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INTRODUCTION

Contributed by: Christian Lopez Silva, Jane Hobso and Oren Livne, Baker McKenzie

Baker McKenzie has the insider knowledge and
global reach to help clients anticipate and man-
age new risk, being one of the largest dedicated
global life sciences and healthcare groups in the
legal industry, comprising over 800 lawyers in
45 jurisdictions. The firm's expertise and expe-
rience in the global life sciences market stretch
over 60 years, further enhanced by lawyers who
have higher scientific degrees, hold leadership

Contributing Editor

Christian Lopez Silva is a
partner and head of the
healthcare and life sciences
group of Baker McKenzie in
Mexico. He is a member of the
Latin America and North
America healthcare steering committees.
Christian has been advising clients for more
than 20 years on life sciences regulatory law,
pharmaceutical law and biotechnology
matters. He also advises on transactional and
intellectual property matters for the
registration, manufacturing, import,
distribution, advertising, labelling,
commercialisation and post-market vigilance
of medicines, medical devices, food and
beverages, cosmetics, seeds, veterinary
products, chemicals, cannabis, alcohol and
tobacco. He has won against the local
regulator in key litigation cases on complex
regulatory questions. Christian is a member of
the Healthcare and Life Sciences Committee of
the IBA and a founder of the Health Regulation
Committee of the Mexican Association of
In-House Lawyers (ANADE).
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and advisory positions with industry associa-
tions, and bring previous experience working
as in-house counsel for big pharma, medtech
companies and regulators such as the EMA
and other ministries of health. Baker McKenzie
provides deep industry expertise in key areas
of law, including transactions, tax, compliance,
employment, intellectual property investiga-
tions, disputes and healthcare regulatory.

Co-Authors

Jane Hobso is a corporate
partner in Baker McKenzie's
London office. She heads the
London private M&A practice
and is a member of the global
and EMEA healthcare and life
sciences steering committees. Her practice
focuses on cross-border M&A, licensing
transactions and joint ventures in the
pharmaceutical and healthcare sector. Jane
has substantial expertise in life sciences
transactions, having advised on some of the
biggest M&A deals in the industry in the last
decade.
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Oren Livne is a corporate
partner in Bake McKenzie's New
York/Princeton office. He
advises a wide range of
healthcare and life sciences
clients, from start-ups to
multinationals, on a variety of corporate and
transactional matters. He focuses on complex
collaboration and licensing agreements, joint
ventures, spin outs, commercial contracts,
M&A and other IP transactions. Prior to joining
the firm, Oren co-founded a university
technology transfer office and managed its
licensing operations. He is a guest lecturer in
the law and business classes at New York
University, and has authored several licensing
and intellectual property articles.

Baker McKenzie

Edificio Virreyes
Pedregal #24, Floor 12th

Col. Lomas Virreyes
aKer

Mexico City

McKenzie.

Tel: +52 55 4335 6419

Fax: +52 52 79 2999

Email: Adrian.Rodriguez-Montfort@bakermckenzie.com
Web: www.bakermckenzie.com
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Contributed by: Christian Lopez Silva, Jane Hobso and Oren Livne, Baker McKenzie

Life Sciences: an Introduction

The life sciences industry continues to be active
and creative. 2022 was a rough year in gener-
al terms and the life sciences industry did not
escape its own trials and tribulations, but it con-
tinues to forge ahead and adapt to challenges
caused by economic, social and political strife
across the globe. Investment opportunities are
reaching near pre-pandemic levels, and tradi-
tional M&A activity is expected to pick up slightly.
Some industry players have taken advantage of
opportunities to expand, including establishing
manufacturing operations across the globe in a
special effort to secure their supply chain. How-
ever, other companies have disappeared, espe-
cially those which depended on a few products,
and a number of key players have experienced
lay-offs.

The global regulatory landscape is hyperac-
tive. The EU pharmaceutical legislation is under
review and the far-reaching changes that are
being contemplated could have a profound
effect on industry players doing business in that
region. Despite efforts, regulatory authorities
across the globe continue to lag behind when
it comes to developing legal frameworks in syn-
chronisation with advances brought about by
digital transformation. On a positive note, some
countries — such as Costa Rica, Brazil and Mex-
ico —are taking steps towards regulatory harmo-
nisation. It has yet to be seen, however, when
and how the harmonised regulatory frameworks
will be implemented.

Digital transformation is a fact of life within the
industry, bringing important advances in tel-
emedicine, allowing healthcare professionals
to make better, more informed decisions and
empowering patients. Reliance on Al is espe-
cially important in connection with research and
development, clinical trials and healthcare.
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The industry's response to the supply chain
challenges caused by the pandemic has proven
effective for many key players. ESG considera-
tions have been overshadowed by other pri-
orities in some cases, although corporate gov-
ernance remains in the forefront. 2023 will be
especially important for the medical cannabis
industry as the regulatory framework across
the globe becomes more consistent and more
favourable to development. Government inter-
vention in pricing is at a level never seen before,
including in jurisdictions where such intervention
was taboo not that long ago. The industry faces
huge pressure as costs increase, but profits are
at risk due to tighter budgets, stricter price con-
trols and stricter reimbursement regulations.

Finally, risks to intellectual property are very real
concerns for the industry, with loss of exclusivity
being the principal worry, be it caused by pat-
ent cliffs or the over-riding of patent protection
related to public health emergencies.

MG&A and transactional activity

The annual JPMorgan conference in January
finally occurred in person after several years as
a virtual event, and is an example of renewed
enthusiasm for industry growth. The industry
seems to prefer smaller transactions, with a
focus on smaller bolt-on acquisitions and licens-
ing deals. The sector has also seen many spin-
offs and carve-outs, with companies continuing
the trend of focusing on their core areas and
disposing of non-core assets, freeing up cash
to drive more investment in prioritised areas and
higher growth spaces. Despite the slowdown,
digital transformation, supply chain issues, sus-
tainability and portfolio optimisation continue to
be drivers for M&A activity and provide opportu-
nities to add or expand capabilities. Numerous
ccompanies that fared well during the pandemic
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are investing and are expressly open to acquisi-
tions.

EU life sciences regulatory landscape

Since the pandemic, the regulatory landscape in
the EU has changed at a rapid pace, and the role
of the EU in health policies has been strength-
ened in an unprecedented way.

The European Commission is due to publish its
proposal for a review of the EU pharmaceutical
legislation in the first quarter of 2023. The scope
of the review is far-reaching and there is concern
amongst industry players that the new legislation
may veer towards access and affordability rather
than the promotion of innovation. The contem-
plated changes include is a proposed reduction
of regulatory data protection periods and orphan
market exclusivities.

The review also addresses shortages and secu-
rity of supply, and making medicines more sus-
tainable. All this will translate into added respon-
sibilities for the industry and stronger EU control.

Digital transformation

Digital transformation is no longer a hot topic;
it's a given. With the help of this transformation,
companies are innovating at lightning speed
and continuing to partner with tech companies
through collaboration agreements or outright
acquisitions. Corporate cultural shock continues
to be a challenge but less so than in the past,
since the new generation of life sciences execu-
tives is more than prepared to lead the digital
transformation of the industry.

We are seeing a flurry of legislation attempting to
keep up with these advances and to manage the
vast amount of data generated. The alignment of
this upcoming legislation with all relevant secto-
ral and horizontal laws remains a crucial aspect.
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Telemedicine

Telemedicine and remote healthcare were forced
upon patients because of the pandemic, as gov-
ernments quickly implemented temporary regu-
latory frameworks to accommodate the emer-
gency. This rapid transformation has led to new
players in telemedicine, online pharmacies and
other forms of the digital delivery of healthcare.
Many governments have now converted the
temporary frameworks into permanent regula-
tions, and other governments have implemented
full-blown regulatory frameworks for telemedi-
cine and remote healthcare. The result is that
telemedicine and remote healthcare, especially
involving medical devices, has been legitimised
in patients' eyes. Once hesitant, often resistant
to accept telemedicine and remote care when it
was forced upon them by the pandemic, patients
have now learned to trust and even prefer the
options.

Research and development

The active biotech and pharmaceutical pipeline
nurtured by the pandemic has calmed down
as companies prefer to be more focused and
more conservative in their research and devel-
opment activities. This is due largely to the fact
that many players have faced costly failures with
what were expected to be promising success
stories over the past year. As focus narrows,
areas of special interest include treatments for
rare diseases, cancer, Alzheimer's, diabetes,
obesity and vaccines, including mRNA-based
vaccines and therapies. Artificial intelligence
has invaded R&D and brings with it promises
for speed, efficiency and lower costs; however,
this new and somewhat unknown world triggers
regulatory demands that will be hard to meet in
the short term.
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Clinical trials

Clinical trials were a huge challenge during the
pandemic but, as with telemedicine, the solu-
tions around clinical trials that evolved during
the pandemic have now been adopted to make
trials more efficient. Virtual clinical trials, hybrid
clinical trials and decentralised trials coexist with
in-person trials, where feasible. In addition, the
area of clinical trials is heavily influenced by Al,
although the regulations have not yet caught
up with Al's influence. Diversity and inclusion
have fortunately spread to clinical trials as well,
with companies heeding consumer demands
for diversity in clinical trials as statistics reveal
the damage that lack of diversity has caused on
health in diverse communities.

Al

Artificial Intelligence is the new industry buz-
zword, and is especially key to R&D and clinical
trials. It has also proven to be both useful and
effective in medical imaging. The most recent
example reveals that radiologists in Hungary
used Al technology on real patients and, after a
test on more than 275,000 breast cancer cases,
Al software matched the performance of human
radiologists when acting as the second reader of
mammography scans. This is only one of many
trials using Al with medical imaging, with similar
SucCcess.
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Conclusion

The complexities of the life sciences industry
continue to grow exponentially, as do the accom-
panying legal issues. These complex legal issues
must be analysed by viewing the whole picture,
taking into account the geographic scope and
effects as well as the broad legal reach, which
often goes well beyond one area of law. Most
importantly, however, the analysis must be sup-
ported by deep knowledge of the life sciences
industry. Counsel must be not only legal experts,
but also trusted partners, and industry knowl-
edge is essential in order to be a trusted partner.
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Herbst Kinsky Rechtsanwalte has become one
of Austria’s leading commercial law firms since
its establishment in 2005. Its specialised and
highly committed lawyers combine many years
of experience gained abroad and in reputable
Austrian law firms. The firm’s practice covers a
full range of services in all areas of commercial,
corporate, civil and public law, including bank-
ing, insurance and capital markets, corporate

Authors

Sonja Hebenstreit is a partner at
Herbst Kinsky Rechtsanwalte
GmbH, which she joined in
2005. She specialises in the
fields of intellectual and
industrial property law, unfair
competition, life sciences and data protection.
Sonja represents Austrian and international
clients — including (biotech) start-ups and
numerous pharmaceutical and medical devices
companies — in a variety of regulatory, licensing
and contractual issues, as well as in data
protection, unfair competition and
reimbursement matters.

183 CHAMBERS.COM

and M&A, IP, IT and life sciences, antitrust and
competition, data protection, real estate, dis-
pute resolution and arbitration. Herbst Kinsky
Rechtsanwalte has established a particularly
strong presence in the field of life sciences and
healthcare. The firm’s clients range from large
international privately held and publicly listed
companies to SMEs, as well as start-ups.

Anna-Maria Minihold has been
an associate at Herbst Kinsky
Rechtsanwélte GmbH since
April 2021 and is admitted to the
Vienna Bar. She specialises in
the areas of data protection, IT,
IP and life sciences. Prior to that Anna-Maria
was an associate at a renowned commercial
law firm, where she advised the Austrian
subsidiaries of an international consulting
network on IT and data protection matters. In
2018, Anna-Maria completed her LLM degree
at the University of Vienna in information and
media law. From 2017 to 2020, she worked as
a legal expert at the Austrian Economic
Chamber. Anna-Maria also holds the CIPP/E
(Certified Information Privacy Professional/
Europe) data protection certification.
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Danielle Noe joined Herbst
Kinsky Rechtsanwélte GmbH as
an associate in 2022 and
specialises in the areas of life
sciences, IP and data protection
law. From 2016 to 2017, she
worked as a scientific collaborator for the
interdisciplinary and international project
ClinhiPS at the University of Vienna’s Institute
of Constitutional and Administrative Law
(Department of Medical Law), where she later
became a research assistant from 2017 to
2021. Her main research focus lies in the field
of biotechnology law - in particular, the
regulation of new and innovative therapies.
Danielle also teaches medical law at the
Medical University of Vienna.

Herbst Kinsky Rechtsanwaélte

Dr Karl Lueger Platz 5
Vienna
A-1010
Austria

Tel: +43 1 904 21 80

Fax: +43 1 904 21 80 210
Email: office@herbstkinsky.at
Web: www.herbstkinsky.at
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1. Life Sciences Regulatory
Framework

1.1 Legislation and Regulation for
Pharmaceuticals and Medical Devices
Austrian medicinal products law is strongly
determined by EU legislation. However, at a
national level, the Austrian Medicinal Products
Act (Arzneimittelgesetz, or AMG) constitutes the
primary legal basis with regard to pharmaceu-
ticals (“medicinal products”) for human use. It
implements the main EU legal acts in this respect
— specifically, Directive 2001/83/EC.

Specific provisions in relation to medicinal prod-
ucts can also be found in other Austrian laws,
such as the Austrian Pharmaceutical Products
Import Act (Arzneiwareneinfuhrgesetz, or AWEG)
or the Austrian Prescription Act (Rezeptpfli-
chtgesetz). Furthermore, the manufacture and
distribution of medicinal products is governed
by several national ordinances (Durchfiihrungs-
verordnungen), which are based on the AMG,
including the Medicinal Products Operations
Ordinance (Arzneimittelbetriebsordnung, or
AMBO).

Medicinal products law is also increasingly regu-
lated by directly applicable EU regulations - for
example, Regulation (EC) 726/2004 (see 3.4 Pro-
cedure for Obtaining a Marketing Authorisa-
tion for Pharmaceutical and Medical Devices),
Regulation (EU) 536/2014 (“Clinical Trials Regu-
lation”, or CTR), and Regulation (EC) 1394/2007
(“Advanced Therapy Medicinal Products Regu-
lation”, or ATMPR).

As of 26 May 2021, medical devices are main-
ly governed by the Regulation (EU) 2017/745
(“Medical Devices Regulation”, or MDR), which
is complemented by the Austrian Medical Devic-
es Act 2021 (Medizinproduktegesetz, or MPG)
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providing for rules regarding the safety, function-
ality and quality of medical devices with regard
to their construction, operation, use and main-
tenance. Since 26 May 2022, in vitro diagnostic
(IVD) devices have been governed by Regulation
(EU) 2017/746 (“In Vitro Diagnostics Regulation”,
or IVDR), which is likewise complemented by the
MPG. The MPG came into force on 1 July 2021
for medical devices and on 26 May 2022 for IVD
devices.

The competent national authority for medici-
nal products, medical devices and IVD is the
Austrian Federal Office for Safety in Healthcare
(Bundesamt fur Sicherheit im Gesundheitswes-
en, or BASG). The BASG is responsible for the
approval and control of medicinal products in
Austria, as well as for the control and approval
of clinical trials (see 2.2 Procedure for Secur-
ing Authorisation to Undertake a Clinical Trial).
Together with the competent European agen-
cies, the BASG further monitors nationally the
medicinal products, medical devices and IVD
devices already on the market with regard to
their efficacy, safety, production, transport and
storage.

1.2 Challenging Decisions of Regulatory
Bodies That Enforce Pharmaceuticals
and Medical Devices Regulation

Decisions by regulatory bodies qualify as spe-
cific administrative acts (Bescheide), which can
be challenged by the addressee — or by a third
party having a legal interest, if applicable — by
lodging an appeal with the regulatory body that
has issued the administrative act. The decision
on the appeal is made by the competent admin-
istrative court.

Appeals against administrative acts must be
made in writing and - unless regulated other-
wise in the respective regulation — filed within
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four weeks of the date of the decision to be chal-
lenged. There is no legal obligation for the appel-
lant to be represented by an attorney.

1.3 Different Categories of
Pharmaceuticals and Medical Devices

In Austrian medicinal products law, various cri-
teria exist on the basis of which medicinal prod-
ucts are categorised and regulated differently.
By way of an example, the AMG distinguishes
between medicinal products that are available
for the patient only upon prescription and OTC
medicinal products available without prescrip-
tion. Medicinal products requiring prescription
may not be advertised to the general public
(“lays”) but, rather, only to healthcare profes-
sionals under the preconditions laid down in the
AMG.

The AMG makes another relevant distinction
between medicinal products that are, in princi-
ple, subject to marketing authorisation — known
as “medicinal specialties” (Arzneispezialitéten)
— and medicinal products not subject to such
authorisation. Furthermore, the AMG differenti-
ates on the basis of the material composition
of a medicinal product (eg, biological medicinal
products, herbal medicinal products, radioactive
medicinal products, or homeopathic medicinal
products).

Likewise, medical devices may be qualified by
the Ministry of Health as requiring a prescription
or as only available through certain specialised
dealers. Prescription-only medical devices may
not be advertised to the general public either.
However, in practice, the vast majority of medi-
cal devices are freely available and not qualified
as prescription-only or exclusively available in
specialist stores.
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There is also an essential distinction between
IVD devices — to which the IVDR applies — and
other medical devices, which are subject to the
MDR. In addition, the MDR/IVDR differentiate on
the basis of the purpose or use of a medical
device (eg, active device, implantable device,
invasive device, or single-use device) and its
inherent risks (Class |, lla, llb, Ill medical devices/
Class A, B, C and D IVD devices).

2. Clinical Trials

2.1 Regulation of Clinical Trials

The regulatory system for clinical trials of medici-
nal products has undergone a comprehensive
restructuring as of 1 February 2022, aimed at
further harmonising the rules on the conduct of
clinical trials within the EU member states. The
legal framework of clinical trials on medicinal
products is now essentially defined by the CTR,
thereby replacing the former system for clinical
trials based on Directive 2001/20/EC. Supple-
mentary provisions for national implementa-
tion and within the scope of so-called opening
clauses of the CTR have been introduced into
the Austrian legal system through the AMG by
an amendment in Federal Law Gazette | 2022/8.

If genetically modified organisms (GMO) are
used for therapeutic purposes — as defined in
Section 4(24) of the Austrian Gene Technology
Act (Gentechnikgesetz, or GTG) — in the course
of a clinical trial, a prior permit according to Sec-
tion 74 of the GTG must be obtained in addition.

Clinical trials of medical devices (known as “clin-
ical investigations”) are mainly regulated by the
MDR and clinical trials of IVD devices (known
as “performance studies”) are regulated by the
IVDR. Supplementary provisions have been
included in the MPG.
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For non-interventional studies, the provisions
of the CTR and the MDR/IVDR do not apply.
Instead, there are specific national provisions in
the AMG and the MPG for these studies, includ-
ing provisions concerning data protection and
inspections by the BASG. The following may
also apply:

* general provisions of civil, criminal and data
protection law;

« specific rules for clinical research under, for
example, the Austrian Hospital and Sanatoria
Act (Krankenanstalten- und Kuranstaltenge-
setz, or KAKuG) or the Austrian University Act
2002 (Universitatsgesetz, or UG).

The ordinance concerning the reporting obliga-
tion on non-interventional studies of medicinal
products was repealed by Federal Law Gazette
I 2022/374, so there is no longer an obligation
to report such studies on medicinal products
performed in Austria. Also with regard to medi-
cal devices, the legislator has thus far not made
use of its authorisation to provide for a reporting
obligation on non-interventional studies through
ordinance.

2.2 Procedure for Securing Authorisation
to Undertake a Clinical Trial

As of 31 January 2023, all new applications
for clinical trials of medicinal products must
be submitted in accordance with the CTR. The
authorisation procedure is initiated by the spon-
sor sending the application dossier to the EU
member states concerned via the EU portal,
known as the Clinical Trials Information System
(CTIS). The reporting member state must then
carry out a validation within ten days and notify
the sponsor via the portal of the results. In Aus-
tria, the BASG is responsible for the validation
procedure, whereby the ethics committee can
issue an opinion on certain parts of the applica-
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tion (Section 31, paragraph 4 of the AMG). The
validation procedure is followed by the evalua-
tion procedure, which is divided into the follow-
ing two parts.

*In Part |, a co-ordinated assessment of the
application between the reporting and con-
cerned member states takes place, in which
aspects of the clinical trial — such as whether
it is minimally interventional, the expected
therapeutic and public health benefits, and
the risk of harm posed to the trial subjects —
are evaluated. The assessment report must
be prepared and submitted within 45 days of
validation; however, this term may be extend-
ed under certain conditions. The responsi-
bilities regarding Part | of the assessment
procedure are divided nationally between the
BASG and an assessing ethics committee
(Section 35 of the AMG).

Part Il of the evaluation procedure includes
the aspects that are to be assessed nationally
by each member state — for example, require-
ments for informed consent, patient recruit-
ment, and subject insurance. The evaluation
report must also be submitted within 45 days
of validation. In Austria, the responsibility for
preparing the assessment report in Part Il is
assigned to the evaluating ethics committee.

The decision to authorise the clinical trial must
then be taken by each member state within five
days of the conclusion of the evaluation proce-
dure. If a timely notification is not made, the con-
clusion regarding Part | of the assessment report
is automatically deemed to be the decision of
the respective member state.

The approval of a clinical investigation into a
medical device for the purposes of the conform-
ity assessment referred to in Article 62, para-
graph 1 of the MDR essentially follows the MDR.
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Depending on the type of investigation, different
procedures are provided for (eg, authorisation
procedure / notification procedure / instruction
procedure).

An application for authorisation must be sub-
mitted electronically to the BASG. Upon receipt
of the application, the BASG shall carry out the
validation within ten days.

With regard to Class | investigational devices or
Class lla/llb non-invasive devices, the clinical
investigation may be commenced immediately
after validation — provided that the BASG has
confirmed proper notification and the ethics
committee has given a favourable opinion (ie,
notification procedure).

In the case of other investigational devices
(Class lll investigational devices or Class lla/llb
invasive devices), the clinical investigation may
only commence after notification of the authori-
sation by the BASG - again with the prerequisite
that a favourable opinion by the competent eth-
ics committee must be provided. The decision
about the authorisation must usually be commu-
nicated to the sponsor within 45 days of valida-
tion (ie, authorisation procedure).

For clinical investigations of medical devices that
already bear a CE marking, thereby confirming
conformité européenne (“European conformity”),
a different procedure applies under certain con-
ditions (Article 74 MDR). The sponsor must notify
the BASG of the conduct of such investigation
at least 30 days before it begins. In this case,
the BASG will confirm the notification without
further subsequent assessment (ie, information
procedure).

Clinical investigations of medical devices for
other purposes than the demonstration of con-
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formity are also subject to prior approval by the
BASG if they have an impact on the diagnostics
and/or therapy of a trial subject (Article 82 of the
MDR, in conjunction with Section 13, paragraph
3 of the MPQG); otherwise, it is only necessary to
conduct an information procedure.

For performance studies on IVD devices, the
provisions of the MPG are largely applicable
mutatis mutandis — although there are certain
exceptions (see Article 66 et seq of the IVDR and
Section 36 of the MPG for comparison).

The foregoing does not apply to non-interven-
tional studies. At the national level, there is cur-
rently no obligation to report such to the BASG.

2.3 Public Availability of the Conduct of
a Clinical Trial

For medicinal products, information on clinical
trials initiated under the CTR as of 31 January
2022 (including start and end dates of the trial,
details of the sponsor, and trial results) is pub-
licly available on the EU Clinical Trials website.
Information on clinical trials initiated under the
former system of Directive 2001/20/EC (before
31 January 2022) may still be accessed via the
EU Clinical Trials Register.

For clinical investigations and performance
studies under the MDR and the IVDR, currently
no publicly accessible register is provided at EU
or national level. However, information on such
trials will be accessible via the EUDAMED data-
base as soon as the entire EUDAMED system
has been declared fully functional. According
to recent estimates, full functionality shall be
achieved in the second quarter of 2024.

At national level, the former register for non-
interventional studies of medicinal products
was discontinued following the repeal of the


https://euclinicaltrials.eu/
https://www.clinicaltrialsregister.eu/
http://(https://health.ec.europa.eu/system/files/2023-01/md_eudamed_timeline_en.pdf

AUSTRIA [ AW AND PRACTICE

Contributed by: Sonja Hebenstreit, Anna-Maria Minihold and Danielle Noe, Herbst Kinsky Rechtsanwalte

ordinance concerning the reporting obligation
on non-interventional studies in 2022 and has
not been (publicly) accessible since 1 Decem-
ber 2022. The option to provide for the main-
tenance of a (publicly accessible) register for
non-interventional studies of medical devices
via ordinance was likewise not exercised by the
legislator.

2.4 Restriction on Using Online Tools to
Support Clinical Trials

In Austria, it is not generally prohibited to con-
duct the consent procedure remotely or to
remotely supervise certain tasks/procedures
carried out at home by a physician. Remote
access to source data for the purpose of moni-
toring is also permissible; however, this only
applies to original electronic medical records
and where a correspondingly validated record
system is being used.

In December 2022, a recommendation paper on
decentralised (remote) elements in clinical trials
was published by the EU Decentralised Clini-
cal Trial (DCT) project team, comprising experts
from the Clinical Trial Coordination Group, the
Clinical Trial Expert Group, European Medicines
Agency (EMA) scientific committees, EMA work-
ing parties, and EMA staff. This document also
includes guidance concerning national provi-
sions on the use of online tools in clinical stud-
ies within the EU.

As regards special measures due to COVID-19,
see 11.2 Special Measures Relating to Clinical
Trials.

2.5 Use of Data Resulting From the
Clinical Trials

Clinical studies involve the processing of
patients’ contact and health information, which
may qualify as personal data as defined by Arti-
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cle 4(1) of the General Data Protection Regula-
tion (EU) 2016/679 (GDPR). To the extent that
patients are identified or at least identifiable in
data resulting from the clinical trial, these data
sets must also be qualified as personal (sensi-
tive) data.

The processing of personal data in the context of
a clinical trial is generally based on the patient’s
consent pursuant to Article 6, paragraph 1(a) in
conjunction with Article 9, paragraph 2(a) of the
GDPR. Accordingly, any disclosure of personal
data to third parties must be covered by this
consent.

2.6 Databases Containing Personal or
Sensitive Data

The processing of personal data (including sen-
sitive data) within databases is subject to com-
pliance with the GDPR and the Austrian Data
Protection Act (Datenschutzgesetz, or DSG).

3. Marketing Authorisations
for Pharmaceutical or Medical
Devices

3.1 Product Classification:
Pharmaceutical or Medical Devices

The distinction between medicinal products and
medical devices is made in accordance with the
product definitions as set forth in the AMG (Sec-
tion 1, paragraph 1) and the MDR (Article 2(1)).

“Medicinal products”, within the meaning of the
AMG, are substances or preparations of sub-
stances that either:

« are intended for use in or on the body and as
agents with properties to cure or alleviate or
prevent diseases or pathological complaints
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(so-called presentation medicinal products);
or

* may be applied in or on the body or admin-
istered to a human or animal (so-called
functional medicinal products) with a view to
either:

(a) restoring, correcting or modifying physi-
ological functions by a pharmacological,
immunological or metabolic action; or

(b) making a medical diagnosis.

According to the MDR, the term “medical device”
means any instrument, apparatus, appliance,
software, implant, reagent, material or other arti-
cle intended by the manufacturer to be used,
alone or in combination, for human beings for
one or more of the following specific medical
purposes:

+ diagnosis, prevention, monitoring, prediction,
prognosis, treatment or alleviation of disease;

« diagnosis, monitoring, treatment, alleviation
of, or compensation for, an injury or disability;

* investigation, replacement or modification of
the anatomy or of a physiological or patho-
logical process or state;

« providing information by means of in vitro
examination of specimens derived from the
human body, including organ, blood and tis-
sue donations.

and which does not achieve its principal intend-
ed action by pharmacological, immunological
or metabolic means, in or on the human body,
but which may be assisted in its function by
such means. Furthermore, devices for the con-
trol or support of conception, as well as certain
products specifically intended for the cleaning,
disinfection or sterilisation of devices shall be
deemed medical devices.
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The distinction between medicinal products and
medical devices can be made, in most cases,
on the basis of the principal mode of action of
the product (see Article 1, paragraph 6(b) of the
MDR). A product with an essentially pharmaco-
logical, immunological or metabolic action is not
to be classified as a medical device. The princi-
pal mode of action of medical devices is mostly
of a physical or mechanical kind.

In the case of diagnostic devices, distinction
must be made on the basis of the nature of the
product (substance/instrument, apparatus, etc)
and the place of application (in vivo or in vitro).
Detailed — albeit not legally binding — guidances
for the delimitation of borderline products can
be found in a document entitled “MDCG 2022-5:
Guidance on borderline between medical devic-
es and medicinal products under Regulation
(EU) 2017/745 on medical devices”, published
by the Medical Device Co-ordination Group in
late April 2022, and in the “Manual on Borderline
and Classification in the Community Regulatory
Framework for Medical Devices”.

In Austria, manufacturers of products (or their
representatives) may initiate a procedure with
the BASG, whereby questions concerning the
product classification - including the demar-
cation between the medicinal product and the
medical device status of the product — will be
clarified (Section 10 of the MPG and Section 49a
of the AMG).

3.2 Granting a Marketing Authorisation
for Biologic Medicinal Products

Within the meaning of the AMG, the term “bio-
logical medicinal products” comprises:

« certain immunological medicinal products;
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« certain medicinal products manufactured
by using human blood or blood plasma as a
starting material; and

» medicinal products listed in Annex I(1) and
(1a) Regulation (EC) 726/2004, such as:

(@) medicinal products developed by means
of recombinant DNA technology, con-
trolled expression of genes coding for
biologically active proteins in prokaryotes
and eukaryotes (including transformed
mammalian cells), or hybridoma and
monoclonal antibody methods; and

(b) ATMP.

Austrian law does not provide for a marketing
authorisation procedure specific to biological
medicinal products. However, for medicinal
products listed in Annex 1(1) and (1a) Regulation
(EC) 726/2004, a central marketing authorisation
according to said regulation is mandatory. In
addition, differences with regard to the required
application documents may arise for different
types of biological medicinal products.

Furthermore, the AMG contains specific pro-
visions for certain immunological medicinal
products, as well as medicinal products manu-
factured by the use of human blood or blood
plasma. According to Section 7, paragraph
6e of the AMG, for example, blood and blood
components intended for direct transfusion are
exempt from the obligation to obtain a marketing
authorisation. Also, there may be an additional
requirement of a batch release as a prerequi-
site for supplying certain biological medicinal
products in national Austrian law (see Section
26 of the AMG). Lastly, specific provisions for
so-called biosimilars can be found in Section 10,
paragraph 8 of the AMG.
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3.3 Period of Validity for Marketing
Authorisation for Pharmaceutical or
Medical Devices

A national marketing authorisation of a medicinal
product is generally granted by the BASG for a
period of five years (Section 20, paragraph 1 of
the AMG). An extension of the marketing authori-
sation (at the request of the marketing authorisa-
tion holder) is valid without a time limit, unless
the BASG again sets a time limit of five years for
reasons of pharmacovigilance.

If an authorised medicinal product has not actu-
ally been placed on the domestic market within
three years of the marketing authorisation being
granted or has not been on the market for three
consecutive years, the marketing authorisation
may expire in accordance with Section 22 of
the AMG (the so-called sunset clause). In cer-
tain cases, the marketing authorisation must
also be revoked. Similar rules apply according
to Regulation (EC) 726/2004 with regard to the
period of validity of marketing authorisations for
medicinal products authorised under the cen-
tralised procedure.

The placing on the market of medical devices is
not subject to a marketing authorisation; howev-
er, the manufacturer must perform a conformity
assessment procedure (see 3.4 Procedure for
Obtaining a Marketing Authorisation for Phar-
maceutical and Medical Devices). According to
Article 56 of the MDR, certificates of conformity
issued by the notified bodies will be valid for the
period they indicate, which must not exceed five
years. Upon application by the manufacturer,
the validity may be extended for further peri-
ods (of no more than five years), based on a re-
assessment. The CE marking will be suspended,
restricted or withdrawn if a notified body finds
that the requirements of the MDR are no longer
met by the manufacturer.
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3.4 Procedure for Obtaining a Marketing
Authorisation for Pharmaceutical and
Medical Devices

There are, in practice, four different procedures
for obtaining a marketing authorisation for
medicinal products.

+ For medicinal products according to Annex |
Regulation (EC) 726/2004 (eg, ATMP), mar-
keting authorisation must be obtained via the
centralised procedure. Under certain condi-
tions (see Article 3, paragraph 2), the cen-
tralised procedure is also available for other
medicinal products. A marketing authorisa-
tion obtained in the centralised procedure is
issued by the European Commission and is
valid in all EU member states. Applications
must be submitted to the EMA.

For other medicinal products, marketing
authorisation may be obtained under the
national procedure according to Sections 7 et
seq of the AMG via application to the BASG.
The BASG is also the competent authority for
issuing the national marketing authorisation,
which is only valid on Austrian territory.
Where a national authorisation already exists
in a member state, it may be extended to the
territory of other member states through a
mutual recognition procedure (Section 18a of
the AMG).

For medicinal products that cannot be
authorised under the centralised procedure,
a marketing authorisation in different EU
member states may be applied for through a
decentralised procedure (Section 18a of the
AMG).

Variations to marketing authorisations are gov-
erned by Regulation (EC) 1234/2008 for all types
of authorisations. Depending on the degree of
health risk and the impact on quality, safety and
efficacy, either a simple notification procedure, a
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notification obligation with a prohibition reserva-
tion or a prior authorisation procedure is required.
In contrast, applications for authorisation exten-
sions (eg, in the case of relevant changes to the
active substance) must be evaluated according
to the same procedure as the application for the
original authorisation.

Transfers of marketing authorisations obtained
under the centralised procedure must be applied
for with the EMA according to the procedure set
down in Regulation (EC) 2141/96. Otherwise, the
procedure is governed by Section 25 of the AMG
according to which a declaration of waiver of the
authorisation by the previous marketing authori-
sation holder and a declaration of acceptance by
the transferee must be submitted to the BASG.

Placing medical devices and IVD devices on the
market is not subject to obtaining a marketing
authorisation. Medical devices or IVD devices,
however, may only be placed on the market or
put into service if they comply with the MDR/
IVDR. Specifically, they must meet the general
safety and performance requirements, tak-
ing into account their intended purpose. Also,
an assessment of the conformity of the device
must be conducted and a corresponding dec-
laration of conformity issued. Depending on the
risk classification of a medical device, a notified
body must be involved in the process. Conform-
ity with the applicable requirements is indicated
by CE marking of the product. Transfers of CE
markings are not provided for in the MDR/IVDR.

3.5 Access to Pharmaceutical and
Medical Devices Without Marketing
Authorisations

As far as medicinal products are subject to a
marketing authorisation, the marketing authori-
sation is a prerequisite for lawful placing on the
market in Austria. For this reason, opportunities
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to supply such medicinal products to patients
without a marketing authorisation are limited.
Nevertheless, there are a number of exceptions
to this principle. The following are among the
exceptions to the authorisation requirement.

» Named Patient Use (Section 8, paragraph 1(2)
of the AMG) — no marketing authorisation is
needed if a physician or dentist authorised
to practise independently in Austria certifies
that:

(@) a medicinal product is urgently needed to
prevent a threat to life or serious damage
to the health of a specific patient; and

(b) this threat or damage cannot be pre-
vented with an authorised and available
medicinal product according to the state
of the art.

+ Compassionate Use Programmes (Section
8a of the AMG and Article 83 of Regulation
(EC) 726/2004) — marketing authorisation is
not needed within Compassionate Use Pro-
grammes, which may be established (subject
to prior approval by the BASG) for a defined
group of patients suffering from a debilitating
chronic or severe disease or whose disease
is life-threatening and cannot be satisfacto-
rily treated with an authorised and available
medicinal product.

« Clinical trials (Section 8, paragraph 1(1) of the
AMG) — medicinal products intended for the
use in non-clinical or clinical studies or clini-
cal trials do not need a marketing authorisa-
tion.

+ Hospital exemption (Section 7, paragraph 6a
of the AMG and Article 28 of Regulation (EC)
1394/2007) — ATMP that are manufactured on
a non-routine basis in Austria on the basis of
an individual medical prescription specifically
for a particular patient, in order to be used
on that patient in an Austrian hospital under
the exclusive professional responsibility of
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a physician, are not subject to a marketing
authorisation.

« Officinal and magisterial medicinal prepara-
tions (Section 7, paragraphs 2 and 3 of the
AMG,) - certain medicinal products manu-
factured in pharmacies are not subject to a
marketing authorisation.

Further exemptions are listed in Sections 7 et
seq of the AMG.

It should be noted that the marketing authorisa-
tion is a prerequisite for placing medicinal prod-
ucts on the market, but not for their use. For this
reason, medicinal products can in principle be
used on patients beyond the scope of their mar-
keting authorisation (off-label use). In this con-
text, however, there are increased obligations on
the part of the physician to provide information
to the patient.

With regard to medical devices and IVD devic-
es, the MDR/IVDR provide for exemptions from
the obligation of CE marking for custom-made
devices, investigational devices and devices for
performance studies (Article 20 of the MDR and
Article 18 of the IVDR). Furthermore, the plac-
ing on the market and putting into service of a
medical device for which no conformity assess-
ment has been carried out may be authorised
by the BASG in specific cases upon request for
reasons of public health or patient health and
safety (Article 59 of the MDR, Article 54 of the
IVDR and Section 12 of the MPG).

As per the above-mentioned definition of Named
Patient Use, if a physician or dentist authorised
to practise independently in Austria confirms
that a medical device is required for a specific
patient in order to avert a danger to life or a seri-
ous impairment of health — and that the treat-
ment cannot be expected to be successful with



AUSTRIA [ AW AND PRACTICE

Contributed by: Sonja Hebenstreit, Anna-Maria Minihold and Danielle Noe, Herbst Kinsky Rechtsanwalte

a medical device for which conformity assess-
ment procedures have already been carried out
— then such authorisation is not necessary. The
same applies to medical devices used in con-
nection with certain deployments of the Federal
Armed Forces (Section 12, paragraphs 2 and 3
of the MPG).

Finally, under certain conditions there are far-
reaching exemptions from the obligations of
the MDR/IVDR for in-house products that are
manufactured and used only in healthcare facili-
ties (Article 5, paragraph 5 of the MDR/IVDR and
Section 9 of the MPG).

3.6 Marketing Authorisations for
Pharmaceutical and Medical Devices:
Ongoing Obligations

Holders of a marketing authorisation for a medic-
inal product must operate a pharmacovigilance
system (Section 75i et seq of the AMG). Within
the framework of this system, the holder must,
among other things:

+ appoint a pharmacovigilance officer;

* keep a pharmacovigilance master file;

+ operate a risk management system;

» monitor the results of risk minimisation meas-
ures;

* monitor pharmacovigilance data; and

» subject the pharmacovigilance system to
regular audits.

The applicable law also provides for reporting
obligations (Section 75j of the AMG, Article 28
of Regulation (EC) 726/2004 and Article 107 of
Directive 2001/83/EC) and information obliga-
tions of the holder (Section 75m of the AMG). In
addition, holders are obliged to regularly prepare
periodic safety update reports (PSUR) and trans-
mit them electronically to an archive maintained
by the EMA.
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Other obligations of the holder include the fol-
lowing:

+ The holder must inform the BASG about the
date of actual placing on the market of a
medicinal product, as well as a temporary or
permanent removal from the market (Section
21 of the AMG).

* The holder must ensure that complete
documentation of all activities related to the
marketing authorisation or the medicinal
product is available at all times (Section 24b
of the AMG).

« If there are concerns regarding the risks of the
medicinal product, the holder may face addi-
tional requirements or conditions imposed by
the BASG, such as the performance of post-
authorisation safety studies. If findings on the
disease or clinical methodology indicate that
previous assessments of efficacy may need
to be significantly corrected, an efficacy study
must be imposed (Section 19a of the AMG).

For medical devices and IVD devices, the MDR/
IVDR require the manufacturer to plan, establish,
document, implement, maintain and update a
post-market surveillance system as part of the
quality management system in a manner appro-
priate for the risk class and type of the prod-
uct (Article 83 of the MDR and Article 78 of the
IVDR). To this end, a post-market surveillance
plan must be established (Article 84 of the MDR
and Article 79 of the IVDR) and post-market sur-
veillance reports must be prepared and updat-
ed (Article 85 of the MDR and Article 80 of the
IVDR). Further obligations concern, for example,
the preparation of PSUR (Article 86 of the MDR
and Article 81 of the IVDR), the reporting and
analysis of serious incidents and safety correc-
tive measures (Articles 87 and 89 of the MDR
and Articles 82 and 84 of the IVDR) and trend
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reports (Article 88 of the MDR and Article 83 of
the IVDR).

3.7 Third-Party Access to Pending
Applications for Marketing Authorisations
for Pharmaceutical and Medical Devices
On an EU level, a list of medicinal products
under current evaluation under the centralised
procedure is published monthly by the EMA. A
list of all medicinal products that have received
a marketing authorisation under the centralised
procedure is provided in the “Union Register”
published by the European Commission. This
register includes information on the name of
a product, the registration number, name and
address of the marketing authorisation holder,
the active substance, the therapeutic indication,
and relevant documents — as well as suspended,
withdrawn or refused marketing authorisations.

On a national level, the BASG keeps a pub-
lic register of all medicinal products for which
a national marketing authorisation has been
obtained  (Arzneispezialitdtenregister).  Any
granting, variation, cancellation and transfer of
a marketing authorisation must be entered into
this register. Entries regarding the granting of a
marketing authorisation include information on
the authorisation number, the name of the prod-
uct, the authorisation holder, prescription-only
or narcotic status, and the composition of the
medicinal product.

Furthermore, the BASG operates an internet
portal on medicinal products for public infor-
mation purposes. In addition to information on
the granting of a marketing authorisation and
the variation of a medicinal product, the BASG
shall (inter alia) publish the technical informa-
tion and approved directions for use, information
on approved variations, and the conditions and
constraints of marketing authorisations. Also,
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every expert opinion provided in the context
of an application for marketing authorisation
shall be published after all confidential informa-
tion in the party’s commercial interest has been
removed.

For products authorised via a mutual recognition
procedure, information can be found in the MRI
Product Index. Information on medical devices
and IVD devices (including summaries of safety
and clinical performance) and their manufactur-
ers and importers, as well as certificates, may be
publicly accessed via the EUDAMED database.

3.8 Rules Against lllegal Medicines and/
or Medical Devices

The core Austrian regulations concerning the
protection of the legal supply chain against fal-
sified medicinal products and active substances
were implemented in the AMG by Federal Law
Gazette 1 2013/48 in implementation of Directive
2011/62/EU. These include, inter alia, the follow-
ing (legislative) measures.

* The outer packaging of specific medicinal
specialties intended for human use must bear
safety features and a mechanism to detect
possible tampering with the outer packaging
(Section 17, paragraph 5a of the AMG) (see
also the AMBO).

* The counterfeiting of medicinal products,
active substances or excipients — as well
as the stockpiling, exporting and import-
ing of counterfeit medicinal products, active
substances or excipients with the aim of
transferring them to another person — and
the offering, procuring, transferring of such
products are criminal offences punishable by
imprisonment, as are the counterfeiting and
falsification of commercial packages or other
documents relating to medicinal products,
active substances or excipients.
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* There are increased obligations for entities
involved in the distribution chain — for exam-
ple, when a medicinal product is authorised,
a manufacturer must attach written confirma-
tion to the application that they have verified
and established the active substance manu-
facturer’'s compliance with Good Manufactur-
ing Practice (GMP) by means of audits.

+ Counterfeit medicines, active ingredients,
excipients and related documents can be
confiscated by the authorities (Section 82¢ of
the AMG).

With regard to medical devices and IVD devic-
es, Section 5 of the MPG prohibits the erection,
installation, putting into service, or use of such
products if there are reasonable grounds for
suspecting or establishing that they are falsified.
According to the MDR and the IVDR, importers
of medical devices and IVD devices are obliged
to inform the competent authority if they suspect
such product to be falsified (Articles 13 and 14
of the MDR/IVDR). Authorities may confiscate,
destroy or otherwise render inoperable falsi-
fied devices or IVD devices if it is necessary to
protect public health (Article 93 of the MDR and
Article 88 of the IVDR).

3.9 Border Measures to Tackle
Counterfeit Pharmaceutical and Medical
Devices

If certain facts indicate that falsified medicinal
products, active substances, excipients or doc-
uments are being transported to or from Austria,
the customs authorities are authorised to seize
them. They shall immediately report the seizure
to the competent public prosecutor’s office
(Section 82d of the AMG).

With regard to medical devices and IVD devices,
border controls may suspend the release of falsi-
fied products for free circulation on the commu-
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nity market on the basis of Article 27, paragraph
3 of Regulation (EC) 2008/765. In this case, they
shall immediately notify the market surveillance
authorities of such suspension.

4. Manufacturing of
Pharmaceutical and Medical
Devices

4.1 Requirement for Authorisation for
Manufacturing Plants of Pharmaceutical
and Medical Devices

The manufacture of medicinal products (includ-
ing packaging, labelling and final release of the
finished product) may only be carried out based
on a manufacturing authorisation (known as an
“operating licence”) to be applied for in accord-
ance with the AMG.

The authorisation is granted by the BASG upon
application, in which the applicant must provide
details of:

+ the nature, scope and location of the intend-
ed manufacturing activity;

+ the nature, size, equipment, dedication and
location of the premises (as well as their fur-
nishings and equipment);

+ the nature of the technical equipment; and

+ the appointed Qualified Person (QP)
(sachkundige Person) who needs to be appro-
priately qualified, experienced and reliable.

Another prerequisite for the manufacturing
licence is a trade permit for the manufacturing
of medicinal products. This is issued, in accord-
ance with the Trade Act (Gewerbeordnung, or
GewQ), by the Trade Authority — ie, the compe-
tent district administrative authority (Bezirksver-
waltungsbehdrde) at the intended manufacturing
site. Such permit requires the nomination of a
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“managing director under trade law” (gewer-
berechtlicher Geschéftsfihrer) who is appropri-
ately qualified (as further defined in the GewO).

The manufacturing licence will only be issued
after a successful on-site inspection of the
manufacturing premises by BASG in which the
authority checks compliance with the require-
ments of the AMBO and that the quality of the
medicinal products as required for the health
and life of humans (or animals) is ensured on the
basis of the provided facts. The statutory time-
frame for issuing a manufacturing licence is 90
days from the submission of a complete applica-
tion. Any additional requests by the authority or
missing information identified in the inspection
will lead to a clock-stop.

The manufacturing authorisation is granted for
a specific site, for specific manufacturing activi-
ties and types of medicinal products as speci-
fied in the application, and - in principle — for
an unlimited period. However, the authorisation
remains subject to regular GMP inspections by
the BASG, and can be withdrawn in the case
of any detected and non-remedied deficiencies.

The manufacture of medical devices and IVD
devices is not subject to a specific governmental
authorisation. However, requirements as appli-
cable to any manufacturing activity — for exam-
ple, those under construction law and under
trade law regarding operating plants — will apply.

5. Distribution of Pharmaceutical
and Medical Devices

5.1 Wholesale of Pharmaceutical and
Medical Devices

In order to be able to carry out wholesale dis-
tribution of medicinal products, a wholesale
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dealer licence (WDL) is required (also called an
“operating licence”). Such WDL is required not
only if the respective entity actually carries out
physical handling and storage of medicinal prod-
ucts, but also for selling and supplying medicinal
products — even though the actual logistics are
outsourced to a third party (likewise requiring a
WDL itself).

The WDL is granted by the BASG upon applica-
tion, in which the applicant must provide details
of:

+ the nature, scope and location of the intend-
ed distributing activity;

« the nature, size, equipment, dedication and
location of the premises as well as their fur-
nishings and equipment;

» the nature of the technical equipment;

+ the appointed responsible person (fachkun-
dige Person) for wholesale distribution being
appropriately qualified, experienced and
reliable.

Furthermore, a trade permit is also required for
the wholesale of medicinal products (see 4.1
Requirement for Authorisation for Manufac-
turing Plants of Pharmaceutical and Medical
Devices). Such permit requires the nomination
of a managing director under trade law who is
appropriately qualified.

The WDL may only be issued after a successful
on-site inspection of the wholesale distribution
site by the BASG. The statutory timeframe for
issuing a WDL is 90 days from the submission of
a complete application. Any additional requests
by the authority or missing information identified
in the inspection will lead to a clock-stop.

The WDL is granted for a specific site and for
specific distribution activities as specified in the
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application, and in principle for an unlimited peri-
od. However, the authorisation remains subject
to regular Good Distribution Practice inspections
by the BASG, and can be withdrawn in the case
of any detected and non-remedied deficiencies.

For the distribution of medical devices, no
licence comparable to the WDL is necessary.
However, a trade licence and an appropriately
qualified managing director under trade law are
necessary.

Finally, according to Section 67 of the MPG,
registration in the publicly accessible Medical
Devices Register is mandatory for all persons or
entities who are responsible for placing medi-
cal devices on the market for the first time in
the European Economic Area (EEA) and who are
domiciled in Austria.

5.2 Different Classifications Applicable
to Pharmaceuticals

See 1.3 Different Categories of Pharmaceuti-
cals and Medical Devices.

6. Importation and Exportation
of Pharmaceuticals and Medical
Devices

6.1 Governing Law for the Importation
and Exportation of Pharmaceutical
Devices and Relevant Enforcement
Bodies

The importation and transfer of “pharmaceutical
products” (Arzneiwaren) is regulated under the
AWERG. In this context, it should be noted that
the term “pharmaceutical products” is not identi-
cal with the term “medicinal product” as defined
in the AMG or Directive 2001/83/EC —rather, it is
based on the customs tariff regulations of Regu-
lation (EEC) 2658/87. The AWEG therefore does
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not apply to all medicinal products. Also, medi-
cal devices are explicitly excluded from its scope
(Section 1, paragraph 2 of the AWEG).

Provisions for parallel imports of medicinal prod-
ucts are regulated in the AMG (in particular, Sec-
tion 10c). Products that have been authorised
for parallel import are exempt from the notifica-
tion obligation under the AWEG. Furthermore,
obligations for importers and exporters are pro-
vided by the AMBO (see, for example, Section
4a). Specific provisions for the importation of
investigational medicinal products are regulat-
ed in the CTR (Articles 61 and 63). The transfer
of investigational medicinal products within the
EEA (and Switzerland) is exempt from the noti-
fication obligation under the AWEG (Section 6,
paragraph 2 of the AWEG).

The BASG is competent to issue import certifi-
cates and receive notifications under the AWEG
and to supervise compliance with the AMG, the
AWEG and the CTR. In addition, certain powers
are granted to the customs administration under
the AWEG.

General and specific obligations with regard
to the importation of medical devices and IVD
devices are laid down in the MDR/IVDR (see,
in particular, Articles 13 and 60 of the MDR and
Articles 13 and 55 of the IVDR) and enforced by
the BASG as the competent authority.

6.2 Importer of Record of
Pharmaceutical and Medical Devices
According to Section 4 of the AWEG, the follow-
ing entities are entitled to apply for an import
permit or carry out an importation notification
for pharmaceutical products:

* public pharmacies;
* hospital pharmacies; and
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+ companies authorised to distribute pharma-
ceutical products in a state within the EEA.

The entitlement to apply for a parallel import
authorisation is granted to the following entities,
according to Section 9 of the AMG:

* professionals authorised to manufacture or
wholesale the medicinal product concerned;

« operators of domestic public pharmacies; and

* pharmaceutical companies established within
the EEA who are authorised to place the
medicinal product concerned on the market.

Depending on their activities (eg, repackag-
ing), importers may be subject to the operating
licence requirement of Section 63 of the AMG
(see also 4.1 Requirement for Authorisation for
Manufacturing Plants of Pharmaceutical and
Medical Devices and 5.1 Wholesale of Phar-
maceutical and Medical Devices).

The MDR and the IVDR do not provide for spe-
cific legal requirements to act as the importer of
record of medical devices or IVD devices. How-
ever, they define the importer as “any natural or
legal person established within the Union that
places a device from a third country on the Union
market”. Importers shall register in accordance
with Article 28 of the MDR/IVDR.

6.3 Prior Authorisations for the
Importation of Pharmaceuticals and
Medical Devices

Under the AWEG, importation of pharmaceutical
products from a state outside of the EEA is sub-
ject to a prior importation permit issued by the
BASG. Importation of pharmaceutical products
from a state within the EEA shall be notified to
the BASG in advance.
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Section 11 of the AWEG, however, provides for
extensive exceptions to these requirements,
including exceptions for:

» medicinal products for which a marketing
authorisation or an authorisation for parallel
import has been obtained;

» medicinal products for Named Patient Use;

» medicinal products for use in a Compassion-
ate Use Programme;

» medicinal products needed in event of emer-
gencies; or

» medicinal products for personal use, in an
amount corresponding to the usual personal
needs of the traveller concerned.

Parallel importation of medicinal products is
subject to a prior authorisation by/notification
to the BASG in accordance with Section 10c of
the AMG (see also Article 57, paragraph 1(o) of
Regulation (EC) 726/2004 for medicinal products
authorised under the centralised procedure).

The importation of medical devices and IVD
devices does not require any specific authori-
sation under the MDR/IVDR or the MPG.

6.4 Non-tariff Regulations and
Restrictions Imposed Upon Importation
Which products are subject to the restrictions
under the AWEG is determined by the classifica-
tion of goods according to the tariff and statisti-
cal nomenclature of the EU pursuant to Regula-
tion (EEC) 2658/87. Only products that fall under
the subheadings of the combined nomenclature
taxatively listed in Section 2(1) of the AWEG (eg,
subheading 3002 20, 3002 30, 3004) are to be
considered “pharmaceutical products” within
the meaning of the AWEG.
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6.5 Trade Blocs and Free Trade
Agreements

Austria is a member of the WTO. Furthermore, as
a member state of the EU, Austria participates
in free trade agreements concluded by the EU
member states. It is worth noting that the current
EU sanctions against Russia do not provide for
trade blocs of medicinal products and medical
devices.

7. Pharmaceutical and Medical
Device Pricing and Reimbursement

7.1 Price Control for Pharmaceuticals
and Medical Devices

The price basis of a medicinal product is the
manufacturer’s factory or depot selling price
(Fabriksabgabepreis/Depotabgabepreis, or FAP/
DAP). Furthermore, the respective “mark-ups”
(wholesale and pharmacy mark-ups, regulated
by law) and VAT are added to this price. The
FAP/DAP can be freely determined by the com-
pany authorised to distribute and the Ministry of
Health needs to be informed of this price.

For those medicinal products that are included
in the list of reimbursable medicinal products,
the so-called Reimbursement Code (Erstat-
tungskodex, or EKO), the “EU average price”
is relevant. This average price constitutes the
maximum possible FAP/DAP for reimbursable
products. For the purpose of calculating the EU
average price, the Price Commission of the Min-
istry of Health considers the medicinal products
with the same active ingredient, active ingredient
strength, dosage form and identical (or approxi-
mately identical) package size.

The determination of the EU average price by

the Price Commission takes place six months
after the application for inclusion in the EKO is
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submitted. This is repeated 18 months after the
first price determination and 24 months after the
second price determination. The Price Commis-
sion can initiate a new price determination 18
months after the third price determination.

In the case of medicinal products that are not
included in the EKO but exceed an annual turno-
ver of EUR750,000 at the expense of the public
health insurance (based on the FAP, in the pre-
vious 12 months), the Umbrella Organisation of
the Austrian Social Insurance (Dachverband, or
DVB) must immediately notify the Price Commis-
sion, which then has eight weeks to determine
an EU average price for the medicinal product.
If the determined EU average price is lower than
the applied price, the company authorised to
distribute must reimburse the difference to the
social insurance institutions within six months
of the date on which the sales threshold was
exceeded.

The DVB applies the principles of price deter-
mination in accordance with the rules of proce-
dure for the issuance of the EKO, as well as the
economic evaluation criteria of the Therapeutic
Products Evaluation Commission, and negoti-
ates the reimbursement price with the manufac-
turer on this basis. Once an agreement has been
reached, the reimbursement price specified in
the EKO is binding, albeit subject to adaptation
in accordance with the EU average price. If, on
the other hand, a medicinal product is removed
from the EKO by decision of the DVB, the com-
panies authorised to distribute the drug have the
option to appeal to the administrative court.

Furthermore, specific price regulations apply if a
successor product with the same active ingredi-
ent (generic or biosimilar) is available in the EKO.
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With regard to generics, the price of the first
generic successor product must be at least 50%
below the price of the original branded product
whose patent protection has expired. The price
of the second generic successor product must
be 18% lower than the price of the first succes-
sor product, and the price for the third succes-
sor product must be 15% lower than the price
of the second successor product. The price
of the original product must be reduced by at
least 30% within three months of the inclusion
of the first generic product in the EKO. If there
is a third successor product, all other providers
must reduce the price to the price of the third
product. Additional successors must offer price
reductions of at least EUR0.10 in order to be
included in the EKO.

With regard to biosimilars, the price of the first
successor product must be at least 38% lower
than the original product. The price of the sec-
ond successor product must be at least 15%
lower than that of the first successor product,
and the price of the third successor product
must be at least 10% lower than that of the
second successor product. After that, the same
regulation applies as for generics (ie, the origi-
nal product must reduce its price by 30% within
three months, etc).

No legal price control mechanisms are available,
in principle, for medical devices and IVD devices.

7.2 Price Levels of Pharmaceutical or
Medical Devices

The price of a medicinal product can in principle
be freely determined by the company authorised
to distribute it but is limited by the EU average
price of said product (as further detailed in 7.1
Price Control for Pharmaceuticals and Medical
Devices).
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No legal price-control/price-setting mechanisms
are available, in principle, for medical devices
and IVD devices.

7.3 Pharmaceuticals and Medical
Devices: Reimbursement From Public
Funds

The Austrian General Social Security Act (Allge-
meines Sozialversicherungsgesetz, or ASVG)
states that, in case of illness, the insured per-
son is entitled to health treatment comprising
the provision of remedies (Heilmittel) — a term
that includes medicinal products, in particular.
According to the ASVG, the medical treatment
must be sufficient and appropriate, but it must
not exceed the extent of what is necessary.

Austria is one of the few EU countries in which
the costs of reimbursable medicinal products
prescribed by a physician are, in principle, cov-
ered in full for the patients insured in the pub-
lic insurance system. Patients only have to pay
a flat fee (“prescription fee”) in pharmacies.
Exemption from the prescription fee is possible
under certain conditions.

Medicinal products that have been included in
the EKO can be prescribed at the expense of the
health insurance institutions (see 7.1 Price Con-
trol for Pharmaceuticals and Medical Devices).
Other medicinal products are only reimbursed in
medically justified individual cases.

Regarding medical devices and IVD devices,
no system comparable to the EKO exists. The
Austrian Social Security Act does not refer to
“medical devices” as such but to Heilbehelfe
and Hilfsmittel (therapeutic aids), which are reim-
bursed - subject to a 10% deductible (or a cur-
rent minimum of EUR39) - if they are prescribed
by a physician. Typically, medical device/IVD
device manufacturers sign contracts with the
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social insurance institutions in order to avoid the
social insurance institutions requesting a cost
estimate in advance regarding devices if no con-
tract between the social insurance institutions
and the manufacturer is in place.

7.4 Cost-Benefit Analyses for
Pharmaceuticals and Medical Devices
Any entity authorised to distribute a medicinal
product approved and available in Austria may
apply for inclusion in the EKO. The medicinal
products undergo a pharmacological, medical-
therapeutic and health economic evaluation with
regard to their eligibility for reimbursement. In
this process, the DVB is supported by the Medi-
cines Evaluation Commission (Heilmittel-Evalu-
ierungs-Kommission, or HEK), an independent
advisory body that is not bound by instructions.
The HEK’s recommendations form the basis of
the DVB’s decisions.

The EKO is divided into three areas (known as
“boxes”).

* The Green Box contains medicines that the
health insurance institutions reimburse to the
socially insured without special authorisation.
These are freely prescribable.

* The Yellow Box includes those drugs that the
social insurance institutions consider to have
a significant additional therapeutic benefit for
patients, but which were not included in the
Green Box for medical or economic reasons.
For these medicines, health insurers reim-
burse the insured if the prescription has been
approved by their chief medical office (dark
yellow area RE1). In some cases, a retrospec-
tive control is also accepted (light yellow area
RE2).

* The Red Box contains medicinal products for
a limited time while the company’s request for
inclusion in the EKO is being reviewed. During
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this period, the costs are covered only if there
is approval from the chief medical office of
the social insurance institutions.

Finally, even the so-called “no-box” medicinal
products - ie, products for which no application
has been made to be included in the EKO — can
be reimbursed if the individual prescription has
been approved by the chief medical office. As
this option is usually chosen for very expensive
medicines, the Austrian legislator has introduced
a requirement that the EU average price shall be
relevant to these products if turnover exceeds
EUR750,000 (see 7.1 Price Control for Pharma-
ceuticals and Medical Devices).

Changes within the boxes and deletions from
the EKO are possible both at the request of the
company authorised to distribute the product
and the DVB (supported by the HEK’s recom-
mendations).

If the social insurance institution refuses reim-
bursement in an individual case, the patient can
file an action before the civil courts (in social law
matters). In these proceedings, the court reviews
the social insurance institution’s decision typi-
cally with the help of a specific expert and is
entitled to decide on the reimbursement. The
court’s decision may be challenged before the
Higher Regional Court and, eventually, before
the Supreme Court.

Regarding medical devices and IVD devices, no
system comparable to the EKO exists. For reim-
bursement of medical devices and IVD, see 7.3
Pharmaceuticals and Medical Devices: Reim-
bursement from Public Funds.
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7.5 Regulation of Prescriptions and
Dispensing by Pharmacies

Essentially, retailing of medicinal products may
only be made by pharmacies. Medicinal prod-
ucts requiring prescription may only be provided
to patients upon prescription by a physician.

So far, the aut idem rule has not been imple-
mented into Austrian law. Pharmacists are
required to dispense to the patient the actual
medicinal product prescribed (even if, for exam-
ple, a generic product is available). The pharma-
cist can only offer the patient a pharmaceutical
equivalent if the prescribed product is not avail-
able in the pharmacy.

Medical devices and IVD devices are not phar-
macy-only products.

8. Digital Healthcare

8.1 Rules for Medical Apps

For medical apps that qualify as medical devic-
es, the MPG as well as the MDR constitute the
major regulatory framework.

Software (including apps) qualifies as a medical
device if:

+ it is intended for human use, as determined
by the manufacturer;

+ it is intended - alone or in combination — to
fulfil one or more of the specific medical
purposes listed in Article 2(1) of the MDR (see
3.1 Product Classification: Pharmaceutical
or Medical Devices); and

+ it does not achieve its principal intended
action by pharmacological, immunological or
metabolic means — in or on the human body
— but may be assisted in its function by such
means.
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Guidance on the qualification and classifica-
tion of software in Regulation (EU) 2017/745
and Regulation (EU) 2017/746 is provided in the
“MDCG 2019-11".

In addition, medical apps may also be qualified
as an “accessory of a medical device”, accord-
ing to Article 2(2) of the MDR. An accessory of
a medical device is “an article which, whilst not
being itself a medical device, is intended by its
manufacturer to be used together with one or
several particular medical device(s) to specifi-
cally enable the medical device(s) to be used
in accordance with its/their intended purpose(s)
or to specifically and directly assist the medical
functionality of the medical device(s) in terms of
its/their intended purpose(s)”.

8.2 Rules for Telemedicine

The term “telemedicine” is not defined by Austri-
an law. The Ministry of Health defines “telemedi-
cine” as the provision or support of healthcare
services using information and communica-
tion technologies, where either the patient and
healthcare provider or two different healthcare
providers are not present at the same location.

The legal permissibility of telemedical services
must be assessed on the basis of Section 49,
paragraphs 1 and 2 of the Austrian Physicians
Act 1998 (Arztegesetz, or ArzteG), according
to which the medical profession must be prac-
ticed lege artis and “directly and personally”.
These obligations are also contained in the
professional laws of the non-physician health-
care professions — for example, in the Austrian
Health Care and Nursing Act (Gesundheits- und
Krankenpflegegesetz, or GuKG). In the absence
of specific rules governing telemedicine, the
permissibility of telemedical applications in an
individual case needs to be judged on the basis
of whether the physician can obtain all the infor-
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mation necessary to clarify the state of health via
the digital channel and whether the requirements
of Section 49 of the ArzteG are therefore fulfilled.

According to the current specifications of the
Austrian Health Insurance Fund (Osterreichische
Gesundheitskasse, or OGK), which is the larg-
est Austrian health insurance fund, telemedical
services may only be reimbursed if the patient
concerned has already been treated personally
by the specific physician conducting the tele-
medical service.

Further, as regards the applicable legal frame-
work for telemedicine from a data protection
point of view, the GDPR, the DSG and the Aus-
trian Health Telematics Act 2012 (Gesundheits-
Telematikgesetz, or GTelG) must be observed.

8.3 Promoting and/or Advertising on an
Online Platform

There are no special regulations for the promo-
tion and advertising of medicinal products and
medical devices on online platforms available in
Austria. Therefore, the general requirements and
restrictions (eg, prohibition of lay promotion for
prescription-only medicinal products or medical
devices) as set out in the AMG (for medicinal
products) or in the MPG and MDR/IVDR (for
medical devices/IVD devices) apply.

8.4 Electronic Prescriptions

Every person insured in the Austrian public
social insurance system receives an “e-card”,
which provides information regarding the health
insurance coverage of the respective person.
Austria further provides for an optional, free-
of-charge central digital health solution known
as the Electronic Health Record (Elektronische
Gesundheitsakte, or ELGA).
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Electronic prescription (e-Rezept) is available
in Austria for prescriptions issued for medici-
nal products at the expense of the social insur-
ance institutions. These are no longer issued on
paper, but electronically, and saved in the e-card
system. The respective medicinal product can
be collected at the pharmacy either with the
e-card or the respective e-prescription code or
the e-prescription ID. Paper prescriptions are
still used for medicinal products that are not
reimbursed by the social insurance institutions.

Electronic medication (e-Medikation) is an
optional, free-of-charge application of ELGA that
can be used to prevent unwanted interactions
and multiple prescriptions of medications. Phy-
sicians and pharmacists thus have a better over-
view of which medications have been prescribed
and dispensed for a patient. Patients can opt out
of ELGA and e-Medikation.

8.5 Online Sales of Medicines and
Medical Devices

The online sale of medicinal products is only
permitted for pharmacies complying with the
requirements set forth in the AMG and the corre-
sponding Distant Selling Ordinance (Fernabsatz-
Verordnung). The Ordinance sets out the quality
criteria for pharmacies to comply with if they
wish to sell medicines via the internet.

The pharmacies willing to engage in online sales
need to be registered with the BASG for this
purpose. Only OTC medicinal products may be
sold online; the online sale of medicinal products
requiring prescription is not permitted.

The online sale of medical devices/IVD devices
is subject to the provisions set forth in Article 6
of the MDR/IVDR - in particular, medical devices
distributed via online channels must comply with
all obligations set out in the MDR.
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8.6 Electronic Health Records

In Austria, ELGA is operated as a central elec-
tronic health record (see 8.4 Electronic Pre-
scriptions). The GTelG contains special regula-
tions for the electronic processing of health data
and genetic data by healthcare providers (see
Article 4(13) and (15) of the GDPR). In the context
of health telematics, a healthcare provider is a
professional who — as a controller or processor
(as defined in Article 4(7) and (8) of the GDPR) —
regularly processes health data or genetic data
in electronic form for the following purposes:

» medical treatment or care;

* nursing care;

« invoicing of health services;
* insurance of health risks; or
+ exercise of patient rights.

9. Patents Relating to
Pharmaceuticals and Medical
Devices

9.1 Laws Applicable to Patents for
Pharmaceutical and Medical Devices

The Austrian Patent Act (Patentgesetz, or PatG)
is applicable in this regard. Medicinal products,
medical devices and IVD devices can be pro-
tected as patents, in principle, if they fulfil the
requirements as set forth in the PatG. There are
no special requirements with regard to patents
for medicinal products and medical devices. In
Section 2 of the PatG, however, it is clarified that
no patent protection is available for certain bio-
technological inventions (such as cloning) or sur-
gical or therapeutic procedures and diagnostic
procedures, owing to ethical and social factors.
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9.2 Second and Subsequent Medical
Uses

The question of whether a second or subse-
quent medical use of a known product is patent-
able must be answered based on the principle
requirements for patentability. In practice, the
main obstacle to patentability might be the
question of whether the subsequent indication
is actually new.

New dosage regimes would not be patentable,
even if these regimes make the medicinal prod-
uct more effective. The discovery of the use for
new patient populations might only be patent-
able if the new patient group can be clearly dis-
tinguished from the previously known group and
therefore regarded as new (and where the use for
this patient group is not already covered by the
previous patent).

9.3 Patent Term Extension for
Pharmaceuticals

An Austrian patent is granted for a maximum of
20 years. The patent holder, however, may apply
for a so-called Supplementary Protection Certifi-
cate (SPC) to extend a patent for ingredients of
medicinal products for up to five years in accord-
ance with Regulation (EC) 469/2009 concerning
the SPC for medicinal products (SPCR).

Third parties may challenge the granted SPC
on the grounds of invalidity according to Article
15 SPCR, whereby the application must be filed
with the Austrian Patent Office (Section 5 of the
Austrian Supplementary Protection Certificates
Act 1996 (Schutzzertifikatsgesetz)). For details
of an exemption from SPC protection, see 9.7
Procedures Available to a Generic Entrant.

Moreover, patented medicinal products that are
suitable for use in children (ie, paediatric medici-
nal products) may be granted six months addi-
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tional patent protection upon submission of a
Paediatric Investigation Plan (PIP).

9.4 Pharmaceutical or Medical Device
Patent Infringement

According to Section 22 of the PatG, the patent
owner has the exclusive right to manufacture,
place on the market, display or use the subject
matter of the invention, or to import or possess
it for the aforementioned purposes. Any infringe-
ment of that right without the consent of the pat-
ent owner constitutes a patent infringement.

However, the effect of the patent does not
extend to studies or trials and related practical
requirements, if these are necessary to acquire
marketing authorisation, approval or registration
under medicinal products law (as per the so-
called Bolar provision implemented in the PatG
in accordance with Directives 2004/27/EC and
2004/28/EC). Given that no marketing authorisa-
tion is required, no Bolar provision is available for
medical devices.

The scope of protection of the patent is limited
to the patent claims in the original patent appli-
cation (rather than the entire content of the pat-
ent or the descriptions, which may nonetheless
serve as interpretation guidance). In line with
Section 22b of the PatG, the protection of a pat-
ent for biological material endowed with certain
properties by virtue of the invention covers any
biological material obtained from such biological
material by generative or vegetative propagation
in the same or a different form and endowed with
the same properties.

In case of patent infringement, the patent owner
is entitled to injunctive relief, removal of unlawful
condition, damages/payment, and publication
of the judgment. The PatG further provides the
opportunity to ask for a preliminary injunction
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regarding the mentioned claims (except publi-
cation).

Injunctive relief may already be sought if the
infringement is imminent - ie, if there are reason-
able grounds to assume that the third party will
interfere with the patent rights in the near future.

9.5 Defences to Patent Infringement in
Relation to Pharmaceuticals and Medical
Devices

As mentioned in 9.4 Pharmaceutical or Medical
Device Patent Infringement, studies, trials, and
the resulting practical requirements therefrom
are excluded from the effects of the patent as
long as they are necessary for acquiring market-
ing authorisation, approval or registration under
medicinal products law. The PatG does not oth-
erwise differentiate between actual products
that can be protected by a patent and, as such,
does not contain any rules specific to medici-
nal products (with the above-mentioned Bolar
exemption) or medical devices.

The defendant in a patent infringement case will
typically try to claim that the patent in question is
null and void — for example, that the patent was
granted in error because the invention was not
new or is not patentable.

According to Section 36 of the PatG, the owner
of a newer patent can claim a licence to a prior
third-party patent — and consequently avoid pat-
ent infringement - if the newer invention consti-
tutes an important technical progress of con-
siderable economic significance and cannot be
realised without such licence. In case the patent
owner of the older patent refuses to grant such
licence, the Patent Office can decide upon the
licence grant (including an appropriate remuner-
ation therefore) upon application of the patent
owner of the younger patent.
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The PatG further provides for compulsory licenc-
es in the context of plant variety rights, in case of
public interest (see 11.7 Compulsory Licensing
of IP Rights for COVID-19-Related Treatments)
or because the third-party patent-holder is not
exercising its patent invention in Austria accord-

ingly.

9.6 Proceedings for Patent Infringement
In Austria, the patent-owner and the exclusive
licensee may file a patent infringement action.
The exclusively competent court for patent
infringement cases is the Vienna Commercial
Court (Handelsgericht Wien) — the decision of
which may be challenged before the Higher
Regional Court Vienna (Oberlandesgericht Wien)
and, ultimately, before the Supreme Court (Ober-
ster Gerichtshof).

The remedies available include claims for injunc-
tive relief, removal of unlawful condition, dam-
ages/payment and accounting, and publication
of the judgment.

In cases where the defendant claims that the
allegedly infringed patent is null and void, the
court may assess that question at its own dis-
cretion in the first instance and can suspend the
proceedings if it regards the nullity to be likely. In
such cases, the defendant must file a revocation
action with the Patent Office within one month;
otherwise, the court decides without further con-
sidering such defence.

9.7 Procedures Available to a Generic
Entrant

Generic medicinal products can be approved in
a related approval procedure if there is no pat-
ent or document protection and can be offered
on the market after the patent of the original
product has expired. Owing to the aforemen-
tioned Bolar provision (see 9.4 Pharmaceutical
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or Medical Device Patent Infringement), studies
or trials necessary to acquire marketing authori-
sation, approval or registration under medicinal
products law do not infringe patent law and may
therefore be carried out even though the patent
is still in force.

Since 2019, an exemption from the SPC protec-
tion — starting six months before the SPC expires
— is available for the generic production for the
purpose of exporting and for generic produc-
tion and storage for the first placing on the mar-
ket in the EU. National patent offices must be
informed about the production. An EU export
logo (as applicable) must be indicated on the
outer packaging for exports to third countries.

No patent linkage is in place - ie, the authorisa-
tion procedure for medicinal products and medi-
cal devices does not take patent protection into
account.

10. IP Other Than Patents

10.1 Counterfeit Pharmaceuticals and
Medical Devices

Medicinal products and medical devices/IVD
devices - in particular, their names, design and
packaging — might be subject to trade mark,
design or (eventually) copyright protection.
Trade mark and design protection requires an
application and registration, whereas copyright
protection is granted from the date the copy-
righted work is created.

In case the name, design or packaging is subject
to such protection, the Austrian Trade Mark Act
(Markenschutzgesetz, or MSchG), Design Act
(Musterschutzgesetz, or MuSchG) and Copyright
Act (Urheberrechtsgesetz, or UrhG) essentially
provide for claims for injunctive relief, removal
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of unlawful condition, damages/payment, and
publication of the judgment. Furthermore, trade
mark, design and copyright infringement may
even be criminally sanctioned (as a private pros-
ecution offence). The laws provide for sanctions
of imprisonment of up to two years or monetary
fines of up to 360 daily rates.

In addition to the remedies provided under the
respective IP laws, Regulation (EU) 608/2013
enables the right-holder of products protected
by specific IP rights (trade marks, designs, pat-
ents, SPC) to prevent counterfeit products from
being imported. The respective right-holder can
request the customs authorities to detain prod-
ucts believed to infringe the right-holder’s IP
rights for further examination.

10.2 Restrictions on Trade Marks Used
for Pharmaceuticals and Medical Devices
As a general rule, medicinal products may not
be marketed under names that are misleading,
particularly with regard to the efficacy and safety
of the product (Section 6 of the AMG).

Furthermore, the EMA has issued the “Guide-
line Regarding the Acceptability of Names for
Human Medicinal Products Processed Through
the Centralised Procedure”. The BASG issued a
similar guideline for nationally approved medici-
nal products (“Guideline on the Designation of
Medical Specialties”, version 9/2021).

As per the AMG for medicinal products, both
the MDR and the IVDR prohibit in their (respec-
tive) Article 7 the use of any trade mark, name or
text in the labelling, instructions claims, market-
ing and promotion if it could mislead the patient
regarding the medical device’s or IVD device’s
intended purpose, its safety or performance.
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10.3 IP Protection for Trade Dress or
Design of Pharmaceuticals and Medical
Devices

The trade dress, design and packaging of
medicinal products and medical devices may be
protected by copyright and design rights — and,
potentially, as trade marks — if the requirements
for such protection are met and protection is
sought for trade mark or design.

10.4 Data Exclusivity for
Pharmaceuticals and Medical Devices
Data exclusivity (or dossier protection) is rele-
vant for innovative (original) medicinal products.
According to the data exclusivity rules, a generic
applicant may not refer to the documents of an
original medicinal product until eight years after
the first approval of the original product in the
EU. The generic product may be marketed for
the first time only after a further two years (ie,
after ten years in total) — this is known as the
“8+2 rule”. If the marketing authorisation holder
of an original product expands the authorisation
to a new therapeutic indication within the first
eight years of the first marketing authorisation,
the data exclusivity period is extended from ten
to 11 years (the “8+2+1 rule”) — meaning the
generic entry will be delayed for another year.

For medical devices and IVD devices, this is
not applicable as no marketing authorisation is
required.

11. COVID-19 and Life Sciences

11.1 Special Regulation for
Commercialisation or Distribution of
Medicines and Medical Devices

The COVID-19 pandemic has resulted in a
great number of new provisions in the Austrian
legal system, which cannot be depicted in their
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entirety in this setting. However, with regard to
medicinal products, medical devices and IVD
devices, a number of special regulations can be
highlighted.

Section 94d of the AMG provides for an authori-
sation of the Federal Minister of Health to estab-
lish complementary regulations to the general
provisions of the AMG by ordinance in the case
of epidemics and pandemics, if the necessary
supply of the population is seriously and sub-
stantially endangered and as long as special reg-
ulations are necessary owing to the specific situ-
ation. While this authorisation has been included
in the AMG since 2005, a corresponding pro-
vision in the MPG was only introduced during
the pandemic (now Section 81 of the MPG). The
validity of such ordinances was initially limited to
a maximum of six months and is now limited to
a maximum of one year.

On the basis of these provisions, a number of
implementing ordinances have been issued in
recent years, including an Ordinance on Pro-
visional Measures to Ensure the Availability of
Medical Devices (Verordnung betreffend vorldu-
fige MaBnahmen zur Sicherstellung der Verflg-
barkeit von Medlizinprodukten, or VVMP), as well
as several COVID-19 Medical Device Ordinanc-
es (COVID-19 MedizinprodukteV) and COVID-19
Medicinal Products Ordinances (COVID-19 Arz-
neimittelV). The special regulations contained
therein concerned, in particular, the following
aspects:

» marketing of medicinal products beyond
the expiry date under certain conditions (eg,
demand of the Austrian population cannot
otherwise be met, no alternative medicinal
products available, and exclusive use in hos-
pitals);
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« special requirements for clinical trials (see
11.2 Special Measures Relating to Clinical
Trials);

* measures to ensure the supply of medical
oxygen (eg, filling in cylinders not approved
for medical purposes);

+ dispensing of medicines to emergency
hospitals by public pharmacies and hospital
pharmacies;

« separation of commercial packs by pharma-
ceutical wholesalers when dispensing COV-
ID-19 vaccines to local authorities and by
pharmacies when dispensing free COVID-19
antigen tests for self-use;

« allocation of medicinal products for treatment
and prophylaxis against COVID-19 in the
intramural sector;

« dispensing of syringes and needles for
COVID-19 vaccination with English labelling
and instructions for use to users;

+ deviations from the inspection periods for
periodic inspections and metrological con-
trols under the Medical Devices Operator
Ordinance (Medizinproduktebetreiberverora-
nung);

+ placing on the market of non-CE-marked
medical face masks (see 11.3 Emergency
Approvals of Pharmaceuticals and Medical
Devices); and

* reprocessing of medical face masks.

Also worth mentioning is the Austrian Law on
the Placing on the Market of Oral-Nasal Quick-
masks during the Corona COVID-19 pandemic
(Bundesgesetz lUber das Inverkehrbringen von
Mund-Nasen Schnellmasken wéhrend der Coro-
na COVID-19-Pandemie, or MNSM-G) enacted
in 2020, as well as Section 113b of the former
MPG and - prior to that — Section 323, para-
graph 18 of the Austrian Federal Tax Code (Bun-
desabgabenordnung, or BAO) (see 11.2 Special
Measures Relating to Clinical Trials).
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As of 1 January 2023, most of the special regula-
tions mentioned are no longer in force.

11.2 Special Measures Relating to
Clinical Trials

With regard to clinical trials of medicinal prod-
ucts, medical devices and IVD devices, the
implementing ordinances mentioned in 11.1
Special Regulation for the Commercialisa-
tion or Distribution of Medicines and Medical
Devices provided certain special regulations.
The provisions of the AMG and MPG - accord-
ing to which clinical trials/investigations/perfor-
mance studies may not be conducted on per-
sons who are detained by order of the authorities
- should not apply to specific detentions in con-
nection with COVID-19 (eg, participants in home
quarantine). However, data from clinical inves-
tigations of medical devices and performance
studies on such persons could only be used for
the purposes of that specific investigation/study.

Guidelines for ongoing clinical trials have been
provided at EU level, including “Guidance on
the Management of Clinical Trials During the
COVID-19 (Coronavirus) Pandemic” and “Impli-
cations of Coronavirus Disease (COVID-19) on
Methodological Aspects of Ongoing Clinical Tri-
als”. Supplementary information on clinical trials
in Austria — for example, regarding direct ship-
ping of trial medication to trial subjects by the
trial site, conducting remote audits and remote
monitoring visits, access to hospitals for the pur-
pose of monitoring — can be accessed on the
BASG website.

Furthermore, applications for approval of clini-
cal trials or Compassionate Use Programmes in
relation to COVID-19 treatments were prioritised
by the BASG.
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11.3 Emergency Approvals of
Pharmaceuticals and Medical Devices
With regard to medicinal products, Article 14-a
of Regulation (EC) 726/2004 provides for a legal
opportunity to obtain a “conditional marketing
authorisation” if certain requirements are met.
Specifically, the product in question must fulfil
an unmet medical need, its benefit-risk balance
must be positive, it must at least be likely that
the applicant will be able to provide comprehen-
sive data post-authorisation, and the benefit of
the product’s immediate availability must out-
weigh the risk incurred by the fact that additional
data is still required. The marketing authorisation
holder must meet special obligations after the
authorisation has been granted. The validity of a
conditional marketing authorisation is one year,
with the opportunity for annual renewal. Dur-
ing the pandemic, this procedure was applied
in connection with the available COVID-19 vac-
cines and treatments.

The conditional marketing authorisation pro-
cedure is to be distinguished from that of the
“marketing authorisation under exceptional cir-
cumstances” pursuant to Article 14, paragraph 8
of Regulation (EC) 726/2004. Such authorisation
may be issued under exceptional circumstances
if, for objective reasons, comprehensive data
cannot be obtained even post-authorisation. In
addition, Article 14, paragraph 9 of Regulation
(EC) 726/2004 provides for the opportunity to
request an accelerated assessment procedure
if a medicinal product is highly in the interest of
public health.

It should also be mentioned that Section 8,
paragraph 1(4) of the AMG permits placing on
the market in Austria even without a marketing
authorisation if a medicinal product is to be used
for the prevention of — or in connection with — a
dangerous situation arising from a disaster and
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success in this respect cannot be achieved with
an authorised and available medicinal product.
However, although this is an emergency regula-
tion, it does not lead to (accelerated) approval.
Once the conditions are no longer met, the prod-
uct may no longer be placed on the market with-
out a marketing authorisation.

In the course of the COVID-19 pandemic, spe-
cial regulations were implemented to ensure
the sufficient availability of protective masks for
a restricted period of time. The VVMP and the
MNSM-G stipulated certain conditions under
which protective masks without CE marking
could be placed on the market in Austria. Under
the conditions set out in Section 113b of the
former MPG (Section 323, paragraph 18 of the
BAO), COVID-19 rapid tests could be used for
self-testing, even though they have not previ-
ously been placed on the market for such pur-
pose by the manufacturer.

11.4 Flexibility in Manufacturing
Certification as a Result of COVID-19

In light of the difficulties arising from COVID-19,
GMP certificates for sites (as well as time-limited
manufacturing and import authorisations) have
been automatically extended until the end of
2023.

11.5 Import/Export Restrictions or
Flexibilities as a Result of COVID-19

At the EU level, several implementing regula-
tions were adopted during 2021 that required an
export authorisation for the export of vaccines
against SARS-related coronaviruses and for the
export of active substances used for the pro-
duction of such vaccines. These have expired
in the meantime. Subsequently, Commission
Implementing Regulation (EU) 2021/2071 was
adopted, thereby requiring export surveillance
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for such products since 1 January 2022 and for
a period of 24 months thereafter.

11.6 Drivers for Digital Health Innovation

Due to COVID-19

The GTelG, which regulates the electronic
transmission of health data and genetic data by
healthcare providers, included temporary provi-
sions until 30 June 2022 in order to combat the
spread of COVID-19. These provisions facilitated
identity verification of patients in the context of
remote prescriptions.

For more on the possibility of remote man-
agement and conduct of clinical trials, see 2.4
Restrictions on Using Online Tools to Support
Clinical Trials and 11.2 Special Measures Relat-
ing to Clinical Trials.

11.7 Compulsory Licensing of IP Rights
for COVID-19-Related Treatments

Even before the COVID-19 pandemic, the PatG
provided for the possibility of granting compul-
sory licences to patented inventions in specific
cases (see 9.5 Defences to Patent Infringement
in Relation to Pharmaceuticals and Medical
Devices). Pursuant to Section 36, paragraph 5 of
the PatG, everyone is entitled to a non-exclusive
licence to a patented invention for their busi-
ness, provided that the granting of the licence is
required in the public interest. This also applies
to the federal administration, although the lat-
ter does not have to prove the operation of a
business.

In order to obtain a compulsory licence, the
licence applicant must seek to obtain the pat-
ent-owner’s consent to licence on market terms
in the first step (Section 37, paragraph 1 of the
PatG). If the patent-owner does not consent to
such licence, the Austrian Patent Office decides
on the request of the licence applicant, whereup-
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on it shall determine an appropriate remunera-
tion for the compulsory licence. In the case of a
national emergency or other circumstances of
extreme urgency, the licence applicant shall be
dispensed of the requirement of seeking the pat-
ent-owner’s consent first and the Austrian Pat-
ent Office may immediately grant a provisional
authorisation to use the invention (Section 37,
paragraph 3 of the PatG).

11.8 Liability Exemptions for COVID-19
Treatments or Vaccines

As far as is evident, no liability exemptions for
COVID-19 treatments or vaccines have been
introduced into Austrian national law during the
pandemic. The Vaccine Damages Act (Impf-
schadengesetz, or ISG) outlines the precondi-
tions for a legal claim against the Austrian Fed-
eration to compensation for vaccine damages,
irrespective of the existence of fault. Applica-
tions for compensation of damage caused by
COVID-19 vaccinations may also be filed on
the basis of the ISG. Moreover, damages can
be claimed on the grounds of the general rules
of civil law and on the grounds of the Product
Liability Act.

11.9 Requisition or Conversion of
Manufacturing Sites

As far as is evident, no manufacturing sites have
been requisitioned or legally conversed owing to
COVID-19 in Austria.

11.10 Changes to the System of Public
Procurement of Medicines and Medical
Devices

In April 2020, the COVID-19 Accompanying Pro-
curement Act (COVID-19 Begleitgesetz Vergabe)
was passed, thereby introducing special provi-
sions regarding “emergency procurements” in
connection with COVID-19, deadlines and online
negotiation options for procurement procedures,
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and exceptions to the opposition procedure in
the context of procurements. However, such
simplifications related to procurement proce-
dures are expected to expire on 30 June 2023.

A specific provision regarding procurement was
also introduced in Section 741 of the ASVG.
According to this provision, the OGK is obliged
for the duration of the COVID-19 pandemic (as
declared by the World Health Organization) to
procure the products necessary for the provi-
sion of services by professionals (eg, physicians,
pharmacists, midwives and dentists) and to
make such products available to the respective
statutory or professional interest groups for dis-
tribution, unless a regional authority takes over
the procurement. The OGK may use the services
of the Bundesbeschaffung GmbH for this pur-
pose. This provision is applicable with regard to
the following “necessary products”:

* respiratory protection masks;

+ disposable aprons, protective gowns, and
coveralls;

- total face protection (face shield) and protec-
tive goggles;

* surgical gloves, surgical overshoes, surgical
face masks and surgical bonnets;

+ examination gloves (sterile and non-sterile);

- disinfectant (surface, hands, instruments);
and

* hygiene protection kits.

The distribution of the protective equipment to
the individual service providers must be car-
ried out by the statutory or professional inter-
est groups. In the event that the reported needs
cannot be fully covered, the OGK may distrib-
ute the products to the statutory or professional
interest groups on a pro rata basis. The Aus-
trian Federation will reimburse the OGK for the
reported actual costs for the procured products,
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as well as the costs for the necessary logistics
and warehousing from the COVID-19 crisis man-
agement fund.
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Introduction

In 2022, the European legislature worked dili-
gently to further develop the European Pharma-
ceutical Strategy proposed in late 2020. As the
pandemic appeared to lose vigour in 2022, Euro-
pean and national policy makers and authori-
ties could switch from “firefighting” to taking
effective steps to further develop the outlines
announced at the end of 2020, thereby imple-
menting lessons learned during the crisis.

Firstly, providing continued access to qualitative,
innovative, effective and affordable treatments
remains high on the agenda. In addition, the
need to ensure competitiveness of the European
biopharmaceutical industry and turning the sec-
tor “greener” and more sustainable are key driv-
ers of the legislative reform. Evidently, these are
also the issues that have kept Belgian authori-
ties and policymakers up. Below, we highlight a
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number of Belgian developments and initiatives
that are closely related to these themes and that
were on the agenda in 2022.

Accessibility, Availability and Affordability
Ensuring rapid access to novel therapies remains
one of the main concerns of policymakers and
health authorities. Encouraging innovation is
one thing, but at least as important is ensuring
that these innovative therapies are subsequently
accessible to patients, and this, on a continued
basis.

Primarily, this means ensuring that the price
tag of novel therapies does not prevent these
treatments from becoming a “real” option for
patients upon approval. Unfortunately, Europe-
an figures collected by EFPIA evidence that this
remains a sore point, as only half of the therapies
approved between 2017 and 2020 by the EMA
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had received a (positive) reimbursement deci-
sion in Belgium by 2022.

The concern towards affordability is all the more
acute given the increasing personalisation and
complexity of new therapies often resulting in
a high price tag. Unsurprisingly, policymakers
are constantly looking for measures to con-
trol spending on expensive medicines without
compromising the quality of care. Compulsory
licences are, as in other European member
states, put forward by Belgian policymakers as
a potential instrument to bring expensive drugs
to the market at a lower price.

In that light, the Belgian Knowledge Center for
Economy (KCE) was asked to study the feasi-
bility of the mechanism of compulsory licences
as a means of ensuring access to expensive
therapies. (Van Zimmeren Esther, Minssen
Timo, Paemen Liesbet, Van Dyck Walter, Luyten
Jeroen, Janssens Rosanne, Barbier Liese,
Simoens Steven, Pouppez Céline, Cleemput
Irina, Vinck Imgard. Compulsory licensing for
expensive medicines. Health Services Research
(HSR). Brussels. Belgian Health Care Knowledge
Centre (KCE). 2022. KCE Reports 356. DOI:
10.57598/R356C. English). The study shows that
the current legislative framework for compulsory
licensing of patent rights is ill-suited to ensure
affordable access to medicines as it disregards a
number of other existing legal obstacles (such as
regulatory data and market exclusivities and the
protection of know-how). In addition, the report
highlights that the use of compulsory licences
could potentially have counterproductive effects
in terms of investments in research and devel-
opment, clinical research, production capacity
and competitive position... (also an important
pillar of the current pharmaceutical policy goals).
The key takeaway is that compulsory licences
to make medicines accessible should only be
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used in exceptional circumstances and as part
of a broader toolbox of possible instruments that
can contribute to the affordability of medicines.
A focus on developing robust, transparent and
coherent policies around pricing and reimburse-
ment remains key to ensure the affordability of
medicines, according to KCE.

At least as important as ensuring initial access to
therapies is ensuring availability on a continued
basis. Unavailability of medicinal products was
definitely one of the sore points revealed dur-
ing the pandemic. However, at the end of 2022,
the shortages experienced by Belgian pharma-
cists made the news again, when almost 300
medicines were officially unavailable, according
to figures from the Belgian health authority. Not
surprisingly, the Belgian legislature continued
to work on measures to tackle future unavail-
ability. The result was presented in early 2023,
in the form of a Royal Decree which formalises
the possibility of introducing an export ban in
certain situations of unavailability. The far-reach-
ing measure can only be used for medicines of
which the administration is urgent and necessary
and has a major impact on the patient’s life and
for which no other authorised medicines with the
same therapeutic effect are available.

Ensuring access to healthcare is not limited to
ensuring access to medicinal products. In early
2022, Belgium’s Health Minister announced that
a new inter-federal plan for integrated healthcare
is being developed. The Minister believes that
the current organisation of the Belgian health-
care system is designed for the management of
acute diseases rather than focusing on multi-
dimensional care which is needed to manage
chronic conditions. The Interfederal Integrated
Care Plan is expected to be presented in early
2024. Several preparatory steps were already
taken in 2022: KCE was asked to prepare a
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report on the state of integrated care in Belgium
and the formulation of a number of recommen-
dations to that effect, which was published in
October of 2022 (Lambert Anne-Sophie, Op de
Beeck Susanne, Herbaux Denis, Macq Jean,
Rappe Pauline, Schmitz Olivier, Schoonvaere
Quentin, Van Innis Anna Luisa, Vandenbroeck
Philippe, De Groote Jesse, Schoonaert Lies, Ver-
cruysse Helen, Vlaemynck Marieke, Bourgeois
Jolyce, Leféevre Mélanie, Van den Heede Koen,
Benahmed Nadia. Towards integrated care in
Belgium: stakeholders‘ view on maturity and ave-
nues for further development. Health Services
Research (HSR). Brussels. Belgian Health Care
Knowledge Centre (KCE). 2022. KCE Reports
359. DOI: 10.57598/R359C. English). The KCE
points to the importance of a co-ordinated
approach across policy levels and stresses
the importance of revising the current financ-
ing mechanisms in healthcare (which today are
mainly limited to a fee-per-service system). In
the same context, the Belgian National Institute
for Health and Disability Insurance also gave
green light to further invest in 12 pilot projects
for integrated care.

The affordability of less traditional forms of
healthcare such as digital health applications has
also been a focus of attention in recent years.
Belgium took a pioneering role by being one of
the first member states to establish an evalua-
tion framework for digital medical applications
— ie, the mHealth Belgium validation pyramid
process in 2019. However, despite the existing
framework, only one application has been reim-
bursed and only a handful have been evaluated
to date. A study published in November 2022
by the Belgian KCE exposes certain bottlenecks
in the current Belgian evaluation framework and
makes certain recommendations to revise the
Belgian evaluation process to create an efficient
and streamlined process to ensure the smooth
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integration of valuable digital medical applica-
tions into the country’s healthcare practice. (San
Miguel Lorena, Obyn Caroline, Vinck Imgard, de
Meester Christophe, Jespers Vicky, Pouppez
Céline. Evaluation of Digital Medical Technolo-
gies. Health Technology Assessment (HTA).
Brussels. Belgian Health Care Knowledge Centre
(KCE). 2023. KCE Reports 362. DOI: 10.57598/
R362C. English.)

Fostering Development

Whereas certain disease areas have seen
unprecedented progression in the past decade,
other less-researched diseases are left without
effective cures.

With a view to rapidly developing new, innova-
tive treatments for unmet medical needs, real-
world data can complement clinical trials by
providing evidence of long-term use of thera-
pies in large and diverse populations. To avoid
losing Belgium’s frontrunner position for clinical
trials, various stakeholders have advocated for
the development of a strategy to strengthen Bel-
gium’s position with regards to the use of Real
World Evidence (RWE). Policy makers have real-
ised that RWE is a crucial tool throughout the
entire healthcare decision-making process. In
2021, the Belgian government announced the
“#dataforbetterhealth” initiative, including the
establishment of an independent Belgian Health
Data Authority (BE HDA). In 2022, work contin-
ued diligently behind the scenes to set up this
independent authority, which is planned to be
established in 2023, as an autonomous service
within the FPS Public Health.

One of the most surprising “unmet medical
needs” today is the lack of development of new
antibiotics in recent decades. This is a cause
for concern as antimicrobial resistance is put
forward as one of the biggest threats to pub-
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lic health. Whereas the European legislature is
expected to create incentives for companies to
develop and commercialise a new effective anti-
microbial, Belgium is committed to reducing and
improving the use of existing antimicrobials and
is doing so through a national action plan, “One
Health”. In this context, the BELMAP Report
was published by the FPS Public Health in early
2023. It contains results and trends from exist-
ing monitoring programmes, identifies potential
gaps and formulates a number of general rec-
ommendations to improve current monitoring.
In November 2022, a new awareness campaign
was launched in which healthcare professionals
are given a central role. In addition, the Belgian
health authority also announced that it will take
stricter action against illegal antibiotics.

Authorities are not just thinking about developing
novel therapies for unmet medical needs. The
FAMHP is actively participating in the European
pilot project on repurposing medicines. The aim
of this project is to support non-profit organi-
sations and academia in collecting or generat-
ing sufficient evidence about the use of existing
medicines for a new indication. The role of the
FAMHP (and other participating national authori-
ties) is to provide regulatory support through sci-
entific advice to develop a robust data package
that can support a future authorisation applica-
tion for a novel indication.

Sustainability

For obvious reasons, sustainability is a topic high
on the agenda of each and every policy maker.
The Pharmaceutical Regulatory Framework can-
not lag behind and one of the focal points of
the European restructuring of pharmaceutical
regulation is therefore “sustainability”. Belgium
has not been idle in this regard, with two pilot
projects in particular receiving attention in 2022.
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+In 2022, the European Commission approved
an extension of the e-PIL pilot project until
mid-2025. This Belgian-Luxembourg project
was initiated in 2018 and allows certain medi-
cines delivered in hospital pharmacies to no
longer be accompanied by paper but rather
digital prescribing information.

+ In addition, Belgian patients are also encour-
aged to return expired medicinal products to
their pharmacist instead of disposing of them
at home. Pharmacists work together with
wholesalers who collect the expired medi-
cines and proceed to destroy them in a safe
way. Pharmaceutical companies bear the cost
of such destruction.

Crisis Readiness

One of the harshest lessons from the COVID-19
pandemic was the lack of crisis preparedness
of the European member states. In September
2022, the European project BE READY (the Euro-
pean Partnership for Pandemic Preparedness,
part of Horizon Europe) was launched to improve
the EU’s preparedness to predict, prevent and
respond to emerging infectious health threats
by better co-ordinating funding for research and
innovation at EU, national (and regional) levels
towards jointly agreed objectives and an agreed
strategic research and innovation agenda. The
Belgian FPS Public Health is one of the 24 part-
ners of this project.

Digital Health

Finally, the digitalisation of the healthcare sec-
tor remains a hot topic since it can offer certain
answers to all of the above-mentioned pillars. It
can improve the accessibility of healthcare by
offering certain services remotely where pos-
sible; an important part of innovative therapies
will be inextricably linked to digital technologies;
and of course, digital health (and especially the
remote provision of certain health services) also
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means that the ecological footprint of health-
care can be reduced. For a detailed overview
of developments in the digital health landscape,
see the Belgium Law & Practice Digital Health-
care 2022 chapter.
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1. Life Sciences Regulatory
Framework

1.1 Legislation and Regulation for
Pharmaceuticals and Medical Devices
The pharmaceutical and medical devices sec-
tors in Brazil are regulated and supervised by
the National Health Regulatory Agency (Agén-
cia Nacional de Vigilancia Sanitaria, or ANVISA),
which is linked to the Brazilian Ministry of Health
and part of the Brazilian National Health Sys-
tem (Sistema Unico de Satide, or SUS). ANVISA
has administrative independence and financial
autonomy, in addition to being responsible for
the stability of its directors.

Its statutory role is to protect public health by
executing sanitary control over the production,
importation, distribution, use and commerciali-
sation of a broad range of products (including
drugs, cannabis-based products, medical devic-
es, sanitisers, cosmetics, food and tobacco), as
well as licensing conditions for health-related
companies and healthcare institutions. ANVISA
is also responsible for authorising the importa-
tion and exportation of products that are sub-
ject to health surveillance, governing the sani-
tary aspects of clinical trials, and defining health
standards for pesticides. State and municipal
health authorities assist ANVISA in its role.

The core rules on health surveillance in Brazil
are Federal Law No 6,360/1976 and the Federal
Decree No 8,077/2013.

1.2 Challenging Decisions of Regulatory
Bodies That Enforce Pharmaceuticals
and Medical Devices Regulation

The Brazilian legal system provides for a mini-
mum of two levels of defence. Usually, regulated
company defendants will be able to file a rebuttal
with the authority that rendered the decision. If

55  CHAMBERS.COM

the decision is upheld, the company may file an
appeal to the hierarchically superior authority. It
is important to highlight that the rules that pro-
vide for administrative procedures (eg, Federal
Law No 9,784/1999 and local laws) may contain
specific provisions and formalities regarding the
preparation of appeals and defences. These pro-
ceedings have an administrative nature and may
be subject to judicial review.

Finally, the Brazilian constitution guarantees the
right of access to court for all matters. Therefore,
companies may still file a judicial lawsuit to chal-
lenge the final decision issued at the administra-
tive level.

1.3 Different Categories of
Pharmaceuticals and Medical Devices
Depending on the type of regulated product, the
Brazilian regulatory framework can be extremely
detailed. The main set of regulations are listed
here; however, there are several other rules that
may apply, depending on the specifics of the
case.

Drugs are currently regulated by the following
main resolutions:

+ Resolution RDC No 753/2022 - for synthetic
drugs (including generic and similar drugs);

* Resolution RDC No 205/2017 - for orphan
drugs;

* Resolution RDC No 55/2010 - for biological
drugs and biosimilars;

+ Resolution RDC No 721/2022 - for dyna-
mised drugs; and

* Resolution RDC No 26/2014 - for phytothera-
pic drugs.

Cannabis-based products are ruled by Resolu-
tion RDC No 327/2019.
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The key rules for medical devices are:

* Resolution RDC No 185/2001 — procedures
for registration of medical devices;

+ Resolution RDC No 751/2022 — procedures
for the enrolment of medical devices;

* Resolution RDC No 36/2015 - procedures
for registration of in vitro diagnosis medical
devices; and

+ Resolution RDC No 657/2022 - procedures
for regularisation of software as medical
device (SaMD).

These rules are updated constantly by ANVISA.

2. Clinical Trials

2.1 Regulation of Clinical Trials

Clinical trials are subject to approval from Com-
mittees for Ethics in Research (Comités de Etica
em Pesquisas, or CEPs) and, in certain cases,
from the National Committee for Ethics in
Research (Comissdo Nacional de Etica em Pes-
quisa, or CONEP) and ANVISA. CEPs are inter-
disciplinary and independent collegiate bodies
organised by research institutions to defend the
interests of research subjects and contribute
to the development of research within ethical
standards. CONEP is an independent collegiate
body under the National Health Council. Its main
mission is to analyse the ethical aspects of clini-
cal trials through the evaluation and follow-up
of protocols in thematic areas such as genetics,
human reproduction, and the storage of bio-
logical material or human genetic data abroad.
CONERP is also responsible for registering CEPs
and for enforcing the duties established by the
rules issued by the National Health Council.
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ANVISA is responsible for approving the clinical
trials and controlling the importation and use of
investigational products.

2.2 Procedure for Securing Authorisation
to Undertake a Clinical Trial

Clinical trials must be submitted to the CEP
for the analysis of its ethical aspects. In some
cases, specified in the regulations, the clinical
trial dossier must be submitted to CONEP for its
approval. Among the documents to be present-
ed with the clinical trial dossier is the informed
consent form.

After the protocol is submitted to the CEP/
CONEP, an opinion will be issued. If approval
is denied, it will be possible to appeal to the
CEP and/or CONEP within 30 days. ANVISA’s
approval must also be obtained if the research
involves a pharmaceutical or medical device
product.

There is a special expedited procedure to obtain
authorisation for performing clinical trials with
drugs for rare diseases. The documents needed
may vary, depending on whether the investiga-
tional product is a drug or a medical device.

2.3 Public Availability of the Conduct of
a Clinical Trial

The National Health Council developed an elec-
tronic system (Plataforma Brasil), which is a
national and unified research database involv-
ing human beings, for the entire CEP/CONEP
system. The system allows one to monitor clini-
cal trials from their submission until the final
approval by the CEP and/or CONEP (where
necessary). The system also allows the presen-
tation of documents in digital media, providing
the population with access to public data from
all approved clinical trials. All research protocols
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involving human beings must be submitted to
the CEP/CONEP system through the platform.

2.4 Restriction on Using Online Tools to
Support Clinical Trials

Legislation does not provide for any restrictions
for using online tools to support clinical trials.

2.5 Use of Data Resulting From the
Clinical Trials

According to Federal Law No 13,709/2018,
health data is considered sensitive personal
data. Thus, data resulting from clinical trials is
considered sensitive. According to Resolution
CNS No 466/2012, data obtained from research
participants cannot be used for purposes other
than those provided for in the research’s pro-
tocol and/or in the free and informed consent
executed by the patient. Thus, any transfer of
data to a third party should be provided for in the
research’s protocol or authorised by the patient
through informed consent.

2.6 Databases Containing Personal or
Sensitive Data

Resolution CNS No 466/2012 stipulates that
data obtained from research participants cannot
be used for purposes other than those provided
for in the research’s protocol and/or in the free
and informed consent executed by the patient.

3. Marketing Authorisations
for Pharmaceutical or Medical
Devices

3.1 Product Classification:
Pharmaceutical or Medical Devices
Federal Law No 5,991/1973 defines “medicine”
as “any pharmaceutical product — technically
built or elaborated — with prophylactic, curative,
palliative or for diagnostic purposes”. Thus, any
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product that has therapeutic purposes - regard-
less of whether they are of vegetable, animal,
mineral or synthetic origin — must be considered
a medicine.

Meanwhile, according to Resolution RDC No
185/2001, “medical product” is defined “as
equipment, devices, materials, articles, or sys-
tems for medical, dental or laboratorial use or
application, intended for prevention, diagnosis,
treatment, rehabilitation, or anti-conception, and
that does not use pharmacological, immunologi-
cal, or metabolic means to fulfil its main function
in human beings, but which can have its func-
tions assisted by such means”.

3.2 Granting a Marketing Authorisation
for Biologic Medicinal Products

Biological products are regulated by ANVISA
Resolution RDC No 55/2010 that stipulates that
there are two types of biologic products:

* “new biological products” (for products not
yet registered before ANVISA); and

+ “biological products” (for products that are
not new or that contain an already known
molecule of a biological nature).

Additionally, the regulation establishes two dif-
ferent routes to register biological products:

+ “by comparison”, which (by definition) “is
the scientific comparison — with regard to
non-clinical and clinical parameters in terms
of quality, efficacy and safety, of a biological
product with a comparator biological prod-
uct — in order to establish that there are no
detectable differences in terms of quality,
effectiveness and safety between the prod-
ucts”; and

+ “by individual pathway”, defined as “the
regulatory route that may be used for obtain-
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ing the registration of a biological product in

which it is necessary to present total data on
development, production, quality control and
non-clinical and clinical data to demonstrate
quality, efficacy and safety of the product”.

The “by comparison” route is actually the method
used for the registration of biosimilars (although
“biosimilar” is not an official designation).

3.3 Period of Validity for Marketing
Authorisation for Pharmaceutical or
Medical Devices

The marketing authorisation for drugs and
medical devices is valid for up to ten years. The
renewal of both types of marketing authorisa-
tion must be requested from 12 months up to
six months before the marketing authorisation’s
expiry date.

A marketing authorisation may be revoked under
the following circumstances:

- for a product whose revalidation was not
requested within the validity period of the
expired registration;

- for a product that is not classified as a drug
that has not been industrialised within the
validity period of the expired registration;

« for a drug that has not been marketed for at
least the time corresponding to the final two
thirds of the validity period of the expired
registration;

« for failure to comply with the regulations
related to the regularisation of the product;

* upon request from the manufacturer; and

* upon request due to transfer of ownership.
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3.4 Procedure for Obtaining a Marketing
Authorisation for Pharmaceutical and
Medical Devices

All requests must be forwarded to ANVISA with
the required documents. A marketing authori-
sation application should be submitted with the
product’s dossier and the technical information
of the product (such as clinical data, clinical
studies, legal documents and proposed label-
ling). The same applies for the change of the
product’s marketing authorisation.

The transfer of a marketing authorisation is
allowed. According to Resolution RDC No
102/20186, the transfer procedure will be author-
ised upon the occurrence of:

+ a corporate transaction (merger, spin-off or
amalgamation); or

+ a commercial transaction that is defined only
as a “transaction between companies result-
ing in the sale of assets or a set of assets,
without any corporate transaction between
them” (the above-mentioned rule does not
exemplify the eligible operations).

The transfer procedure is applicable for tobacco,
agrochemicals, medical devices, drugs, cosmet-
ics and foods, subject to a registration proce-
dure before ANVISA (simplified procedures such
as enrolment or notifications are not subject to
transfer).

3.5 Access to Pharmaceutical and
Medical Devices Without Marketing
Authorisations

ANVISA sets out, through Resolution No
38/2013, the types of programmes related to
pre-approval access to medicines, as follows:

+ expanded access;
« compassionate use; and
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* post-study drug supply.

Expanded access comprises the provision of a
promising new drug that is:

« still without ANVISA’s registration;

» not commercially available in Brazil;

+ aimed at a group of patients who are carriers
of serious debilitating and/or life-threatening
diseases; and

+ without a satisfactory therapeutic alternative
registered product.

Compassionate use is the provision of a promis-
ing new drug that is:

- for the personal use of patients who are not
participants of an expanded access pro-
gramme or of clinical trials;

+ without ANVISA’s registration;

+ in the process of clinical development;

« aimed at patients who are carriers of serious
debilitating and/or life-threatening diseases;
and

* without a satisfactory therapeutic alternative
product registered in Brazil.

Post-study supply relates to the provision of
drugs to patients who are the subject of the
study. This applies in cases of study termina-
tion or when the participation of the patients
has been completed. According to Article 4 of
Resolution No 38/2013, these programmes must
be voluntarily started by the sponsor (manu-
facturer) or its representative through a formal
application to ANVISA (this is applicable for all
the aforementioned commercial pre-registration
programmes). Approval for compassionate use
is granted for each patient on a personal basis
and is non-transferrable. ANVISA’s approval
for Expanded Access is granted for a group of
patients.
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Finally, there is no formal Named Patient Pro-
gramme in Brazil. The most similar practice is
the importation of the unregistered drug by the
patient or by a health institution upon a specific
prescription by a physician. In these cases, the
costs are borne by the patient — or, in cases
where patients file a lawsuit against the govern-
ment and obtain the right to receive the drug
from the government without cost, by the gov-
ernment.

There is no equivalent programme for medical
devices.

3.6 Marketing Authorisations for
Pharmaceutical and Medical Devices:
Ongoing Obligations

According to the current applicable rules, mar-
keting authorisation holders are obliged to com-
ply with either pharmacovigilance or technovigi-
lance obligations. For drugs, it is necessary to
implement a traceability system.

Other general ongoing obligations imposed on
marketing authorisation holders are as follows:

+ to maintain the validity of their permit (see 4.1
Requirement for Authorisation for Manufac-
turing Plants of Pharmaceutical and Medical
Devices for examples of said permits);

+ to update the marketing authorisations prop-
erly;

+ to communicate to ANVISA any changes to
the products and, if necessary, obtain the
appropriate prior approval; and

+ to comply with the promotion of drugs and
medical devices in accordance with the
requirements of the relevant rules.
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3.7 Third-Party Access to Pending
Applications for Marketing Authorisations
for Pharmaceutical and Medical Devices
Third parties can only have access to information
about the administrative procedures provided
for on ANVISA’s website. ANVISA only discloses
the status of the request and the department
that is analysing it. Approval or denial is likewise
reported in the system.

The protection of the company’s commercially
confidential information is provided for in Article
39.3 of the WTO Agreement on Trade-Related
Aspects of Intellectual Property Rights (the
“TRIPS Agreement”): “Members, when requir-
ing — as a condition of approving the marketing
of pharmaceutical or of agricultural chemical
products which utilise new chemical entities —
the submission of undisclosed test or other data,
the origination of which involves a considerable
effort, shall protect such data against unfair
commercial use. In addition, members shall pro-
tect such data against disclosure, except where
necessary to protect the public or unless steps
are taken to ensure that the data are protected
against unfair commercial use.”

It is also provided for in Article 195, XIV of the
Industrial Property Law (the “IP Law”), as fol-
lows: “A crime of unfair competition is commit-
ted by he who divulges, exploits or uses, without
authorisation, the results of tests or other undis-
closed data the elaboration of which involved
considerable effort, and which has been pre-
sented to government entities as a condition for
approving the commercialisation of products.”

Federal Decree No 3,029/1999, which approves
ANVISA’s regulation, provides in Article 30 that
ANVISA will treat the technical, operational, eco-
nomic, financial and accounting information that
it requires from the companies as confidential —
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so long as its disclosure is not directly necessary
in order to prevent:

« discrimination against the consumer, produc-
er and service provider; or

« circumstances that pose a risk to the popula-
tion’s health.

3.8 Rules Against lllegal Medicines and/
or Medical Devices

According to Federal Law No 6,437/1997, falsi-
fied or illegal commercialisation/distribution of
drugs and/or medical devices may subject the
company to any or all of the following penalties:

* warning;

* seizure;

« destruction and/or interdiction of product;

» the shutting down of facilities; and

+ a fine (from BRL2,000 up to BRL1.5 million).

From a criminal law perspective and according
to the Brazilian Criminal Code (Article 273), itis a
crime to falsify, modify, import, sell, distribute, or
offer for sale products for medical and pharma-
ceutical, cosmetic, therapeutic and diagnostic
use. The same criminal prohibition extends to
products that are not registered by ANVISA or
those that are registered in a different format,
products with a reduction in their therapeutic
value, or products that are of unknown origin
and/or acquired from unauthorised establish-
ments.

Penalties range from ten to 15 years of imprison-
ment, in addition to a fine. If the offence is com-
mitted with negligence, the penalty is a prison
sentence of one to three years, and a fine.
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3.9 Border Measures to Tackle
Counterfeit Pharmaceutical and Medical
Devices

In order to monitor the entry of counterfeit phar-
maceuticals and medical devices into Brazil,
there are customs checkpoints at ports and air-
ports staffed by ANVISA. If the patent or trade
mark owner has knowledge of specific imports,
it may also alert customs agents for further
enforcement activities. In addition, baggage
inspections and special ANVISA operations are
carried out by the police at ports and airports,
as well as other establishments where irregu-
larities are suspected. Inspections executed by
Customs in relation to medicines and pharma-
ceutical supplies target commercial passenger
and cargo flights alike.

4. Manufacturing of
Pharmaceutical and Medical
Devices

4.1 Requirement for Authorisation for
Manufacturing Plants of Pharmaceutical
and Medical Devices

Activities related to manufacturing (of drugs and
of medical devices) are subject to a health regu-
latory system. The permits/licences required for
the regular operation are as follows:

+ an Operating Authorisation (Autorizag&o de
Funcionamento, or AFE), to be issued by
ANVISA;

+ a Special Operating Authorisation (Autori-
zacdo Especial, or AE), to be issued by
ANVISA if the company performs activities
using products subject to special control;

+ an Operating Licence (Licenca de Funciona-
mento, or LF), to be issued by local municipal
or state health authorities; and
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+ a Good Manufacturing Practices Certificate
(GMP Certificate), if applicable, to be issued
by ANVISA.

Note that the AFE and the AE are not subject to
renewal. However, the LF is subject to renewal
within a period defined in the legislation issued
by the local health authority (usually one year).
Additionally, the inspections in the company’s
premises are performed by the 