with the MHRA, a manufacturer’s details are added
to the MHRA Public Access Database for Medical Devices Registration.
The database shows the name of the manufacturer, address, authorised representative (if relevant), date of registration, MHRA reference
number and type of device (code and medical device classification).
Other information held by the MHRA could be requested under the FOIA,
provided no exceptions apply.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?

Medicinal products
Consistent with the EU pharmacovigilance obligations, the Human
Medicines Regulations 2012 obliges MAHs to keep the MA dossiers up
to date to take account of scientific and technical progress. They are
required to operate and audit appropriate pharmacovigilance and risk
management systems in line with the EU Good Pharmacovigilance
Practice. This is the minimum standard for monitoring the safety of
medicines on sale to the public in the European Union. The MHRA
inspects MAHs to determine whether they comply with those obligations
and take the necessary action if there is a problem.

Medical devices
UK legislation and guidance requires that once a medical device has
been placed on the UK market, the manufacturer monitors and reports
any serious adverse incidents associated with the product in line with
the EU legislation. The MHRA operates the system for reporting and
recording details of suspected adverse incidents relating to a medical
device or in vitro diagnostic medical device, which occur in the United
Kingdom. Reporting of adverse incidents must be made via the MHRA
Manufacturer’s Online Reporting Environment. A key responsibility of
the MHRA is to investigate device-related adverse incidents and take
appropriate action. If non-compliances are found during an investigation of a manufacturer, the manufacturer has a statutory obligation to
resolve these.
From exit day, where a manufacturer is based outside the United
Kingdom, it must have in place a UK responsible person. This UK responsible person will be required to meet certain reporting requirements
under the UK Medical Devices Regulations, as amended by the Medical
Devices (Amendment) (EU exit) Regulations 2019. The MHRA has issued
specific guidance dealing with future changes to post-market surveillance requirements from May 2020 according to the new Regulations.

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
Medicinal products

The United Kingdom is part of the EU system of incentives and rewards
for the development of paediatric medicines, orphan drugs, advanced

The manufacture or assembly of finished medicinal products in the
United Kingdom, or their importation from third countries outside the
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European Economic Area (or, from the end of the transition period, from
a country on an approved country for import list), requires a manufacturer’s licence issued by the MHRA. Different types of manufacturer’s
licences are available depending on whether the activities involve
licensed, unlicensed or investigational medicinal products.
An application for a manufacturer’s licence should be accompanied
by a site master file containing specific information about the production processes conducted at the manufacturing site. Manufacturers
must demonstrate that they comply with good manufacturing practices
(GMP), and the MHRA will only issue the licence following an inspection of the site. The current fee for a standard manufacturer’s licence is
£3,143, plus a £2,655 inspection fee.
Once granted, the manufacturer receives a licence document
setting out the specific terms of the licence. Any changes to the information shown on the licence must be submitted to the MHRA for prior
approval. Subject to payment of an annual fee (currently £493) manufacturers licences remain in force indefinitely until revoked by the MHRA or
surrendered by the licence holder.
A wholesale distribution authorisation issued by the MHRA (also
commonly referred to as a wholesale dealer’s licence) is required to:
•
procure, hold, supply or sell medicinal products for human use
sourced in the United Kingdom or another EEA member state, to
anyone other than members of the public;
import medicinal products from a non-EEA member state for export
•
to a non-EEA member state; or
export medicinal products to a non-EEA member state.
•
This includes virtual operations where no physical handling of the
products takes place. From the end of the transition period, wholesale
distribution authorisation holders in the United Kingdom will be entitled
to continue to import medicines from countries on an approved country
for import list (to include EEA member states), subject to notifying the
MHRA of their intent to do so and nominating a responsible person for
importation activities.
Applicants for a wholesale distribution authorisation are
submitted via the MHRA’s online Process Licensing Portal. Wholesale
distributors must demonstrate that they comply with good distribution practices (GDP), and the MHRA will only issue the authorisation
following an inspection of the site. The current fee for a standard application for a wholesale distribution authorisation is £1,803, plus a £1,936
inspection fee.
Once granted, the wholesale distributor receives a certificate of
compliance with GDP detailing the types of products being handled for
the relevant site. Wholesale distribution authorisations remain in force
until revoked by the MHRA or surrendered by the authorisation holder.

Medical devices
Manufacturers of medical devices are not required to obtain a specific
authorisation to manufacture. Depending on the classification of the
medical device, its legal manufacturer may be required to register with
the MHRA or be assessed by a Notified Body, or both, in order to place
the medical devices on the market in the United Kingdom.
Importers of medical devices into the United Kingdom from third
countries (outside the European Economic Area, or, from the end of
the transition period, outside the United Kingdom) are not required to
obtain a specific authorisation but will instead become legally responsible under the UK Medical Devices Regulations for those devices.
Distributors of medical devices are not required to obtain an
authorisation to engage in wholesale trade.

Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
Medicinal products
The MHRA is the competent authority that administers and enforces the
law on medicinal products in the United Kingdom. It will take regulatory action where breaches of legislation are identified. This may take
the form of adverse licensing action (ie, compulsorily making a variation to an existing licence), suspension or revocation of a licence or
commencement of criminal investigations with a view to prosecuting
those responsible for committing a statutory offence.
With regard to statutory offences, Regulations 79 to 94 of the UK
Human Medicines Regulations provide for the imposition of penalties
for breaches of the Regulations. These sanctions apply to breaches
relating to the MAs as well as breaches of other specific requirements. A
person guilty of an offence under the Regulations is liable on summary
conviction to a fine not exceeding the statutory maximum; or on conviction on indictment, to an unlimited fine, to imprisonment for a term not
exceeding two years or to both (Regulation 99). In addition, the sanctions
provided under the general consumer laws described below that apply
to medical devices, also apply to medicines.
Those engaged in the imposition of sanctions examine each case
on its own merits, and the preferred approach adopted by the MHRA
would be to apply an incremental escalation in terms of the severity of
the sanction. Any sanctions imposed by the MHRA seek to change the
behaviour of the offender and to correct the harm caused by regulatory
non-compliance where appropriate, and are proportionate to the nature
of the offence and the harm caused.

Medical devices
The MHRA administers and enforces the law on medical devices in the
United Kingdom. It has a range of investigatory powers to ensure their
safety and quality under the UK Medical Devices Regulations and under
the UK Consumer Protection Act 1987. If a company is considered to
be in breach of the Regulations, the MHRA compliance unit will contact
them to request further information. If the company fails to cooperate
with the requests and continues to place non-compliant products on the
market or there is a serious risk to public health, the MHRA will consider
using its legislative enforcement powers.
Under the Medical Devices Regulations 2002, the MHRA can issue a
compliance notice to formally outline offences and request the company
to correct a non-compliance and a restriction notice to restrict the availability of a medical device.
Pursuant to the UK Consumer Protection Act 1987, the MHRA
may issue prohibition notices to ban the supply of any goods that are
considered unsafe or that do not comply with the regulations; notices
to warn, which require a manufacturer to issue a warning at his or her
own expense about any goods considered unsafe; suspension notices;
forfeiture orders; and notices to obtain information.
Under the General Product Safety Regulations 2005, the MHRA
may issue a notice requiring the manufacturer to organise the return of
the product if the MHRA considers that the manufacturer has supplied
a dangerous medical device to consumers. If the MHRA considers the
manufacturer to have committed a serious offence by failing to comply
with the regulations or the conditions of a notice issued, the manufacturer may be subject to prosecution. Successful prosecution may carry
a penalty of an unlimited fine or six months’ imprisonment, or both.

166

Pharma & Medical Device Regulation 2021
© Law Business Research 2020

Arnold & Porter Kaye Scholer LLP

United Kingdom

Exemptions
14 What, if any, manufacture and supply of medicinal products is
exempt from the requirement to obtain an approval to market?
Under the UK Human Medicines Regulations 2012, a medicinal product
must be subject to an MA or product licence before it is placed on the
market, unless a limited exemption applies. The Human Medicines
Regulations 2012 provide an exemption from the need for an MA for
certain medicinal products commonly known as ‘specials’ (products
provided to meet special needs pursuant to requests to supply that are
unsolicited).
Other unlicensed medicinal products that are exempt in certain
circumstances are:
•
products prepared in a pharmacy;
•
unlicensed herbal remedies;
•
unlicensed homoeopathic medicines prepared in a pharmacy;
•
investigational medicinal products;
•
intermediate products intended for further processing by an
authorised manufacturer; and
•
medicinal products for export to countries outside the European
Economic Area.

to be issued with a corresponding PLPI. Parallel distribution notices
issued by the EMA will remain valid in Northern Ireland, and no regulatory action will be required to continue to market products directly
imported from the European Union into Northern Ireland.

Medical devices
Once a medical device has been CE marked and placed on the market,
it may, in principle, be imported into the United Kingdom and sold by a
parallel importer without any specific authorisation to do so. However,
if the parallel importer repackages or rebrands the device, or modifies
it so that it is no longer covered by the original CE mark, then it may be
regarded as the manufacturer of the modified device and would need to
go through a new conformity assessment procedure to place its own CE
mark on the product.
At the end of the transition period, importing devices from the
European Union and placing them on the market will be treated as a
new placing on the market, with all the relevant manufacturer requirements applying to the parallel importer, including the requirement to
register the device with the MHRA, although the MHRA will continue to
recognise the CE mark for devices until 30 June 2023.

AMENDING AUTHORISATIONS

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
Medicinal products
The UK parallel import licensing scheme allows the holder of a parallel
import licence (PLPI) to import medicinal products authorised nationally
in an EU member state and market them in the United Kingdom, as long
as the imported product has no therapeutic difference from a product
that is already authorised in the United Kingdom.
The procedure for obtaining a PLPI is simpler than the procedure
for obtaining a new MA and involves the submission of an application
via the MHRA’s online portal or the Common European Submission
Platform prior to importation. The applicant must identify the appropriate UK cross-reference product upon which the application is based
and provide mock-ups of all proposed labelling and the patient information leaflet. Fees vary from £1,792 for simple applications where the
products share a common origin, up to £18,180 for complex applications
where there is no common origin between the imported and UK reference product. If granted, a PLPI is valid for five years.
The holder of a PLPI must ensure that the imported product is
manufactured to GMP standards and hold a wholesale distribution
authorisation covering its importation, storage and sale. Any repackaging of the product must be carried out by the holder of an appropriate
manufacturer’s authorisation.
The importation of centrally authorised products from other
member states into the United Kingdom is known as parallel distribution and is supervised by the EMA. Parallel distributors must notify
the EMA of their intent to source, repackage and distribute a centrally
authorised medicinal product. The EMA then checks the particulars of
this notification against the centralised MA and relevant requirements
of EU legislation and issues a parallel distribution notice. A fee of €3,220
applies for an initial notification of parallel distribution.
At the end of the transition period parallel distribution notices will
no longer be valid in Great Britain (England, Scotland and Wales), but
centrally authorised products and products authorised nationally in EU
member states will still be able to be imported into Great Britain if the
holder of the parallel distribution notice opts into a conversion process

Variation
16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?
Medicinal products
EU Commission Regulation (EC) No. 1234/2008, as amended by
Regulation (EU) No. 712/2012 (the Variations Regulation) and the corresponding Commission Variation Guidelines, are directly applicable in the
United Kingdom.
The Medicines and Healthcare products Regulatory Agency (MHRA)
guidance on variations refers to the Coordination Group for Mutual
Recognition and Decentralised Procedures Variations Procedure guidance for details on the applicable procedure. The requirements differ
depending on the type of variation in question; these include type IA for
minor variations to types IB and II for more complex changes, as well as
extensions of marketing authorisations (MAs). An extension of an MA is
a change that falls within one or more of the following main categories:
changes to active substances and changes to strength, pharmaceutical
form or route of administration.

Medical devices
If a manufacturer makes changes to a medical device that would affect
its performance or safety characteristics, it must liaise with the relevant
Notified Body and submit the necessary documentation to determine if
the CE mark is still valid. For self-certified devices, this assessment is
done by the manufacturer.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
Medicinal products
Under the Human Medicines Regulations 2012, an MA is granted for up
to five years. The MA holder (MAH) must renew it at least nine months
before it expires. On first renewal, MAs are usually given unlimited
validity, but if there are safety concerns, a five-year expiry date is given.
Currently, holders of a UK MA must submit their renewal applications
to the MHRA.
The Human Medicines (Amendment etc) (EU exit) Regulations 2019
provide that, all MAs in the United Kingdom will become purely national.
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Any pending and new applications to renew an MA would, therefore, be
processed as national renewals, and the relevant national procedure
will be followed.
MAs for centrally authorised products converted into national MAs
are treated as if they were granted in the United Kingdom on the date
on which the corresponding EU MA was granted. The converted EU MA
will, therefore, have the same renewal date in the United Kingdom as in
the European Union.
In all cases where an application for renewal is made, the MA will
remain in force until the MHRA notifies the MAH of its decision on the
renewal application.

Medical devices
The EC Declaration of Conformity and CE mark are valid as long as
the device meets the applicable legal requirements and no significant
changes are made to the device.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?

Standards Division of the MHRA. The DMRC’s role is to minimise the
hazard to patients in these cases providing emergency assessment and
communication systems between manufacturers, distributors, regulatory
authorities and users. The MHRA website provides an electronic defect
reporting form for healthcare professionals (HCPs), industry professionals
and users to report suspected defective products to the DMRC (the Yellow
Card Scheme reporting site) and a Guide to Defective Medicinal Products.
Where a product recall is required, the decision is taken in consultation with the relevant licence holder. Although the MHRA has regulatory
powers to require a recall, these are rarely used. It is the licence holder’s
responsibility to ensure that a recall is carried out effectively throughout
the distribution chain, but all stakeholders involved have responsibilities
to carry out a recall. If necessary, the DMRC will issue a drug alert to
support action taken by the licence holder. The holder of a manufacturer’s
licence must notify the DMRC immediately if its investigations identify a
defect that could result in recall or other restrictions on supply.
Drug alerts are issued to a number of contacts for onward cascade
to HCPs in the public and private sectors and are published in the MHRA
website within one working day of issue. The MHRA uses an international agreed classification system for medicine recalls scaled from
Class 1 (life threatening) to Class 3 (unlikely to cause harm), depending
on the seriousness of the risk to health.

Medicinal products
Under UK law, MAHs must apply to the MHRA for a ‘change of ownership’ to transfer a MA to a new owner. Either the existing or the new
legal entity taking over the MA must submit an application together with
a series of supporting documents. A completed ‘change of ownership’
form should be sent via the MHRA online portal or via the Common
European Submission Portal with the supporting documents.
The application can take up to 42 days to process from the date of
submission. The expiry date on the current MA will remain the same
when transferred unless it has less than six months remaining, in which
case it will be given a minimum duration of six months. All pending
submissions will be transferred over to the new MA. Pending MAs may
not be transferred.
Subject to any specific arrangements that might be agreed with
the European Union, change of ownership applications will need to be
submitted to the MHRA when changing from an EU MAH to a UK MAH
for UK MAs. Companies have until 31 July 2021 to establish the MAH in
the United Kingdom.

Medical devices
A change of the manufacturer of a medical device will transfer all the
obligations and requirements relating to the medical device in question
to the new manufacturer, who would need to liaise with the corresponding Notified Body to update the technical documentation of the
device, as well as the product information and instructions for use, as
needed. In those cases where the medical device is registered with the
MHRA, the MHRA should be notified of the new ownership. There is a fee
of £100 for each registration change request.

Medical devices
Cases of suspected defective medical devices or adverse incidents are
handled by the MHRA. These activities form part of their market surveillance obligations under Regulation (EC) No. 765/2008. The MHRA has
set out different reporting arrangements for manufacturers of medical
devices and other stakeholders.
Manufacturers of medical devices must report an incident via the
MHRA Manufacturer’s Online Reporting Environment or with the active
portable document format forms listed under the Commission’s guidance MEDDEVs; while HCPs and users or members of the public should
report incidents using the MHRA Yellow Card Scheme. Once an incident
has been reported, the MHRA will investigate it and, if necessary, will
require the manufacturer to send a field safety notice (FSN) about the
safety of a medical device to its customers.
The FSN is a communication aimed primarily at the customers and
users of the medical device to inform them of action being taken by
the manufacturer to reduce the risk of death or serious deterioration in
the state of health associated with the use of a medical device. In addition to the FSN, the MHRA may decide to issue a medical device alert.
Manufacturers are encouraged to use the Medical Devices Safety Officer
network to make the FSN exercise more efficient.
The new Medical Devices Regulation and the In Vitro Diagnostic
Medical Devices Regulation will strengthen the vigilance and postmarket surveillance requirements for manufacturers. Changes affecting
what needs to be reported to the MHRA and when to do it include tighter
timescales for manufacturers to report incidents, the introduction
of periodic summary update reports and widening the definition of a
medical device to bring more products under scrutiny.

RECALL
PROMOTION

Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?

Regulation
20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?

Medicinal products
Cases of potentially defective medicines are handled by the Medicines
and Healthcare products Regulatory Agency (MHRA) Defective Medicines
Report Centre (DMRC). This is a unit of the Inspection, Enforcement and

Medicinal products
The advertising of medicinal products in the United Kingdom is,
similarly to the position at EU level, controlled by a combination of
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legislation and industry codes of practice. The Human Medicines
Regulations 2012 implement the provisions of Directive 2001/83/
EC controlling advertising of medicines and interactions with healthcare professionals (HCPs) and members of the public in a promotional
context. The provisions of the new Human Medicines (Amendment etc)
(EU exit) Regulations 2019 do not affect the provisions on advertising
of medicines; these provisions are already controlled and enforced at
national level only. The Medicines and Healthcare products Regulatory
Agency supervises this activity and issues guidance, mainly the ‘Blue
Guide: Advertising and Promotion of Medicines in the UK’.
In addition, most pharmaceutical companies operating in the
United Kingdom agree to self-regulation in accordance with the relevant industry codes of practice. These mainly include the Association
of the British Pharmaceutical Industry (ABPI) Code and the Proprietary
Association of Great Britain (PAGB) Code, which regulate the advertising
of prescription-only and over-the-counter medicines respectively.
UK law and the self-regulatory codes provide rules for advertising
of medicines to the public and advertising aimed at HCPs. Advertising
to the public is permitted for medicines legally classified as nonprescription, while advertising for prescription-only medicines may
only be targeted at persons qualified to prescribe or supply medicines.
Advertising of unauthorised medicines or indications is not permitted. All
medicines advertising must be consistent with the approved summary
of product characteristics.
Under the Human Medicines Regulations, advertisement is defined
as ‘anything designed to promote the prescription, supply, sale or use of
a medicinal product’. This is stated to include: ‘door-to-door canvassing,
visits by medical sales representatives to persons qualified to prescribe or
supply medicinal products; the supply of samples; the provision of inducements to prescribe or supply medicinal products by gift, offer or promise
of any benefits or bonus, whether in money or in kind (except where the
intrinsic value is minimal); the sponsorship of promotional meetings
attended by persons qualified to prescribe or supply medicinal products;
and the sponsorship of scientific congresses attended by persons qualified
to prescribe or supply medicinal products, including payment of expenses’.
Corporate or financial information describing a company’s area
of business and progress in research will likely fall outside this definition, provided it includes no claims on medicinal products or medical
treatments.
Online advertising is regulated under the same provisions and
controls as traditional advertising, although the ABPI and PAGB Codes
have been updated to add provisions specifically designed to control
advertising on the internet and the use of online platforms and social
media by the industry.

Medical devices
The legislation contains minimal provisions on the advertising of medical
devices, and so, in practice, such advertising is subject only to the general
laws relating to consumer products advertising. Commercial practices,
including advertising, relating to consumer products are subject to
a series of laws on trading, including the Consumer Protection from
Unfair Trading Regulations 2008 (business-to-consumer practices) and
the Business Protection from Misleading Marketing Regulations 2008
(business-to-business practices).
The Advertising Standards Authority (ASA) is the United Kingdom’s
independent regulator for general advertising across all media. The
Committee of Advertising Practice (CAP) is the body responsible for
writing and maintaining the CAP Codes. The CAP Codes provide specific
rules controlling advertisements of medical devices. They cover all
media including all electronic media, online and other media, but there
are no longer specific rules for distance selling.
From a self-regulation perspective, the Association of British
HealthTech Industries (ABHI) Code of Ethical Business Practice sets

out the minimum standards that should apply to members’ business practices in the United Kingdom. The ABHI Code implements
the provisions of the MedTech Europe Code of Business Practice and
regulates various activities, including interactions with HCPs, advertising and promotion, unlawful payments and practices, data privacy,
and compliance and enforcement. The requirements of the ABHI Code
apply to advertisements in electronic media, including, but not limited
to, online advertisements. There are no specific rules for online advertising. The ABHI Code covers promotion addressed solely or primarily
to HCPs, while the ASA CAP Codes do not apply to promotion addressed
solely to HCPs.
In addition, the PAGB (which represents UK manufacturers of selfcare medical devices) issued a new Medical Devices Consumer Code of
Practice for advertising of self-care medical devices products for PAGB
members in 2019. The PAGB defines self-care medical devices as those
that treat or prevent self-treatable conditions.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
Medicinal products
The UK Human Medicines Regulations 2012 prohibit the provision of
gifts, pecuniary advantages or other benefits to HCPs in connection
with the promotion of medicinal products unless they are inexpensive
and relevant to the practice of medicine or pharmacy. The prohibition of
inducements explicitly excludes measures or trade practices relating to
prices, margins or discounts that were in existence on 1 January 1993.
Hospitality to HCPs is considered acceptable in the context of promotional events provided this is limited to the main purpose of the event
and offered to HCPs only.
The ABPI Code of Practice goes further than requirements set out
in the Human Medicines Regulations by prohibiting the supply, offer
or promise of any gift, pecuniary advantage or benefit to members of
the health professions or to other relevant decision-makers in connection with the promotion of medicines. Promotional aids are no longer
permitted except for inexpensive notebooks, pens and pencils for use
at company organised meetings. HCPs may, however, be provided with
items that are to be passed on to patients in accordance with the conditions contained in the ABPI Code.
These restrictions do not prevent the provision of educational or
promotional material to HCPs in the form of DVDs or memory sticks,
or the provision to healthcare organisations of medical and educational
goods and services that enhance patient care or benefit the National
Health Service and maintain patient care.

Medical devices
The UK Medical Devices Regulations 2002 do not address the professional integrity of the Notified Bodies and the prevention of inducements
that might influence their judgment, although this requirement is
expressly stated in the directly applicable EU Medical Device Regulations
and the current Directive. This requirement is, however, reflected in
the Guidelines on the appointment of UK Notified Bodies issued by the
Department for Business, Energy and Industrial Strategy. The offer or
provision of an inducement to a Notified Body carrying out the statutory
duty to verify a conformity assessment procedure would also engage
the UK Bribery Act 2010.
From a self-regulation perspective, the ABHI Code, in line with the
European MedTech Code, prohibits member companies from providing
financial or in-kind support directly to individual HCPs to cover costs of
their attendance at third-party organised educational events with the
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exception of procedure training meetings or pursuant to a consulting
agreement with a speaker for a satellite symposium. It also sets out
clearer transparency obligations with regard to all interactions with
HCPs, in terms of notifications to the HCP’s superiors or relevant health
institutions before the interaction may take place and disclosure of
payments (made as educational grants).
The ABHI Code also requires the use of the centralised platform
for the approval of conferences and other events (the Conference
Vetting System), which is under the supervision of the MedTech Europe
Compliance Panel.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
Medicinal products
UK law does not require the recording or publishing of the details
of transfers of value (ToV) to HCPs, healthcare organisations (HCOs)
or patient organisations (POs) by pharmaceutical companies. These
requirements are imposed by the self-regulatory codes.
The ABPI Code has implemented the EFPIA Code requirements for
disclosure of ToV to HCPs, HCOs and POs. The Code requires companies
to document and publicly disclose ToV relating to joint working, donations, contracts, sponsorship of attendance by HCPs at meetings, fees
and expenses paid to HCPs, and contributions made towards the costs
of meetings paid to HCOs. ToV to POs are also covered.
The provisions and requirements are summarised in the EU chapter.

Medical devices
There are no legal requirements for medical device companies to
disclose payments to HCPs, HCOs or POs. However, there are requirements to disclose certain ToV under the ABHI Code.
Under the ABHI Code, member companies shall document and
publicly disclose all educational grants provided to HCOs based or
registered in Europe. ToV not related to educational grants are not
within the scope of the disclosure obligation.
Educational grants shall be disclosed on an aggregate basis for
each recipient for the reporting period (annually, each calendar year).
Itemised disclosure must be made available upon request by the relevant recipient or the relevant authorities, or both. ‘Educational grants’
means those grants made to support third-party organised events
(including support for HCP participation at the event) and other educational grants made to HCOs (including scholarships, fellowships and
grants for public awareness campaigns).
Disclosure shall be made within six months of the end of the relevant reporting period and will be made public on 31 August of the year
of the relevant time of disclosure. Disclosure should be made in English
using the template set forth in the Annex to the ABHI Code.

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
Medicinal products
The UK Human Medicines Regulations 2012 provide a means of enforcement and include both criminal and civil sanctions. The Regulations
provide that it is an offence for ‘any person’ to breach the Regulations.

This allows enforcement action to be taken against all stakeholders
involved in the promotion, including marketing authorisation holders,
publishers and advertising agencies.
Enforcement of the advertising provisions of the Regulations
is the responsibility of the Enforcement Group of the Medicines and
Healthcare products Regulatory Agency (MHRA). The MHRA prefers to
resolve complaints quickly and informally, with companies agreeing to
take voluntary action to amend their advertising and, in some cases, to
issue a corrective statement. Details of cases resolved informally are
posted on the MHRA’s website.
From the point of view of the self-regulatory system, complaints
under the Association of the British Pharmaceutical Industry (ABPI)
Code are considered by the Prescription Medicines Code of Practice
Authority (PMCPA) Code of Practice Panel.
The two systems, statutory and self-regulatory, are regarded as
‘complementary and synergistic’ (memorandum of understanding
between the MHRA, ABPI and PMCPA). Both bodies may hear complaints
from any source, but the MHRA would normally refer inter-company
complaints to the PMCPA and routinely decline to investigate cases
where it is aware that these are under investigation by a self-regulatory
body. The Serious Fraud Office (SFO) primarily enforces bribery and
corruption offences (memorandum of understanding between the SFO,
ABPI and PMCPA).

Medical devices
The MHRA’s enforcement powers in relation to medical devices derive
principally from the Medical Devices Regulations 2002 and the General
Product Safety Regulations 2005. As such, the MHRA can investigate any
business activity that is covered by these regulations in accordance with
the Consumer Rights Act 2015. It is empowered to assess allegations of
non-compliance, to monitor the activity of Notified Bodies and to investigate medical devices as a result of adverse incident reports.
Under the self-regulatory system, compliance with the Association
of British HealthTech Industries (ABHI) Code is mandatory for ABHI
members and those who have accepted the jurisdiction of the ABHI
Complaints Adjudication Panel. The Code is administered by the ABHI
Secretariat in conjunction with the chair of the Panel. The Panel is not
an investigatory body and the complainants have the burden of proving
their complaint. The Panel is responsible for resolving complaints made
under the Code and may also assist in arranging for conciliation or
mediation between companies. There is no appeal procedure against
the Panel’s rulings; however, this procedure does not preclude recourse
to courts or other tribunals.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
Medicinal products
The MHRA has the power to issue notices prohibiting the publication
of specific advertisements. Where the MHRA notifies a company that it
considers an advertisement to be in breach of the UK Human Medicines
Regulations, the company has the right to make representations to
the MHRA Review Panel. If the MHRA issues a final notice determining
that an advertisement is in breach, the company has no further right
to appeal and will commit a criminal offence if it proceeds to publish
the advertisement. The company may also be asked to issue a corrective statement. Companies may challenge the legality of the MHRA final
notice by judicial review.
A person or company that contravenes the legislation may be
subject to an unlimited fine. In addition, or alternatively, where individuals are involved in the publication or use of unlawful advertising, a

170

Pharma & Medical Device Regulation 2021
© Law Business Research 2020

Arnold & Porter Kaye Scholer LLP

United Kingdom

period of up to two years’ imprisonment may be imposed. Where directors are convicted of a criminal offence, they may also be disqualified.
Fines are imposed according to the offence in question.
While there are only a few precedent decisions concerning the level
of fines imposed, it is clear that the fine may be a substantial amount
that is calculated to send a message to the defendant’s shareholders
(in cases where the defendant is a company rather than an individual).
Fines must be paid directly by the person or company convicted, and
cannot be insured. In addition, the MHRA’s costs in bringing the proceedings are typically borne by the defendant, if convicted.
When a company is found in breach of the ABPI Code, an administrative charge is imposed: £3,500 per matter for ABPI member companies,
and £12,000 if the matter is unsuccessfully appealed. In addition, the
Panel and the Appeal Board have the power, in serious cases, to require
an audit of the company’s promotional procedures or to refer the matter
to the ABPI Board of Management, which may suspend or expel the
company from the ABPI, with the result that the company becomes
subject to direct supervision by the MHRA.
The PAGB does not impose any financial sanctions, but it may expel
a company if it has failed to comply with the PAGB Code.

Medical devices
Upon completion of an investigation, the MHRA may avail itself of
a range of sanctions, including the issuance of a warning letter or a
formal caution. The enforcement options include prohibition, suspension, compliance and restriction notices.
Most offences under the medical devices legislation are summary
offences, meaning that penalties are generally lower than those that
may apply to offences relating to medicines. The ABHI operates a
similar enforcement system to that of the ABPI and the PMCPA, whereby
member companies may ultimately be expelled from the ABHI.

PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
Medicinal products
Pricing
The UK National Health Service Act 2006 provides the statutory basis
for controlling the prices of health service medicines.
The prices of branded health service medicines (originator products, branded generics and biosimilars) are controlled under the 2019
Voluntary Scheme for Branded Medicines Pricing and Access (VPAS) or
the parallel Statutory Scheme. In addition to these measures, the prices
of medicines are controlled through public procurement procedures
and limitations on reimbursement.

VPAS
The VPAS is a voluntary scheme, not binding under the laws of contract,
negotiated between the Department of Health and Social Care and the
Association of the British Pharmaceutical Industry.
The VPAS controls the prices of branded medicines indirectly, by
limiting the profits that may be made by manufacturers and suppliers
on such products on their National Health Service (NHS) business, by
reference to a target rate of return on NHS sales, based either on total
sales or capital. A margin of tolerance (MOT) of 50 per cent is permitted
around the target level of profit. However, if a company exceeds the
profit limit by more than the MOT, it will be required to do one or more
of the following:

•
•
•

repay excess profits over and above the MOT;
reduce prices charged to the NHS to bring profits down to an
acceptable level based on available forecasts; or
delay or restrict agreed price increases.

The VPAS also imposes a budget cap on total expenditure on branded
medicines by the NHS, with scheme members required to make scheme
payments to the Department of Health and Social Care (calculated as a
percentage of eligible net sales) in respect of excess expenditure. The
payment percentage for 2019 was set at 9.6 per cent, and that for 2020
at 5.9 per cent.
New branded health service medicines introduced by VPAS
member companies following the grant of an EU or UK new active
substance marketing authorisation are generally subject to free pricing,
as are new products based on the same active substance that are line
extensions, launched within 36 months of authorisation of the initial
indication in the United Kingdom. The Department of Health and Social
Care must be notified of the proposed price prior to launch and will
confirm whether the product may be priced freely. The maximum price
or NHS List Price of new branded health service medicines supplied by
VPAS member companies that do not contain a new active substance
must be approved by the Department of Health and Social Care prior to
launch. In reaching its decision, the Department may take into account
factors including:
clinical need;
•
•
the price of other presentations of the same medicine or comparable products;
•
the price and operational costs in the European Economic Area and
other markets;
•
the date of patent expiry;
•
estimated quantity of product to be supplied and sales income over
five years;
•
estimated costs to the scheme member;
•
the price at which reasonable costs are met with a reasonable
profit earned; and
•
the scheme member’s profits over the previous five years.
No VPAS member may increase the NHS List Price of a relevant medicinal product without the Department of Health and Social Care’s prior
approval. Where a company wishes to increase the price, it should
provide at least eight weeks’ notice, stating the amount of the proposed
increase and the reasons in sufficient detail to satisfy the Department
that the increase is justified. A price increase will only be agreed if the
scheme member’s estimated and forecast profits for the current and
following financial years are below 50 per cent of the target level. No
scheme member will be awarded a price increase within 12 months of a
previous agreed increase.

Statutory Scheme
If a company that supplies branded medicines to the NHS is not a
member of the VPAS (around 10 per cent of such companies), it is regulated by the parallel Statutory Scheme, currently set out in the Branded
Health Service Medicines (Costs) Regulations 2018 (as amended). The
Statutory Scheme is applicable only to branded health service prescription-only medicines. Since 1 April 2018, it has involved a payment
scheme, calculated as a percentage of net sales, similar to the scheme
payments required under the VPAS. Payments are made on a quarterly
basis, and the payment percentage was 9.9 per cent in 2019, dropping
to 7.4 per cent in 2020.
The maximum or NHS List Price of new branded medicines supplied
by Statutory Scheme members is directed by the Secretary of State,
taking into account factors similar to those under the VPAS, including
whether the product includes a new active substance.
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A Statutory Scheme member company may apply to the Secretary
of State to increase the maximum price of a medicine. Any such application by a manufacturer or supplier must be in writing and must specify
the presentations to which it relates, the reasons justifying the increase
and the proposed new price.
There is no formal system of international reference pricing in the
UK, although the cost of the presentation in other markets is specifically
mentioned as a factor for consideration under both the VPAS and the
Statutory Scheme.

accordance with the amounts set out in the Drug Tariff, published
monthly in England in accordance with the National Health Service
(Pharmaceutical and Local Pharmaceutical Services) Regulations
2013/349. Similar regulations provide for equivalent drug tariffs in
Scotland and Northern Ireland. Where medicinal products are not listed
in the Drug Tariff (most medicines that are still subject to patent protection) or are prescribed by brand, the pharmacy contractor will generally
be reimbursed at the manufacturer’s NHS List Price.

Medical devices
Pricing

Unbranded generic medicines
Unbranded generic medicines may be priced at the discretion of the
manufacturer, with the expectation that prices will be controlled by
competition. Where the price charged for a specific unbranded medicine is viewed as excessive, the Secretary of State has power under the
National Health Service Act 2006 to issue a specific direction in relation
to the price of that product.

Reimbursement
There is no formal reimbursement step or ‘decision’ that has to be
undertaken in the United Kingdom. Once the price of a medicine has
been notified to or agreed by the Department of Health and Social
Care, the product is, in principle, available to be prescribed and reimbursed, unless it is listed in Schedules 1 or 2 to the National Health
Service (General Medical Services Contracts) (Prescription of Drugs
etc) Regulations 2004, which provide that certain medicines may not be
prescribed using NHS prescriptions and others may be prescribed only
for certain conditions (the ‘black’ and ‘grey’ lists). In practice, however,
reimbursement is controlled through local formularies and national
commissioning policies.
In England, most new medicines (and new indications for existing
products) undergo health technology appraisal or highly specialised
technology evaluation by the National Institute for Health and Care
Excellence (NICE), which assesses their clinical effectiveness and cost
effectiveness compared with standard care in the United Kingdom,
and issues guidance to the NHS on use of the new product or indication. NHS bodies in England have a legal obligation to make funding
available for treatments recommended by NICE following such assessments, usually within three months of guidance being published. NHS
England conducts a prioritisation assessment that determines which
specialised services (medicines, medical devices and other health interventions), which have not been assessed by NICE, will be funded on an
annual basis. Other medicines, which are not specialised services and
have not been assessed by NICE, undergo assessments at local level.
Similar assessments to those carried out by NICE are undertaken by
designated bodies in Scotland and Wales. Medicines that have not been
recommended following an appropriate assessment are unlikely to be
routinely available for patient treatment.
Medicines supplied in hospitals are not subject to any co-payment
arrangements. However, for products supplied in primary care in
England, patients must pay a fixed price for each NHS prescription dispensed, unless they fall within one of the exempt categories
(eg, children, the elderly and persons suffering from certain chronic
diseases) or the prescription is exempt (eg, certain contraceptives). The
overwhelming majority of prescriptions are dispensed free of charge
to persons in an exempt category. The current prescription charge is
set at £9.15, which, in some cases, exceeds the price of the medicine
dispensed. Prescription charges are not levied in Scotland, Wales or
Northern Ireland.
Community pharmacies purchase medicinal products from wholesale distributors or directly from manufacturers. They are reimbursed
by the NHS Business Services Authority for the products they dispense
in the course of providing pharmaceutical services for the NHS, in

Medical devices and in vitro diagnostic tests may be priced at the
discretion of the manufacturer. However, as with medicines, prices may
be controlled through public procurement procedures and control of
reimbursement.

Reimbursement
The reimbursement of a medical device depends on the context in which
it is used. Many medical devices used in hospitals are reimbursed under
tariff systems where the price paid to the hospital by the relevant clinical commissioning group for the overall treatment includes the cost of
the device, which may in turn be purchased under public procurement
tenders. Certain high cost medical devices are, however, paid for separately outside the tariff system.
Medical devices may undergo health technology assessment under
one of NICE’s parallel programmes, either on the application of the
manufacturer or following referral by NHS bodies or clinicians. These
will all involve assessment of the clinical use of the medical device and
some will also include consideration of economic evidence. In general,
the content of NICE’s recommendations and briefings on use of medical
devices is advisory only, although intended to avoid the need for repetitive assessment at local level. However, a NICE recommendation for
use of a medical device following technology appraisal carries with it
the requirement for NHS bodies to provide funding for the device to be
available as an option for patients, as described above.
Alternatively, medical devices used in specialised services may be
assessed by NHS England under its prioritisation procedure, involving
consideration of both benefits and costs and comparison with a range of
other health technologies, to determine which should be prioritised for
NHS commissioning. In some cases, where the clinical data are viewed
as inadequate to reach a conclusion on NHS use, a commissioning
through evaluation approach is adopted, where use of the device in a
limited number of patients over a specified period of time (usually two
years) is funded by the NHS and data are collected for the purposes of
a final commissioning decision at the conclusion of the process. High
cost medical devices may be purchased through NHS Supply Chain,
which negotiates with manufacturers on behalf of all NHS purchasers
collectively.
In primary care, medical devices, such as appliances and dressings, incontinence appliances, stoma appliances and chemical reagents,
are routinely dispensed through the NHS if a reimbursement price,
agreed with the NHS Business Services Authority, is listed in the Drug
Tariff. The reimbursement price is principally determined by comparing
the device with the prices of similar products on the market. If there are
no comparable devices or the applicant submits evidence to support a
different price, the reimbursement price will be determined by negotiation between the parties. Applications must meet three criteria,
supported by evidence: the products are safe and of good quality
(generally assumed for all CE-marked products); they are appropriate
for general practitioners and, if relevant, non-medical prescribing; and
they are cost effective (eg, as determined by NICE).
The pricing and reimbursement of medicinal products and medical
devices are matters of national competence, and Brexit (including in the
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possibility of a no-deal scenario) is unlikely to make a material difference to UK procedures.

OFF-LABEL USE AND UNLICENSED PRODUCTS
Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
Medicinal products
Certain healthcare professionals (HCPs) may prescribe or use products off-label, where this is considered appropriate and, for certain
categories of patient (eg, children) or in certain therapeutic areas (eg,
oncology and dermatology), where there may be no treatment authorised for the required clinical indication. Guidance issued to prescribers
by the Medicines and Healthcare products Regulatory Agency (MHRA)
states that the responsibility that falls on HCPs when prescribing an
unlicensed medicine or a medicine used off-label may be greater than
when prescribing a licensed medicine within the terms of its licence, and
reminds prescribers to pay particular attention to the risks associated
with using an unlicensed medicine or a licensed medicine off-label. The
MHRA’s advice states that prescribers should:
•
be satisfied that an alternative, licensed medicine would not meet
the patient’s needs before prescribing an unlicensed medicine;
•
be satisfied that such use would better serve the patient’s needs
than an appropriately licensed alternative before prescribing a
medicine off-label;
•
before prescribing an unlicensed medicine or using a medicine
off-label:
•
be satisfied that there is a sufficient evidence base or experience of using the medicine to show its safety and efficacy; and
•
take responsibility for prescribing the medicine and for overseeing the patient’s care, including monitoring and follow-up;
•
record the medicine prescribed and, where common practice is not
being followed, the reasons for prescribing this medicine; and
•
consider recording that the issue has been discussed with the patient.
Similar advice has been issued by the General Medical Council and
other professional bodies.
The reimbursement of an unlicensed medicine or a licensed
medicine used off-label (where this can be determined) depends on
applicable National Health Service (NHS) commissioning policies.
EU and UK rules relating to the advertising of medicinal products
provide that pharmaceutical companies may not advertise unlicensed
medicinal products or off-label indications for licensed medicines or
otherwise draw the attention of HCPs to potential uses of their medicines in a manner that is not consistent with the summary of product
characteristics (SmPC). These provisions do not, however, preclude the
provision of information in response to a specific, unsolicited enquiry or
in a strictly non-promotional context, as part of a legitimate exchange of
scientific information at, for example, an international meeting held in
the United Kingdom.
In the United Kingdom, the guidance of the MHRA and the provisions of the Association of the British Pharmaceutical Industry (ABPI)
Code reflect the Court of Justice of the European Union (CJEU) decision
in the Novo Nordisk case (C-249/09) recognising that, although claims
that conflict with the SmPC are not permitted, not all of the information contained in an advertisement needs to be identical to that in the
SmPC, provided the claims are consistent with the content of the SmPC.
Advertisements may, therefore, include additional information, provided
that this confirms or clarifies the content of the SmPC and is compatible
with it. Any such additional information must also meet the various other

requirements of the UK Human Medicines Regulations 2012, such as
being presented objectively, faithfully and in such a way as to allow independent verification, and not being exaggerated, misleading or inaccurate.
In addition, the ABPI Code permits certain limited activities that
may take place prior to the grant of a marketing authorisation (MA) or
approval of a new indication for an existing product in order to assist
the NHS with financial planning. Such information must be directed
towards those responsible for policy decisions on budgets and not to
prescribers and is limited to non-promotional, factual information in
circumstances where the new product or indication is likely to impact
local NHS expenditure.

Medical devices
The use of a medical device by an HCP or patient in a way or for a
purpose inconsistent with the CE mark (off-label use) is not prohibited
by UK law. Guidance issued by the MHRA, however, advises HCPs that
off-label use of a medical device, without the manufacturer’s approval,
will be at their own risk and may result in civil claims for damages
if such off-label use results in injury to patients. Off-label use in the
context includes reuse of single-use devices, modification of medical
devices that are not intended to be modified or failure to make modifications (including software updates) where advised by the manufacturer.
A manufacturer may not promote a medical device in a way inconsistent with its CE mark.

Unlicensed products
27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
Medicinal products
The Human Medicines Regulations 2012 provide a number of exemptions to the requirement for an MA.

Regulation 167
Known as the ‘special needs exemption’, this applies to medicinal products supplied in circumstances where all the following conditions are met:
•
they are supplied in response to an unsolicited order;
•
they are manufactured and assembled in accordance with the specification of a person who is a doctor, dentist, nurse independent
prescriber, pharmacist independent prescriber or supplementary
prescriber; and
•
they are for use by a patient for whose treatment the above-specified person is directly responsible in order to fulfil the special
needs of that patient.
These products are commonly known as ‘specials’. The CJEU has
confirmed, in Commission v Poland (Case C-185/10), that ‘special needs’
must be construed as special clinical needs and not costs. In the interest
of public health, this exemption is narrowly drawn because these products, unlike licensed medicines, have not been assessed as meeting
criteria of safety, quality and efficacy.

Regulation 4(1)
Regulation 4(1) (and section 10 of the Medicines Act 1968) is known
as the ‘pharmacists exemption’, and it applies to a medicinal product
prepared or dispensed in a registered pharmacy, hospital, care home or
health centre by or under the supervision of a pharmacist in accordance
with a prescription given by an appropriate practitioner.

Regulation 3(5)
Known as the ‘doctors’ and dentists’ exemption’, this covers a medicinal
product manufactured or assembled (otherwise than on a large scale or
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using an industrial process) by a doctor or dentist and supplied by that
doctor or dentist, or a member of the same practice, to a patient during
the course of treatment.

•

Regulation 3(6)

•

This Regulation covers herbal medicinal products prepared by a person
(otherwise than on a large scale or using an industrial process) for use
by a specific patient and that do not include prohibited substances or
substances in excess of permitted quantities.
In addition, investigational medicinal products supplied in the
context of medical research under the provisions of the UK Medicines
for Human Use (Clinical Trials) Regulations 2004 may be supplied to
healthcare providers.
The United Kingdom may also temporarily authorise the distribution of unlicensed medicines in response to the suspected or confirmed
spread of pathogenic agents, toxins, chemical agents or nuclear radiation (in accordance with article 5(2) of Directive 2001/83/EC and
regulation 174 of the Human Medicines Regulations 2012).
The release of unlicensed medicinal products or ‘specials’ should
be by the quality controller or a nominated deputy. Adequate precautions
should be taken to ensure that the product is of the quality required for
its intended purpose and that it complies with any standards described
in relevant pharmacopoeia monographs.
Companies holding a ‘specials’ manufacturing licence may advertise that they make up individualised remedies to order for HCPs. It
should be clear that these remedies are not available for supply directly
to the public. It is only appropriate to advertise this facility to HCPs
who are authorised to have specials supplied to them. Specials manufacturers must not advertise or otherwise solicit orders for specific
unlicensed products. This does not preclude them from sending out
simple price lists to HCPs to whom the price of specials may be relevant,
such as potential customers and budget managers. Price lists can be
sent out at reasonable intervals or in response to an enquiry and must
not include product claims.
The importer of an unlicensed medicinal product (a special) must
hold a wholesale dealer’s licence (if the product is to be imported from
the European Economic Area (EEA)) or a manufacturer’s (specials)
licence (if the product is to be imported from outside the EEA). The
holder of the wholesale dealer’s licence or manufacturer’s licence
must comply with certain obligations, namely that the order satisfies the conditions set out in Regulation 167 of the Human Medicines
Regulations, described above, and that notification is given to the MHRA
at least 28 days in advance of the intended import. If the MHRA issues
an objection to importation, this cannot take place.
The Medicines for Human Use (Clinical Trials) Regulations 2004
require all interventional clinical trials to be authorised by the MHRA
and ethically approved, including the arrangements for the supply of
investigational medicinal products. Such products may currently be
imported into the United Kingdom by holders of a wholesale dealer’s
licence (if the product is to be imported from the EEA) or a manufacturer’s licence (if the product is to be imported from outside the EEA).
Following exit from the European Union, the import of all unlicensed
medicines into the United Kingdom will require an appropriate manufacturer’s licence.

Medical devices
A medical device may only be placed on the market or into service if it
is CE marked or satisfies one of the exemptions under the UK Medical
Devices Regulations 2002. These exemptions include:
•
Regulation 9(8): single-use combination products regulated as
medicinal products;
•
Regulation 12(2): custom-made medical devices and devices intended
for clinical investigation;

Regulations 12(5), 26 and 39(2) (exceptional use): supply of noncompliant devices under an authorisation from the MHRA in the
interest of the protection of health, where there is no legitimate
alternative available; and
Regulation 43: in vitro diagnostic medical devices intended for
performance evaluation in a laboratory.

MHRA guidance advises HCPs to use CE-marked medical devices as this
shows that the relevant device has met the requirements for safety,
quality and performance if used as the manufacturer instructs.
Medical devices that are custom-made for individual patients are
defined under the UK Medical Devices Regulations (Regulation 5(1)) as
medical devices manufactured specifically in accordance with a written
prescription of a registered medical practitioner, or other person
authorised to write such prescriptions, which gives under his or her
responsibility, specific characteristics as to its design and intended
for the sole use of a particular patient. The MHRA has issued specific
guidelines to assist manufacturers with understanding compliance
requirements for the manufacture of custom-made medical devices
(including active implantable medical devices).

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
Medicinal products
Article 83 of Regulation (EC) No. 726/2004 allows member states to
exempt certain medicines from the requirement for an MA (those that
must be authorised under the Regulation and those that are eligible
for authorisation via this route) so that they can be made available for
compassionate use by groups of patients with chronically or seriously
debilitating diseases or whose diseases are considered be life-threatening, and who cannot be treated satisfactorily by an authorised
medicinal product. The unlicensed product must either be the subject
of an application for an MA in accordance with the Regulation or be
undergoing clinical trials.
There is no formal implementation of article 83 in the United
Kingdom. However, a programme for access to certain medicines prior
to grant of MA may be established through the MHRA’s early access to
medicines scheme (EAMS). This involves a two-step evaluation process
comprising: an application for a promising innovative medicine designation, which gives an indication that a product may be eligible for the EAMS
based on early clinical data; followed by an early access to medicines
scientific opinion on the benefit-risk balance of the medicine. The scientific opinion is based on the data submitted at the time of application and
lasts for a year. Following a positive early access to medicines scientific
opinion, the MHRA will publish a public assessment report and the EAMS
treatment protocol on the UK government website. Company promotion of the EAMS is not permitted. Application for EAMS is conditional
upon the manufacturer providing the medicine free of charge to the NHS
during the EAMS period (defined as after the award of a positive scientific
opinion and up to the granting of the MA) and those patients receiving a
free of charge medicine during this EAMS period continuing to do so up
to the point of a positive funding decision (eg, Human Tissue Authority
guidance, national funding policy and local funding arrangements).
For products that are not assessed under EAMS arrangements or
do not qualify, individual patients may receive treatment prior to grant of
MA in the context of clinical trials or in accordance with the special needs
provisions of Regulation 167 of the Human Medicines Regulations 2012.

Medical devices
Regulation 12(5) of the Medical Devices Regulations 2002 provides
that the MHRA may approve exceptional use of a non-compliant device
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to protect a patient’s health if there is no legitimate alternative available. These provisions, commonly known as supply on ‘humanitarian
grounds’ are available only in exceptional circumstances following an
application by the manufacturer. The key conditions are that the clinician responsible for the patient’s treatment supports the manufacturer’s
application, there is no alternative CE-marked device available for this
treatment and it can be demonstrated that mortality or morbidity is
significantly reduced if the device is used compared with compliant
alternatives.
A separate application is required for each patient on a case-bycase basis. If the application is approved, the decision will also include
details of any associated obligations for the manufacturer or clinician.

SALE AND SUPPLY
Regulation
29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
Medicinal products
All medicinal products marketed in the United Kingdom are classified
according to one of the three following categories:
•
prescription-only medicines, which are available only by prescription from a doctor or other authorised health professional,
and must be dispensed from a pharmacy or other specifically
licensed premises;
•
pharmacy or over-the-counter medicines, which are only available
in pharmacies under the supervision of a pharmacist; and
•
general sale list (GSL) medicines, which are available in general
retail outlets, such as supermarkets.
The classification of a medicinal product is determined by its marketing
authorisation and determines the level of control over how it is supplied.
In part, classification rests on how much input from healthcare professionals is needed to diagnose and treat the conditions for which the
medicine might be used. The underlying principle for classification is to
maximise timely access to effective medicines while minimising the risk
of harm from inappropriate use.

Medical devices
There are three main types of medical devices:
•
general medical devices;
•
active implantable medical devices; and
•
in vitro diagnostic medical device (IVD).
Medical devices are also given a classification depending on the level
of risk associated with their use. Classification depends on factors such
as intended purpose, duration of use and whether it is invasive or surgically invasive, implantable or active, or contains a medicinal product.
The categories for general medical devices and active implantable
devices are Class I (low risk), Classes IIa and IIb (medium risk) and
Class III (high risk). All active implantable medical devices fall under the
highest risk category.
New classifications for IVDs became applicable from 26 May 2022
under the In Vitro Diagnostic Medical Devices Regulation. IVDs are now
categorised into four main groups: Class A (low risk), Classes B and C
(medium risk) and Class D (high risk).
Manufacturers or their authorised representatives that have a place
of business in the United Kingdom and wish to place CE-marked Class
I medical devices or Class A IVDs on the market in the United Kingdom
must register with the Medicines and Healthcare products Regulatory
Agency (MHRA). The MHRA does not require manufacturers of other
types or categories of medical devices or IVDs to register. Once these

manufacturers have followed the appropriate conformity assessment
route and obtained a CE (or, from the end of the transition period, a UK
Conformity Assessed (UKCA)) mark for these products, their company
name and address are added to the MHRA Public Access Database for
Medical Device Registration.

Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
UK retailers that offer medicinal products online to the public in the
United Kingdom or elsewhere in the European Economic Area must
currently be registered with the MHRA and be included in the MHRA’s
list of UK-registered online retail sellers. To reduce the risk of buying
sub-standard or falsified medicines, online retailers are required to
display the EU’s Distance Selling logo on the relevant pages of their
websites and provide MHRA contact details and a link to the MHRA
website, although this obligation will cease to apply from the end of the
transition period.
Online retailers may only sell GSL products unless they are registered pharmacies. With regards to medical devices, the MHRA advises
buyers to look for the CE (or UKCA) mark on medical devices as an
indicator that they have been approved to be placed on the UK market.
Online pharmacies and clinics are regulated by bodies such as the
General Pharmaceutical Council and the Care Quality Commission.
The online supply of both medicines and medical devices must also
comply with the Electronic Commerce (EC Directive) Regulations 2002.

UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
Medicinal products
The regulation of medicines and medical devices in the United Kingdom
is governed by EU law as transposed into UK domestic law. The United
Kingdom left the EU on 31 January 2020. The European legislation
will cease to apply to the United Kingdom on exit day. Under the EU
(Withdrawal) Act 2018, however, all existing EU rules will be converted
into UK law at the moment of exit to the extent they are not already part
of UK law.
With regard to medicines, the body of EU law is already part of
UK domestic law as now consolidated into the Human Medicines
Regulations 2012. After the United Kingdom leaves the European Union,
there is no longer Treaty obligation for the United Kingdom to give effect
to EU law, and it, as a sovereign state, may choose to adopt EU law in
full or in part according to its specific situation.
The United Kingdom will continue to use the EU good manufacturing practices (GMP) and good distribution practices (GDP) guidelines
and will align with the EU and EEA exhaustion regime to ensure that
parallel imports of goods, including pharmaceuticals, can continue from
the European Union and the European Economic Area.

Medical devices
EU legislation on medical devices and in vitro diagnostic medical devices
is already transposed into UK domestic law through the UK Medical
Devices Regulations. The guidance of the Medicines and Healthcare
products Regulatory Agency (MHRA) indicates that the United Kingdom
will recognise EU CE-marked medical devices for a limited time until
30 June 2023. Thereafter, all medical devices should be affixed with a
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UK Conformity Assessment mark. From 1 January 2021, upon expiry of
the transition period, the MHRA will take on the responsibilities for the
UK medical devices market that are currently undertaken through the
EU system.
The new EU Medical Devices Regulations (the Medical Devices
Regulation and the In Vitro Diagnostic Medical Devices Regulation) will
fully apply in EU Member States from 26 May 2021 and 26 May 2022
respectively. As these regulations will not take effect until after the
transition period with the European Union has ended, they will not be
EU law that is automatically retained by the EU Withdrawal Agreement
Act and will, therefore, not automatically apply in the United Kingdom.
The MHRA will continue monitoring the safety of medical devices in
the UK market, but will have authority to take decisions regarding the
marketing of those devices in the United Kingdom without reference to
the EU regulatory network or the European courts. Moreover, in light of
the Independent Medicines and Medical Devices Safety Review, which
delivered its report in July 2020, the MHRA is committed to improving
the standards and scrutiny of medical devices that reach UK patients.
This will be through new powers under the Medicines and Medical
Devices Bill.
With regard to data-driven health and care technology, on 5
September 2018, the UK Department of Health and Social Care
published a new code of conduct. The code outlines 10 key principles
for safe and effective digital innovations, and five commitments from the
government to ensure that the health and care system is ready and able
to adopt new and innovative technology at scale. These are based on a
significant amount of engagement with industry, research and academia
and are designed to create a trusted environment.

Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
The MHRA and the Department of Health and Social Care (DHSC) have
been working with stakeholders to identify and implement temporary flexibilities in the regulation of medicines and medical devices to
support the healthcare products supply chain and wider response to
the covid-19 outbreak in the United Kingdom. These flexibilities typically
do not displace or diminish the applicable regulatory obligations, but
include initiatives such as:
•
expedited scientific advice, and rapid reviews of clinical trials
applications;
risk-based prioritisation on good practice inspections;
•
•
extended timetables for regulatory processes;
•
temporary relaxation of risk minimisation measures where they
place an unnecessary burden on the National Health Service (NHS)
or shielded patients during the pandemic;
•
exceptional flexibilities in GMP and GDP to support manufacturers
and wholesalers;
•
delayed audits of notified bodies and manufacturers of medical
devices; and
•
prioritised advice for covid-19-related enquiries.
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The proposed amendments to the HMRs establish legislative
measures to deal with that scenario and also seek to:
•
ensure that the United Kingdom has the available workforce to
administer a covid-19 vaccine and influenza vaccine;
allow vaccines and treatments used in response to certain specific
•
types of public health threat to be promoted as part of national
vaccination or treatment campaigns; and
•
provide an exemption from the need for a wholesale dealer’s
licence for NHS organisations, NHS-contracted service providers
and the medical services of the armed forces to allow the swift and
safe transfer of covid-19 and flu vaccines, and other medicines for
treatment of pandemic diseases, in response to patient need.
In terms of best practices, given the pace of change, clients are advised
to keep a close eye on further developments, and also to remember that
their regulatory obligations remain unchanged.
*

The authors would like to thank their colleagues Tom Fox, Libby
Amos and Louise Strom for their contributions to this chapter.

The DHSC is also currently consulting on proposed changes to the
Human Medicines Regulations 2012 (HMRs) to support the roll-out of
covid-19 vaccines. It states that while it is preferable that a new vaccine
for covid-19 is deployed through the usual marketing authorisation
process, a compelling case may arise, on public health grounds, to
deploy a tested, unlicensed vaccine against covid-19.
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HEALTH SERVICES FRAMEWORK AND COMPETENT
AUTHORITIES

Approval framework
3

Healthcare bodies
1

Describe the bodies and their responsibilities (public and
private sector) concerned with the delivery of healthcare and
appropriate products for treatment.

The United States has a public-private healthcare system, with major
public healthcare programmes, such as Medicare, which provides
healthcare coverage for the over-65 population and certain disabled
individuals, and Medicaid, a federal/state health insurance programme
for low-income individuals. The federal aspects of these programmes
are administered by the Centers for Medicare and Medicaid Services.
The Affordable Care Act (ACA) also ensures the availability of health
insurance for a larger percentage of Americans, providing important
protections, such as coverage of pre-existing conditions. The ACA is a
complex and controversial system involving state exchanges, and insurance companies and employers remain central in healthcare coverage.
Despite these controversies, it appears that the ACA will remain in place,
although significant elements may be effectively repealed or blunted
by legislation and litigation. The delivery of products for healthcare is
handled through a complex system of wholesalers, pharmacy benefit
management and logistics companies.

Competent authorities for authorisation
2

Identify the competent authorities for approval of the
marketing of medicinal products and medical devices. What
rules apply to deciding whether a product falls into either
category or other regulated categories?

The primary agency responsible for the regulation of medicinal products is the Food and Drug Administration (FDA), although the Drug
Enforcement Administration (DEA) applies additional controls to scheduled FDA-approved drugs that are controlled substances. The FDA
administers various frameworks for review and approval of medicinal
products, as well as inspection and enforcement over violations of
law. The agency determines whether products fall within categories of
regulation, including combination products, based upon the definitions
provided under the Federal Food, Drug, and Cosmetic Act (FDCA), the
Public Health Service Act and the FDA’s implementing regulations, guidance and case law.

Describe the general legislative and regulatory framework
for approval of marketing of medicinal products and medical
devices.

For prescription drugs, the FDCA is the primary source of the FDA’s
authority over drug and medical device approvals, and the Public Health
Service Act provides authority for licensing of biological products.
The regulations implementing those statutes are found at Chapter 21
of the Code of Federal Regulations (21 CFR), and the FDA frequently
issues non-binding, explanatory guidance. The standard for initial drug
approval is ‘substantial evidence’, meaning sufficient data from one or
more adequate and well-controlled studies demonstrating a safety and
effectiveness (ie, a favourable benefit–risk balance for the product).
Generic products, which are the subject of abbreviated new drug applications, must demonstrate that they are the same as the reference
listed drug, and must be therapeutically equivalent to be substituted at
the pharmacy level.
Medical devices, if not exempt from active regulation or subject to
enforcement discretion, may be subject to 510(k) premarket notification and clearance by the FDA through a demonstration of substantial
equivalence to medical devices on the market prior to 1976 or that
have been the subject of a cleared 510(k) since that time. Devices not
eligible for the 510(k) pathway may be required to be approved via a
full premarket approval (PMA) application in which the applicant must
provide a reasonable assurance of safety and effectiveness, typically via
the submission of clinical studies. Products not falling within an existing
classification can be down-classified to 510(k) status based on risk via
the submission of a 'de novo' application.
All prescription drug products (including biologicals) are approved
with physician labelling or instructions for use, which includes a full
summary of the information relating to the safety and effectiveness
of the drug, biological or device, including warning, precautions and
contraindications, and many products also have labelling that provides
a simpler recitation of the information on the drug product for patients.
Some drugs and biologicals are also subject to Risk Evaluation and
Mitigation Strategies, which may include measures known as Elements
to Assure Safe Use intended to ensure that risks are understood and
acted upon by physicians and patients.

CLINICAL PRACTICE
Applicable rules
4

What legislation controls and which rules apply to ethics
committee approval and performance of clinical trials in your
territory for medicinal products and medical devices?

The Federal Food, Drug, and Cosmetic Act and implementing regulations
found at Chapter 21 of the Code of Federal Regulations (21 CFR) Part
www.lexology.com/gtdt
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312 govern the process for obtaining and maintaining investigational
new drug (IND) applications, and 21 CFR Part 812 governs investigational device exemptions (IDEs). The rules governing ethics committees
– known as institutional review boards (IRBs) in the US – are found at
21 CFR Part 56, and informed consent obligations are addressed at 21
CFR Part 50. These regulations are part of a broad set of obligations to
conduct ethical and compliant clinical studies under good clinical practices to ensure the protection of human subjects.

Reporting requirements
5

What requirements exist for reporting the commencement
of a trial and its results to the competent authorities or the
public?

Unless subject to one of several very limited exceptions, most drug
studies involving investigational drugs must be conducted under an
IND cleared by the Food and Drug Administration (FDA). Similarly, most
medical device studies must be the subject of an IDE, unless the IRB
determines that the device study is non-significant risk. In addition, most
hypothesis-testing clinical studies by drug or device manufacturers are
subject to registration and results reporting via the clinicaltrials.gov
website maintained by the National Institutes of Health.

Consent and insurance
6

Are there mandatory rules for obtaining trial subjects’
consent to participate? Must sponsors arrange personal
injury insurance to a particular limit?

Yes, under 21 CFR Part 50, informed consent must be obtained from
virtually all clinical trial subjects, although some exceptions are made
– with additional safeguards – for situations in which informed consent
cannot be obtained directly, such as in emergency procedures involving
investigational products. Although there is no federal requirement
for personal injury insurance, states and institutions may apply such
requirements, and the FDA forbids use of exculpatory language in clinical trial subject informed consent forms.

MARKETING AUTHORISATION
Time frame
7

How long does it take, in general, to obtain an authorisation
from application to grant, what fees are payable and what is
the normal period of validity of the authorisation?

The review period for drugs and devices depends upon the commitments
made by the Food and Drug Administration (FDA) as part of the enactment of user fee statutes. Currently, the target performance is review of
90 per cent of standard drug applications within 10 months of a 60-day
filing period, and for priority review applications (for serious conditions
for which there is an unmet need), six months after the filing period. For
device 510(k)s, the current typical review time is 120 days, and 315 days
for a PMA. Fees for applications vary by year, and type of product, and
are governed by user fee statutes, which are reauthorised by Congress
every five years, with associated FDA performance commitments. There
is no limit on the validity of an authorisation, although applications may
be withdrawn by the FDA under certain scenarios of non-compliance.

Protecting research data
8

What protection or exclusivities apply to the data submitted
by originators to gain initial approval and, on variation or new
application, to add indications or pharmaceutical forms?

In addition to patent protections, there are various statutory exclusivity
periods available, including:
•
five years of data exclusivity for the first approval of a drug that is a
new chemical entity under a new drug application (NDA);
•
12 years of exclusivity for the first approval of a biological new
molecular entity under a biologics licence application (BLA);
•
three years of additional exclusivity for supplemental NDAs
(eg, for new indications or dosage forms) for which one or more
clinical studies conducted by the applicant and are essential to
the approval;
•
seven years of marketing exclusivity for the approval of a designated orphan drug to treat the designated rare disease or disorder;
•
six months of add-on data exclusivity for fulfilling an FDA written
request for the conduct of a paediatric study; and
•
five years of additional data exclusivity for the approval of a
specially designated antibiotic product.
Other incentives, known as priority review vouchers, which permit more
rapid FDA review of products not otherwise eligible for such review, may
also be granted if a company obtains designation and achieves approval
of a product for a rare paediatric disease, material threat countermeasure or neglected tropical disease. Such vouchers are transferable
under certain conditions.

Freedom of information
9

To what extent and when can third parties make freedom
of information applications for copies of research data
submitted by applicants for authorisation to market medicinal
products or medical devices?

Any party may submit a request for such data under the Freedom of
Information Act (FOIA), but FDA regulations and exceptions under the
FOIA for trade secret information limit the release of certain proprietary
data. Nonetheless, significant information regarding approved applications and FDA reviews may be obtained via the FOIA. For investigational
products, the FDA will not acknowledge the existence of an investigational new drug or an investigational device exemption if the applicant
has not made the information public, and information in such submissions is generally not available for public release.

Regulation of specific medicinal products
10 Are there specific rules for approval, and rewards or
incentives for approval, of particular types of medicinal
products, such as traditional herbal and homeopathic
products, biologicals and biosimilars, controlled drugs,
orphan drugs and those for paediatric use?
Herbal products that only bear claims relating to an impact on bodily
structure or function and contain permitted ingredients may be
marketed as dietary supplements without FDA approval. New ingredients used in such products must be the subject of an FDA clearance.
However, herbal products with disease or disorder claims are generally subject to the same process for drug approval as purified chemical
drugs, with adaptations for the botanical nature of the product.
Homeopathic drugs are permitted under the Federal Food, Drug,
and Cosmetic Act (FDCA), but must be marketed in a manner consistent
with the Homeopathic Pharmacopoeia and the traditional formulation
and labelling constraints for such products.
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Biological products are regulated under both the Public Health
Service Act and the FDCA, and the process is largely the same as the
process for review of NDAs. Biosimilars and interchangeable biological
products are licensed under the Public Health Service Act as amended
by the Biologics Price Competition and Innovation Act. Such products
must demonstrate that they are highly similar or interchangeable
with a reference licensed biological product. To date, no interchangeable biological product has been approved by the FDA. Such products
receive 12 years of data exclusivity.
Orphan drugs are approved in the same manner as other drug and
biological products, although they must be designated as an orphan
product prior to application submission, and must be approved for the
rare disease for which designation was obtained. Similarly, paediatric
drugs are approved through normal processes, although additional
data on the paediatric population may be required. Orphan drugs may
receive seven years of market exclusivity if approved for the designated
orphan indication.
Controlled substances are also approved under the general new
drug application (NDA) processes; however, such substances are subject
to a scheduling recommendation by the FDA and a scheduling determination via notice and comment rule-making by the Drug Enforcement
Administration, which may delay product approval.

Post-marketing surveillance of safety
11 What pharmacovigilance or device vigilance obligations apply
to the holder of a relevant authorisation once the product is
placed on the market?
Post-marketing safety reporting requirements for human marketed drug
and biological products are found at Chapter 21 of the Code of Federal
Regulations (21 CFR) sections 310.305, 314.80, 314.98, 600.80 and
600.81. Such regulations require that post-marketing safety reports be
submitted to the FDA for serious and unexpected adverse experiences
from all sources (domestic and foreign), and for spontaneously reported
adverse experiences that occur domestically and that are serious and
expected, non-serious and unexpected, and non-serious and expected.
The Medical Device Reporting Regulation at 21 CFR Part 803
imposes mandatory requirements for manufacturers, importers and
device user facilities to report certain device-related adverse events
and product problems to the FDA. Manufacturers are required to report
to the FDA when they learn that any of their devices may have caused
or contributed to a death or serious injury, and must also report to the
FDA when they become aware that their device has malfunctioned and
would be likely to cause or contribute to a death or serious injury if the
malfunction were to recur. Importers are required to report to the FDA
and the manufacturer when they learn that one of their devices may
have caused or contributed to a death or serious injury. The importer
must report only to the manufacturer if their imported devices have
malfunctioned and would be likely to cause or contribute to a death or
serious injury if the malfunction were to recur. In addition, ‘device user
facilities’ (ie, hospitals, ambulatory surgical facilities, nursing homes,
outpatient diagnostic facilities or outpatient treatment facilities (that
are not a physician’s office)) must report a suspected medical devicerelated death to both the FDA and the manufacturer, and a medical
device-related serious injury to the manufacturer, or to the FDA if the
medical device manufacturer is unknown.

Other authorisations
12 What authorisations are required to manufacture, import,
export or conduct wholesale distribution and storage of
medicinal products and medical devices? What type of
information needs to be provided to the authorities with an
application, what are the fees, and what is the normal period
of validity?
Various requirements apply. Drug, biologicals and device manufacturers
must register their establishments with the FDA and list the products
associated with each facility.
Application fees for NDAs and BLAs are currently over US$2.5
million and a PMA for a device is subject to a fee in the range of
US$320,000. Establishment and programme fees may apply to certain
classes of products, and certain exceptions also may apply.
The content of applications varies depending on the type of product,
but, in general, applications for approval contain extensive information
on the content and manufacturing of the product, as well as all of the
various in vitro, animal and clinical data developed to support a finding
of safety and effectiveness or other regulatory standard. For drug products, an NDA submission also includes the listing of patents, which may
be the subject of certification by applicant for the generic and abbreviated new drug application and subsequent litigation with the reference
listed drug application holder.
Drug and device distributors may be subject to state licence or
permit requirements, which typically require providing various information regarding the company and products, paying a relatively small fee,
and, in some cases, posting a bond.
Although the Department of Health and Human Services is pursuing
plans to allow broader importation of products, at present drugs generally can only be imported into the United States by the manufacturer.
Manufacturers and those in the drug distribution chain must also comply
with drug track and trace requirements, which mandate the passing of a
pedigree and investigation of reports of suspect or illegitimate products.
In general, applications remain in effect and are subject to fees and
other requirements until discontinued or withdrawn by the manufacturer, or withdrawn by the FDA via a formal process, which is rarely
undertaken by the agency.

Sanctions
13 What civil, administrative or criminal sanctions can
authorities impose on entities or their directors and officers
for breach of the requirements concerning controlled
activities?
Violations of the FDCA can result in misdemeanour and felony convictions and imprisonment, as well as fines; civil penalties are also
available for certain violations. The FDA also has authority, working
with the Department of Justice, to seek a court injunction to prevent
further violations, or to detain or seize certain products in commerce.
Those committing fraud in the drug application process may be subject
to debarment from working with companies submitting applications to
the FDA. In addition, other laws governing the submission of claims for
government payment for biomedical products, such as the False Claims
Act, may result in both huge civil settlements and the imposition of
corporate integrity agreements by the Department of Health and Human
Services Office of Inspector General, and exclusion from government
healthcare programmes.
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Exemptions
14 What, if any, manufacture and supply of medicinal products is
exempt from the requirement to obtain an approval to market?
Certain over-the-counter (OTC) drug products may be marketed without
FDA approval if they comply with FDA regulations, known as ‘OTC
monographs’, that provide permitted active ingredients, indications and
instructions for use, as well as current good manufacturing practice
(cGMP) requirements. Products that do not fall within OTC monographs
may be deemed OTC via the full NDA or NDA supplement process. The
2020 enactment of the Over-the-Counter Monograph Safety, Innovation,
and Reform Act has recently streamlined processes for seeking changes
to existing monographs.
Under the Compounding Quality Act, certain medicinal products
may be compounded by pharmacies on a per-patient basis or produced
in outsourcing facilities for more general use, without FDA approval.
Such parties must comply with pharmacy compounding or cGMPs,
respectively, and otherwise stay within the boundaries for such products. For example, such pharmacies and outsourcing facilities may not
produce products that are essentially the same as commercially available approved drug products.

Parallel trade
15 Are imports allowed into your jurisdiction of finished
products already authorised in another jurisdiction, without
the importer having to provide the full particulars normally
required to obtain an authorisation to market? What are the
requirements?
Under current US law, drug and biological products may be imported
into the United States solely by the application holder for the approved
product. Owing to current pricing pressures, the Trump administration and various states are advancing plans to permit the importation
of lower-priced drugs from other jurisdictions, subject to controls to
ensure product integrity, but the extent of such importation remains to
be seen. Medical devices may be imported if compliant with any required
510(k), PMA or exemption.

AMENDING AUTHORISATIONS

listing, payment of fees, cooperation in inspections, submission of
reports, etc – under applicable law. A failure to comply with such
requirements may result in enforcement and, in extreme situations, an
effort by the FDA to either enjoin continued shipment of products or to
seek withdrawal of approval.

Transfer
18 How easy is it to transfer the existing approvals or rights to
market medicines and medical devices? How long does this
take in general?
In general, the transfer of existing approvals or rights is an administrative
process involving an exchange of letters, filings with the FDA and appropriate changes to registrations. However, if the transfer involves changes
in the products, the manufacturing facilities or processes for approved
products, or the oversight of quality systems, approval and prior inspection by the FDA may be required prior to initiation of the change.

RECALL
Defective and unsafe products
19 What are the normal requirements for handling cases of
defective or possibly unsafe products, including approvals
required for recall and communication with health
professionals?
The Food and Drug Administration (FDA) requires that companies
engage in a health hazard assessment of defective or possibly unsafe
products to determine if a recall is required, and the extent of the
recall generally depends on the risk presented. Although the FDA may
mandate recalls for certain products, in general, recalls are conducted
voluntarily in consultation with the FDA, and companies carry out the
recalls with reporting to the FDA on the effectiveness of the effort. In
cases of significant risk, the FDA may mandate a recall and implement
its own communication plan. The FDA’s regulations governing product
recalls may be found at Chapter 21 of the Code of Federal Regulations
Part 7, subpart C.

PROMOTION

Variation

Regulation

16 What are the main requirements relating to variation of
authorisations for medicinal products and medical devices?

20 Summarise the rules relating to advertising and promotion of
medicinal products and medical devices, explaining when the
provision of information will be treated as promotional. Do
special rules apply to online advertising?

Changes to an approved drug or biological that could have an impact on
safety and effectiveness, including even minor changes in manufacturing
processes or equipment, may require the submission of a supplement
to the original application, although changes presenting lesser risk may
be the subject of ‘changes being effected’ submissions, under which the
changes may be instituted prior to Food and Drug Administration (FDA)
approval (eg, adding a new warning) or reporting in an annual report.
For medical devices, the manufacturer must engage in appropriate analyses to determine whether modifications to existing products must be
subject to a 510(k) seeking changes to the originally cleared product (to
determine if it is still substantially equivalent to the predicate product),
or, for approved devices, if a PMA supplement is required.

Renewal
17 What are the main requirements relating to renewal of
authorisations for medicinal products and medical devices?
In general, the drug and device authorisations are not subject to renewal
per se; rather, they are the subject of ongoing obligations – registration,

For prescription drugs and restricted devices (those subject to restrictions via regulation or Food and Drug Administration (FDA) approval
due to risk), the Federal Food, Drug, and Cosmetic Act is the primary
source of the FDA’s authority over promotion via labelling (promotional
materials) or advertising (print or broadcast), whether to payers, physicians or direct-to-consumer (DTC). The Federal Trade Commission (FTC)
has a subsidiary role, but can still police certain aspects of advertising
by prescription drug manufacturers. However, the FTC has primary
jurisdiction over monograph over-the-counter drug and non-restricted
device advertising. State laws also have a role, to the extent they are not
pre-empted by the federal framework. There are also private rights of
action for addressing competitor disputes, including under the Lanham
Act. In addition, the False Claims Act provides for ‘relator’ actions
seeking to recoup government payments for false claims induced by
marketing or other violations, with a ‘bounty’ for the relator filing the
case. Industry associations also maintain codes of conduct focused on
pharmaceutical marketing and sales, including payments to physicians.
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There is a wide array of requirements for such advertising,
including for prescription drugs, routine submission of promotional
materials to the FDA (and in limited scenarios, pre-clearance) and:
•
avoiding any claims that are false or misleading, including by implication or depiction;
•
not making claims beyond the approved indications and labelling;
although such restrictions are now under scrutiny and somewhat
relaxed due to recent First Amendment case law recognising
pharmaceutical free speech rights pertaining to communication of
off-label truthful and non-misleading information;
•
ensuring appropriate support for product claims, including
comparisons and claims of superiority;
•
adequately communicating safety information and balancing the
presentation of the benefits and risks generally; and
•
providing contact information to enable the provision of full labelling, responses to questions and reporting of adverse events.
Similar rules apply to DTC advertising, but there is more of an emphasis
on the appropriateness of claims, balance (including in visual representations), providing extensive and prominent safety information and
providing methods to obtain the full labelling. The FDA has also issued
guidance on the application of the above principles in the context of the
internet, and social media particularly, providing information on when
such information is attributed to the manufacturer, how required risk
information can be conveyed in character-limited social media such as
Twitter, and how companies can seek to correct misinformation in social
media. Finally, the pharmaceutical and medical device trade associations maintain codes of conduct relating to DTC advertising.
Not all communications by manufacturers are subject to such
restrictions and requirements. Communications that are not promotional (eg, investor communications and bona fide scientific exchanges
(such as responding to a physician’s unsolicited questions)) are not
within the FDA’s jurisdiction. However, certain communications, such
as press releases, may have investor, scientific and promotional audiences, depending on how they are utilised. Companies typically maintain
review processes and compliance controls to delineate between such
types of communications in a consistent and compliant manner.

Inducement
21 What regulations exist to discourage the provision of
inducements to healthcare professionals to prescribe, sell,
supply or recommend use of a particular medicinal product
or medical device?
The primary authority governing such inducements is the AntiKickback Statute (AKS), which prevents ‘kickbacks’ to providers that
could influence the practice of medicine and prescribing. However, it
is a very wide-ranging and ambiguous statute, and thus, relationships
with providers and institutions that submit claims to payers, particularly federal healthcare programmes, need to be examined carefully
and should be well documented in agreements based on unclear [is
‘unclear’ correct?] ‘safe harbours’ developed over years of interpretation and advisory opinions. The setting of care and relevant payment
frameworks will have an impact on such analyses. The AKS is a criminal
statute, and it is administered by the Department of Health and Human
Services Office of Inspector General and the Department of Justice. In
addition to the AKS, which is intended to prevent undue remuneration
to physicians that induce prescribing in the US, transfers of value to
physicians and institutions outside of the US may come under scrutiny
under the Foreign Corrupt Practices Act (FCPA). The FCPA prohibits
bribery of foreign officials, including certain physicians and institutions
affiliated with governments, and addresses accounting transparency
requirements under the Securities Exchange Act of 1934. Companies

typically maintain extensive compliance programmes to ensure adherence to these requirements, and ensure that all payments to healthcare
practitioners and institutions are bona fide in nature and based on fair
market value.

Reporting transfers of value
22 What requirements apply to recording and publishing
details of transfers of value to healthcare professionals and
organisations by companies marketing medicinal products or
medical devices?
Payments to US physicians and teaching hospitals (and, from 2022, to
advance practice nurses and physician assistants as well) are subject to
a reporting scheme under the Physician Payments Sunshine Act, under
which such transfers of value – including indirect payments – by manufacturers are routinely reported and posted on a government-run ‘Open
Payments’ website in considerable detail.

ENFORCEMENT OF ADVERTISING RULES
Enforcers
23 Describe the bodies involved in monitoring and ensuring
compliance with advertising controls for medicinal products
and medical devices, distinguishing between any selfregulatory framework and control by the authorities.
The Food and Drug Administration maintains three centres for regulating drug, biological and medical device products:
•
the Center for Drug Evaluation and Research, which includes the
Office of Prescription Drug Promotion, which regulates most drug
and biological promotion;
•
the Center for Biologics Evaluation and Research, which includes
the Advertising and Promotional Labeling Branch, which regulates
promotion of certain biological products, such as cell and gene
therapies, blood products and vaccines; and
•
the Center for Devices and Radiological Health, which maintains a
similar function for device promotion.
These organisations develop guidance, review complaints, conduct
surveillance on promotion (eg, at scientific meetings, in social media),
review materials when submission is required and pursue enforcement
when appropriate. The FTC’s Division of Advertising Practices has a
primary role with respect to monograph over-the-counter (OTC) drug
products and non-restricted medical device advertising.
While the primary trade associations in this area – such as PhRMA
and AdvaMed – maintain various compliance codes, they do not operate
self-regulatory systems for adjudicating promotional disputes. The
National Advertising Division of the Better Business Bureau does maintain such mechanisms, but it is largely focused on consumer product
claims, such as for OTC drugs and devices.

Sanctions
24 What are the possible financial or other sanctions for breach
of advertising and promotional controls for medicinal
products or medical devices?
In most cases, agency findings relating to non-compliant promotion are
the subject of an enforcement letter and remediation by the recipient.
However, in cases of significant violations, the consequences can include
civil and criminal penalties, imprisonment, exclusion from government
healthcare programmes, including corporate integrity agreements, and
liability under statutes such as the False Claims Act due to inducement
of claims for government payment.
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Unlicensed products

PRICING AND REIMBURSEMENT
Pricing
25 What are the controls imposed on pricing of medicines
and medical devices and reimbursement by national social
security systems that are applicable to manufacturers,
distributors and pharmacists?
This varies greatly in the US. While there are complex systems governing
issues such as providing best price and rebates on pricing in certain
government programmes, and government programmes may consider
data in coverage and reimbursement decisions, many such programmes
are obligated to pay for all covered drugs, while controlling use via
formulary reviews, tiering and other mechanisms. Some, particularly in
the device area, may utilise health technology assessment processes.
In commercially run insurance programmes, consideration of costeffectiveness and associated analyses has become routine, and various
formulary and other mechanisms are used to control use accordingly.
A particular current focus is the development of value-based arrangements with payers, in which the manufacturer and payer share risk,
and payment is based on product performance in the relevant patient
population. The Affordable Care Act remains under legal challenge by
the Trump administration, which could impact the entire US healthcare system, and Congress has been considering various proposals for
reforming drug pricing in the United States. At this juncture, any significant changes will likely be under a future administration.

27 What rules apply to the manufacture and importation and
supply to healthcare providers of unlicensed medicines or
medical devices?
Companies can communicate information regarding their pipeline to
healthcare practitioners, and may present such information in scientific
exchange settings, such as bona fide scientific meetings. However, there
is a general prohibition against promoting or commercialising investigational products or uses prior to approval. More information can be
provided to other audiences, such as payers and investors.

Compassionate use
28 What rules apply to the establishment of compassionate use
programmes for unlicensed products?
There are two pathways for compassionate use. The first is compliance
with FDA rules for providing expanded access to a patient under an IND,
found at Chapter 21 of the Code of Federal Regulations section 312.310.
Such an investigational new drug (IND) may be sponsored by the company
or the patient’s physician, but the regulations generally reserve compassionate use for patients with serious or life-threatening conditions who
are not eligible for clinical trials. The second is providing access under
the Right to Try Act framework adopted in 2018, which has rarely been
utilised owing to the lack of any IND requirement or FDA oversight.

SALE AND SUPPLY
OFF-LABEL USE AND UNLICENSED PRODUCTS

Regulation

Off-label use
26 May health professionals prescribe or use products for ‘offlabel’ indications? May pharmaceutical companies draw
health professionals’ attention to potential off-label uses?
Yes, health professionals may prescribe products ‘off-label’ in the practice of medicine, although that does not ensure that the product will
be subject to coverage and reimbursement for that use, and medical
malpractice liability is also a constraint. Pharmaceutical companies
generally must refrain from communicating off-label information to
physicians in a manner that suggests an off-label intended use, or is
false or misleading. However, there are significant protections under
the First Amendment to the US Constitution for speech by pharmaceutical and medical device companies, and some companies rely on
such protections to communicate truthful and non-misleading off-label
information. In addition, the Food and Drug Administration (FDA) has
liberalised aspects of its regulatory guidance in response to development First Amendment case law, and now permits, under certain
parameters, (1) broad communication of information that is not found
in an approved label but is nonetheless consistent with the approved
label, and (2) communication to payers of information regarding unapproved products and uses, albeit without claims. In addition, companies
can communicate off-label information in scientific exchange settings,
such as by presenting data at scientific meetings or responding to
unsolicited requests from health practitioners. The FDA has recently
proposed a new rule defining ‘intended use’ for medical products, which
could also have an impact on the parameters of manufacturer communications relating to products.

29 Are there special rules governing the dispensing or sale of
particular types of medicinal products or medical devices?
Beyond general prescription status, drug products may be subject to
special restrictions, known as Risk Evaluation and Mitigation Strategies,
that may – to maintain the benefit-risk balance for the product – require
adherence to various controls over prescribing, dispensing and patient
access, including registries, training and agreements. Controlled
substances are also subject to special restrictions at both the federal
and state level, which may vary depending on how they are scheduled
by the Drug Enforcement Administration. Medical devices may also be
made subject to certain dispensing or sale restrictions or conditions of
use as part of approval.

Online supply
30 What laws and guidelines govern online dispensing, sale and
supply of medicinal products and medical devices?
Drug and device products dispensed online are not exempt from the
general rules relating to prescribing prescription products, and such
products must be subject to appropriate regulatory approvals and clearances. Foreign online pharmacies may not ship drug products into the
United States. Various federal and state laws apply to online pharmacies and suppliers, including associated telemedicine functions, such as
a federal prohibition on the prescribing of controlled substances online,
and a wide array of rules at the state level relating to valid prescriptions, licensing, practice of pharmacy, reciprocity among jurisdictions,
and other areas.
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UPDATE AND TRENDS
Forthcoming legislation and regulation
31 Is there any current or foreseeable draft legislation or other
rules that will affect the regulation of pharmaceuticals and
medical devices? What is likely to change, and what steps
need to be taken in preparation?
At present, the primary legislative and regulatory focus is on drug
pricing, with various approaches being adopted, ranging from permitting importation of lower-priced drugs to consideration of some form of
international reference pricing. It is unclear if any such legislation will
be enacted prior to the November presidential election in the United
States. In addition, the Affordable Care Act remains subject to legal challenge, and, if that law is overturned, it would have a major impact on
the healthcare system and will result in consideration of legislation. In
addition, in the coming years, the various Food and Drug Administration
(FDA) user fee statutes, which often include additional substantive
regulatory changes, will be considered. Companies should carefully
consider the major proposals to evaluate the potential impact on their
products and business, and consider engaging with legislators and the
relevant agencies.

Daniel A Kracov
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Washington, DC 20001-3743
United States
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Coronavirus
32 What emergency legislation, relief programmes and other
initiatives specific to your practice area has your state
implemented to address the pandemic? Have any existing
government programmes, laws or regulations been amended
to address these concerns? What best practices are advisable
for clients?
In response to the covid-19 pandemic, the United States has adopted
extensive legislation focused on ensuring that the pandemic response
is both funded and coordinated. For example, the government has
provided billions of dollars for the development and procurement of
covid-19 countermeasures, including vaccines, therapeutics and diagnostics. Moreover, limitations on telemedicine have been relaxed to
permit widespread delivery of physician services; a development that
is likely to persist beyond the pandemic. At present, Congress is considering additional steps, including liability protections for businesses
responding to the pandemic similar to those afforded to manufacturers
of pandemic countermeasures. Concurrently, pursuant to emergency
declarations, the FDA has issued various Emergency Use Authorizations
(EUAs) to permit, on a temporary basis, use of unapproved products
and unapproved uses of cleared or approved products if they present
a benefit that outweighs the risks for covid-19 patients based on the
totality of the evidence.
Companies have been evaluating their pipelines and products
for products that can contribute to the pandemic, and it is critical that
companies understand the EUA process, the various processes for
obtaining funding and the bases upon which they can obtain immunity
from liability under current legislation. It is equally important to avoid
what may be considered fraudulent claims for covid-19-related products, as both the FDA and the Federal Trade Commission have been
aggressively targeting companies that they believe may be misleading
physicians or patients.
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