THE LIFE
SCIENCES LAW
REVIEW

FOURTH EDITION

EDITOR
RICHARD KINGHAM

LAW BUSINESS RESEARCH



THE LIFE SCIENCES LAW REVIEW

The Life Sciences Law Review
Reproduced with permission from Law Business Research Ltd.

This article was first published in The Life Sciences Law Review - Edition 4
(published in March 2016 — editor Richard Kingham)

For further information please email
Nick.Barette@lbresearch.com



THE LIFE
SCIENCES LAW

REVIEW

Fourth Edition

Editor
RicHARD KINGHAM

Law BusiNneEss RESEARCH LTD



PUBLISHER
Gideon Roberton

SENIOR BUSINESS DEVELOPMENT MANAGER
Nick Barette

SENIOR ACCOUNT MANAGERS
Thomas Lee, Felicity Bown, Joel Woods

ACCOUNT MANAGER

Jessica Parsons

MARKETING COORDINATOR
Rebecca Mogridge

EDITORIAL ASSISTANT
Sophie Arkell

HEAD OF PRODUCTION
Adam Myers

PRODUCTION EDITOR
Tessa Brummitt

SUBEDITOR

Janina Godowska

CHIEF EXECUTIVE OFFICER
Paul Howarth

Published in the United Kingdom
by Law Business Research Ltd, London
87 Lancaster Road, London, W11 1QQ, UK
© 2016 Law Business Research Ltd
www. TheLawReviews.co.uk
No photocopying: copyright licences do not apply.

The information provided in this publication is general and may not apply in a specific
situation, nor does it necessarily represent the views of authors’ firms or their clients.
Legal advice should always be sought before taking any legal action based on the
information provided. The publishers accept no responsibility for any acts or omissions
contained herein. Although the information provided is accurate as of March 2016, be
advised that this is a developing area.

Enquiries concerning reproduction should be sent to Law Business Research, at the
address above. Enquiries concerning editorial content should be directed
to the Publisher — gideon.roberton@lbresearch.com

ISBN 978-1-909830-86-8

Printed in Great Britain by
Encompass Print Solutions, Derbyshire
Tel: 0844 2480 112



THE LAW REVIEWS

THE MERGERS AND ACQUISITIONS REVIEW
THE RESTRUCTURING REVIEW
THE PRIVATE COMPETITION ENFORCEMENT REVIEW
THE DISPUTE RESOLUTION REVIEW
THE EMPLOYMENT LAW REVIEW
THE PUBLIC COMPETITION ENFORCEMENT REVIEW
THE BANKING REGULATION REVIEW
THE INTERNATIONAL ARBITRATION REVIEW
THE MERGER CONTROL REVIEW

THE TECHNOLOGY, MEDIA AND
TELECOMMUNICATIONS REVIEW

THE INWARD INVESTMENT AND
INTERNATIONAL TAXATION REVIEW

THE CORPORATE GOVERNANCE REVIEW
THE CORPORATE IMMIGRATION REVIEW
THE INTERNATIONAL INVESTIGATIONS REVIEW
THE PROJECTS AND CONSTRUCTION REVIEW
THE INTERNATIONAL CAPITAL MARKETS REVIEW
THE REAL ESTATE LAW REVIEW
THE PRIVATE EQUITY REVIEW
THE ENERGY REGULATION AND MARKETS REVIEW
THE INTELLECTUAL PROPERTY REVIEW
THE ASSET MANAGEMENT REVIEW
THE PRIVATE WEALTH AND PRIVATE CLIENT REVIEW

THE MINING LAW REVIEW



THE EXECUTIVE REMUNERATION REVIEW
THE ANTI-BRIBERY AND ANTI-CORRUPTION REVIEW
THE CARTELS AND LENIENCY REVIEW
THE TAX DISPUTES AND LITIGATION REVIEW
THE LIFE SCIENCES LAW REVIEW
THE INSURANCE AND REINSURANCE LAW REVIEW
THE GOVERNMENT PROCUREMENT REVIEW
THE DOMINANCE AND MONOPOLIES REVIEW
THE AVIATION LAW REVIEW
THE FOREIGN INVESTMENT REGULATION REVIEW
THE ASSET TRACING AND RECOVERY REVIEW
THE INTERNATIONAL INSOLVENCY REVIEW
THE OIL AND GAS LAW REVIEW
THE FRANCHISE LAW REVIEW
THE PRODUCT REGULATION AND LIABILITY REVIEW
THE SHIPPING LAW REVIEW
THE ACQUISITION AND LEVERAGED FINANCE REVIEW
THE PRIVACY, DATA PROTECTION AND CYBERSECURITY LAW REVIEW
THE PUBLIC-PRIVATE PARTNERSHIP LAW REVIEW
THE TRANSPORT FINANCE LAW REVIEW
THE SECURITIES LITIGATION REVIEW
THE LENDING AND SECURED FINANCE REVIEW
THE INTERNATIONAL TRADE LAW REVIEW

THE SPORTS LAW REVIEW

www. TheLawReviews.co.uk



ACKNOWLEDGEMENTS

The publisher acknowledges and thanks the following law firms for their learned
assistance throughout the preparation of this book:

ADVOKATFIRMAET BA-HR DA
ANAND AND ANAND
BAE, KIM & LEE LLC
BAHAS, GRAMATIDIS & PARTNERS
BAR & KARRER AG
BDK ADVOKATI/ATTORNEYS AT LAW
CASTREN & SNELLMAN ATTORNEYS LTD
COVINGTON & BURLING LLP
DECHERT LLP
DIERKS + BOHLE
ESTUDIO BECCAR VARELA
FAUS & MOLINER
FIEBINGER POLAK LEON & PARTNER RECHTSANWALTE GMBH
GORODISSKY & PARTNERS LAW FIRM
HANNES SNELLMAN ATTORNEYS LTD
KESTENER, GRAN]JA & VIEIRA ADVOGADOS
LEE AND LI, ATTORNEYS-AT-LAW

NAGASHIMA OHNO & TSUNEMATSU



Acknowledgements

NORTON ROSE FULBRIGHT
NSN LAW FIRM
PLESNER LAW FIRM
RUTA PUMPUTIENE LAW FIRM
SANCHEZ DEVANNY
S. HOROWITZ & CO
SOETYSINSKI KAWECKI & SZLEZAK
STUDIO LEGALE BIRD & BIRD
TOBAR ZVS
TOMPKINS WAKE LAWYERS
VIEIRA DE ALMEIDA & ASSOCIADOS
VILAF

WONGPARTNERSHIP LLP

ii



Editor’s Preface

Chapter 1

Chapter 2

Chapter 3

Chapter 4

Chapter 5

Chapter 6

Chapter 7

Chapter 8

Chapter 9

CONTENTS

Richard Kingham

INTERNATIONAL HARMONISATION .................

Richard Kingham

ARGENTINA......cciiiiiiiiiieeeeceee e

Emilio N Vogelius

AUSTRALIA. ...t

Bernard O’Shea

AUSTRIA ..o,

Karina Hellbert

BELGIUM....cooiiiiiiiiiiiiicicicc

Peter Bogaert and Charlotte Ryckman

Beatriz MA Camargo Kestener, Rubens Granja and
Marco Aurélio Antas Torronteguy

CANADA ..o

Jill Daley, Randy Sutton and Kristin Wall

Shaoyu Chen and John Balzano

DENMARK ...

Mikkel Vittrup and Mette Hygum Clausen

iii



Contents

Chapter 10

Chapter 11

Chapter 12

Chapter 13

Chapter 14

Chapter 15

Chapter 16

Chapter 17

Chapter 18

Chapter 19

Chapter 20

ECUADOR ..ottt 166
Alvaro Sevilla, Maria de Lourdes Maldonado, Hipatia Donoso
and José Antonio Fabara

EUROPEAN UNION.. .ottt eeeeeeeeseve e s 182
Grant Castle and Robin Blaney

FINLAND .ottt st seae e eeeeeeee e 207
Hanna Paloheimo and Hilma-Karoliina Markkanen

FRANCE ...ttt ettt ettt e e e e s eeae e e 219
Sophie Pelé
GERMANY .ottt 232

Christian Dierks and Daniel Geiger

GREECE ....cooiiiiiiiiiiiiicccs e 246
Gregory Triantafillopoulos

ISRAEL ..ottt ettt ee e et e e e seeeesneeene 266
Dovev Apel
LT ALY e e e e e e e e e e e e e e e e e e e aaaaaes 284

Giovanni Galimberti, Massimiliano Mostardini, Mauro Turrini
and Evelina Marchesoni

Jung Min Jo

iv



Contents

Chapter 21

Chapter 22

Chapter 23

Chapter 24

Chapter 25

Chapter 26

Chapter 27

Chapter 28

Chapter 29

Chapter 30

Chapter 31

Chapter 32

LITHUANIA ..ot 328
Rita Pumputiené and leva Baléné

MEXICO ..ot 345
José Alberto Campos-Vargas

NEW ZEALAND ..ottt et seneeeeveserne e 362
Robert Andrew Bycroft
INORWAY ..ttt ettt eee e et eeeeeeeeeeeaeeseaeeseneeeseseseenne 379

Are Stenvik, Beret Sundet, Andreas Bjornebye, Eirik Basmo Ellingsen,
Christoffer Mollestad and Ylva Kolsrud Lonvik

POLAND ...ooiiiiiiicccececeee s 391
Ewa Skrzydio-Tefelska and Jacek Myszko

PORTUGAL.....ooiieeeeeeeee ettt eeve et seae e 404
Paulo Pinheiro and Francisca Paulouro

RIUSSTA . ..ottt ettt e vt e s e seneeseaeesanas 417
Evgeny Alexandrov and Ilya Goryachev

SERBIA . ..ottt et ettt seaeeeeese e e seneeseaeesees 431
Bogdan Ivanisevi¢ and Slobodan Trivi¢

SINGAPORE ...ttt e et e e e s 444
Melanie Ho and Charmaine Neo

SOUTH AFRICA . ..ot eeee e eeeaee e 459
Andrew Parsons, Allison Williams, Liesel Kok and Rosalind Lake

Jordi Faus and Juan Sudrez

STWEDEN ...ttt ettt ettt st eeveeeeeseeeseneeseaeesaees 488
Peter Forsberg and Axel Resvik



Contents

Chapter 33

Chapter 34

Chapter 35

Chapter 36

Chapter 37

Chapter 38

Appendix 1

Appendix 2

SWITZERLAND ....ccooiiiiiiiiiiiiiicccccces 501
Markus Schott and Markus Wang

TATWAN L. 514
Katherine YC Juang, Jill Niu and Daisy Wang

TURKEY oottt et eeeeeeaeeseveeseaeeeraesereeseneenas 529
Selma Unlii

UNITED KINGDOM ..ottt eeee e 543
Grant Castle and Sarah Cowlishaw

UNITED STATES ..ottt 559
Richard Kingham and Krista Hessler Carver

VIETNAM L. 597
Vo Ha Duyen, Kevin Hawkins and Pham Si Hai Quynh

ABOUT THE AUTHORS.....c.coctiiiiininineceeeeeeeeeeeene 613

CONTRIBUTING LAW FIRMS” CONTACT DETAILS .. 639

vi



EDITOR'S PREFACE

The fourth edition of 7he Life Sciences Law Review provides an overview of legal issues of
interest to pharmaceutical, biotechnology and medical device companies in more than
30 jurisdictions. As before, each chapter contains information on legal requirements
relating to the key stages in the life cycle of a regulated product, from discovery, through
the clinical development process, registration, manufacturing and promotion, plus other
issues of special interest, such as pricing and reimbursement, special liability regimes,
competition and commercial transactions in the context of the medical products
business. Each of the chapters has been prepared by a recognised expert in the relevant
jurisdiction, and the resulting work product will assist industry lawyers, regulatory affairs
staff and others who need to have an understanding of the issues in each major market.

There is also a chapter on international harmonisation, which plays an increasingly
important role in the regulation of pharmaceuticals and medical devices. In particular,
the guidelines adopted by the International Conference on Harmonisation have been
incorporated into the national requirements for pharmaceuticals in the European
Union, United States, Japan and most other developed countries, and are increasingly
influendial in developing countries. Readers may find it useful to review this chapter
before consulting the national chapters, because it is often key to understanding many
local requirements.

Once again, I wish to thank all of the lawyers who contributed to this reference
work. It is a pleasure to be associated with them.

Richard Kingham
Covington & Burling LLP
Washington, DC

March 2016
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Chapter 15

GREECE

Gregory Triantafillopoulos'

I INTRODUCTION

The life sciences sector in Greece is heavily regulated, with the legal framework applicable
to medicines and medical devices closely following the regulatory framework applicable
to the EU. However, some areas, such as pricing and reimbursement, are exclusively
regulated by national legislation.

The National Organisation for Medicines (EOF) is the competent authority in
Greece monitoring medicines and medical devices, as well as for conducting all relevant
procedures and proposing the pricing of the product to the Minister of Health.

II THE REGULATORY REGIME

The regime applicable to granting a marketing authorisation, importing, exporting,
labelling and advertising of medicines is mainly regulated by Ministerial Decision
32221 of 29 April 2013, which incorporated Directive 2001/83 as amended by Directives
2002/98,2004/27,2004/24,2010/84 and 2011/62, Law No. 1316/1983 and Legislative
Decree 96/1973.

Medical devices are regulated by Ministerial Decision 130648 of 2 October 2009,
which incorporated Directive 93/42 as amended by Directives 98/79/EK, 2000/70,
2001/104, 2007/47 and Regulation 1882/2003.

1 Gregory Triantafillopoulos is an external associate of Bahas, Gramatidis & Partners.
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i Classification

EU legislation provides the definitions of a product for human use as well as of a medical
device. In addition, EU legislation provides the criteria for the distinction between a
medical device and a medicinal product for human use that depends on the basis of the
intended use; and the way in which this is achieved.

ii Non-clinical studies

Non-clinical studies are regulated by Presidential Decree 56/2013 that incorporated
Directive 2010/63. The incorporating Decree closely follows the regime provided in
the corresponding Directive, establishing several requirements that aim to regulate the
use of animals for scientific purposes including the breeding, marking and killing of
animals. Presidential Decree 56/2013 also provides the procedures for the evaluation and
authorisation of scientific and educational projects.

iii Clinical trials
There are two basic categories of clinical studies: the interventional and non-interventional.

Ministerial Decision 89292 of 31 December 2003, which incorporated
Directive 2001/20/EC provides the definition of the above categories and covers the
conduct of clinical trials on medicinal products for human use in conjunction with
Ministerial Decision 130648/2009, which incorporated Directive 2007/47/EC. The
aforementioned legislative regime is to be significantly affected by the implementation
of Regulation 536/2014 on clinical trials on medicinal products for human use, and
repealing Directive 2001/20/EC.

In order for a clinical trial to be performed, the prior positive opinion of the
Greek Ethics Committee must be established within the EOE

For Class III medical devices as well as for implantable medical devices and
long-term invasive devices falling within Classes Ila or IIb, a producer may commence a
clinical study following a lapse of 60 days from the date that the EOF has been notified
accordingly, under the assumption that the EOF has not issued an unfavourable opinion
within the aforementioned time period.

Both the sponsor and the investigator are jointly and severally liable for material
and non-material damage suffered by the participants to the clinical trial, and their
liability must be covered by insurance of any possible damage or disability that may
occur. In case of death or permanent incapacity for work, the amount to be covered by
insurance must be at least €200,000.

There are alternative means of classifying clinical trials, which are in accordance
with the purpose the trials serve. Usually, the following are distinguished as types of
studies:

a assessment therapies, composed of:
* new approaches (surgery, radiotherapy, etc.); and
* new drug combinations;

b methods of disease prevention;

S

diagnostic; and
d quality of life (especially for chronic diseases or postoperative or post-treatment).
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iv Named-patient and compassionate use procedures

In principle, unlicensed medicinal products may not be placed on the market, therefore
manufacturers may not charge for supplying an unlicensed medicinal product.?

In exceptional cases, for the possibility of named-patient supply, the EOF may
follow a special decision that allows for the import of unlicensed medicinal products if
there is no therapeutic alternative among authorised products.’

v Pre-market clearance

The applicable regulatory regime reflects EU rules, thus medicinal products may only be
put on the market following the granting of a marketing authorisation by the EOF for
products to be authorised according to national procedures.

As regards medical devices, there is no need for the EOF’s prior approval in order
for a medical device to be placed on the market as long as there is an EU representative
appointed and the medical device bears the CE marking. Although, the EOF needs to be
notified accordingly before a medical device is placed on the market.

vi Regulatory incentives

As regulated by Directive 2001/83, marketing authorisations for generic products may
not be granted for eight years, following the authorisation of the reference product.
Following the lapse of this eight-year period, a generic product may not be placed on the
market for an additional two years.

Patent-linkage is considered unlawful under Regulation (EC) No. 726/2004 and
Directive No. 2001/83/EC. Since the status of a patent (application) is not included in
the grounds set out in Regulation 726/2004 and in Directive 2001/83, it cannot be used
as an argument for refusing, suspending or revoking a marketing authorisation.

There are currently no special provisions encouraging the development of
innovative products, although there are ongoing discussions concerning a new regime
that aims to facilitate the conduct of clinical trials and to encourage development of
products for rare diseases.

vii Post-approval controls

The holder of the manufacturing authorisation needs to have permanenty and
continuously at his or her disposal the services of at least one qualified person, in
accordance with the conditions laid down in Directive 2001/83.

As regards pharmacovigilance, the rules of the regulatory regime follow
EU legislation, especially following the incorporation of Directives 2012/26 and
2011/62 concerning the prevention of falsified medicinal products from entering the
supply chain.

As regards medical devices, the vigilance regime closely follows the relevant EU
Directives.

2 Article 7 paragraph 1 of Ministerial Decision 32221.
3 Article 6 paragraphs 1 and 2 of 32221; Article 8 paragraph 6 of Legislative Decree 96/1973.
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viii ~ Manufacturing controls

Production of medicinal products in Greece demands the EOF’s approval, following the
submission of a relevant petition by the interested party. A production licence is needed
in order for a medicinal product, including products intended exclusively for export, to
be produced fully or partially in Greece, as well as for packaging and presentation of the
product.

Moreover, in order for the EOF to issue said licence, the applicant needs to
have adequate facilities and comply with the Guidelines provided by the EU on
Good Manufacturing Practices. Permanent presence of a qualified person, bearing all
qualifications provided by Directive 2001/83, is needed. Lastly, it should be noted that
manufacturers of active substances established in Greece need to register with the EOF
prior to commencing any activity.

As regards medical devices, for activities including but not limited to assembling,
packaging and labelling, a prior notification to the EOF is needed. The applicant needs
to be equipped with a quality certificate (e.g., an ISO) and be able to ensure the quality
of all activities related to manufacture, storage, etc., of medical devices.

ix  Advertising and promotion

Advertising of medicinal products includes any form of door-to-door information,
canvassing activity or inducement designed to promote the prescription, supply, sale or
consumption of medicinal products, including in particular:

a the advertising of medicinal products to the general public;

b advertising of medicinal products to persons qualified to prescribe or supply
them;

¢ visits by medical sales representatives to persons qualified to prescribe medicinal
products;

d the supply of samples;

e the provision of inducements to prescribe or supply medicinal products by the
gift, offer or promise of any benefit or bonus, whether in money or in kind, except
when their intrinsic value is minimal;

f sponsorship of promotional meetings attended by persons qualified to prescribe
or supply medicinal products; and

g sponsorship of scientific congresses attended by persons qualified to prescribe
or supply medicinal products and in particular payment of their travelling and
accommodation expenses in connection therewith.

Any advertising of a medicinal product in respect of which a marketing authorisation
has not been granted is prohibited. Moreover, any advertising of prescription only
products, or products that contain substances defined as psychotropic or narcotic by an
international convention, such as the United Nations Conventions of 1961 and 1971,
or products reimbursed by social security organisations is prohibited.

The regulatory regime prohibits granting of gifts or benefits in kind or discounts
in kind by pharmaceutical companies to health-care professionals (HCPs) and patients.
Such prohibitions have also been included in the Pharmaceutical Companies’ Code
of Ethics on the promotion of prescription-only medicinal products. It is, however,

249



Greece

permitted to offer medical items and educational devices and applications of insignificant
value (up to €15 per item, VAT included) that are closely associated with daily health-care
professionals’ practice, such as applications for mobile phones or computers which,
because of their nature, are not characterised as medical technology products (e.g., they
do not serve diagnostic or dosing purposes).

Pharmaceutical companies are also obliged to provide the EOF with a description
of all advertising materials and notify the EOF in advance of their sponsorship of any
event (e.g., congress, symposia).

X Distributors and wholesalers

Wholesale distribution and warehousing of medicinal products is allowed only for
medicinal products in respect of which a marketing authorisation has been granted.
Wholesale distribution is subject to the EOF’s prior authorisation. Granting of such
authorisation requires the applicant to have adequate facilities ensuring proper
conservation and distribution of medicines. Moreover, the applicant needs to employ
adequate personnel and at least one responsible person with the qualifications set by
Ministerial Decision 32221/2013. The authorisation is provided by the EOF within
90 days from the date that an application, accompanied with all the necessary certificates,
is filed.

Wholesalers need to ensure that they are in position to supply the market with
medicinal products that are adequate to cover patients’ needs, and are obliged to notify
the EOF of any alteration they become aware of that may affect the supply three months
prior to such alteration occurring.

From time to time, the EOF issues certain circulars regulating wholesalers
obligation in respect of the products that need to be maintained in stock to cover
patients’ needs.

Wholesale distribution of medical devices is not subject to authorisation from
the EOF but a notification must be made by the party interested in performing such
activities. Similar to the regime applicable to wholesale distribution of medicinal
products, a wholesale distributor of medical devices needs to have adequate facilities and
personnel to safeguard the quality of distribution activities.

xi Classification of products

When a marketing authorisation is granted, the EOF specifies the classification of the
medicinal product as a medicinal product subject to medical prescription or a medicinal
product not subject to medical prescription.

The EOF may fix subcategories for medicinal products that are available on
medical prescription only. In that case, they shall refer to the following classification:

a medicinal products on medical prescription for renewable or non-renewable
delivery;
b medicinal products subject to special medical prescription; or

medicinal products on ‘restricted’ medical prescription, reserved for use in certain
specialised areas.
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Classification is very important as regards the regime applicable to products’ advertising,
pricing and reimbursement by social security organisations.

Dispensing of prescription-only medicinal products may only be done through
pharmacies (for those that are not only for hospital use), while medicinal products not
subject to medical prescription may be sold to other points of sale as specified in the
applicable legislation.

xii ~ Imports and exports

The applicable regulatory regime follows the regime set by Directive 2001/83 so that
importation of medicinal products is subject to the EOF’s authorisation. Export
of medicinal products is not subject to authorisation from the EOF; a company
manufacturing medicinal products for export needs only to be equipped with a
production licence.

There are no special requirements as regards imports and exports of medical
devices.

xiii ~ Controlled substances

The EOF is the entity responsible for authorising activities relating to the manufacture,
use, distribution and possession of narcotics and psychotropic substances. Specific
requirements also exist for the prescription of products when controlled substances are
contained in medicinal products. Engagement in activities concerning narcotics and
psychotropic substances without relevant authorisation may result in the imposition of
administrative fines, while penal proceedings may also be commenced.

xiv  Enforcement

The EOF is the competent authority for supervising and enforcing the regulatory
provisions relating to medicinal products and medical devices. Breach of relevant
provisions is punishable with administrative sanctions including monetary fines,
prohibition on exercising certain activities and suspension of authorisations and licences.

IIT PRICING AND REIMBURSEMENT

The most important recent change with regards to pricing of medicinal products is the
fact that all references made in the pharmaceutical legislation to a patent shall henceforth
mean the data protection period.

The price of a reference medicinal product following lapse of the data protection
period will be reduced by:

a 50 per cent — the reduction will be calculated on the product’s price before expiry
of the data protection period; or
b the average of the three lowest prices of EU Member States depending on which

price is the lowest.
Generic products, independently of their approval date, maintain 65 per cent of the

price of the corresponding reference product, following the lapse of its data protection as
reduced according to the aforementioned provision.
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According to the most recent Ministerial Decision, the higher producer price
(ex-factory) of a reference medicinal product following lapse of the data protection
period and the first circulation of the first corresponding generic product in the Greek
market (according to the record of sales kept by the EOF and, if needed, documented
with the issuance or existence of the first invoice) is automatically reduced by 50 per
cent, and such reduction will be calculated on the product’s price before expiry of the
data protection period (i.e., on the price that the reference medicinal product had at the
time that the first generic circulated). For reference, medicinal products that do not have
a corresponding generic with registered sales to the EOF for a period of 12 months prior
to the beginning of the EOF’s pricing procedure, or if they are only similar medicines
that are priced according to the rules applying to medicines manufactured in Greece, the
rule of the average of the three lowest prices in EU Member States apply.

Reimbursement for supply of medicinal products is controlled on the basis of a
positive list divided in two parts. The first part includes medicinal products ‘for hospital
use only’ and the second part for medicinal products that may first be used in a hospital
and continue to be used outside the hospital. These products concern treatment of
serious conditions. These products are fully reimbursed by the health-care system.

Following lapse of these products’ data protection period, and if there are generic
products, the health-care system may cluster same in groups or propose to reimburse new
patients treated with the original product with a generic product. The NHS may as well
pre-approve the use of original products with high-price or high annual therapy cost (the
specific provision is subject to modification owing to the recent changes in the legislation
regulating pricing).

Clustering takes place on the basis of active substance and pharmaceutical form
and the reference price is determined for each cluster with identical active substance and
pharmaceutical form.

From September 2015 onwards, doctors may prescribe medicines using only the
active substance.

IV ADMINISTRATIVE AND JUDICIAL REMEDIES

The EOF’s decisions are subject to judicial review by the competent courts, administrative
or civil depending on the exact claim, and may be suspended following an injunction
petition. The EOF’s decisions for breach of regulatory proceedings are subject to appeal
before the administrative courts.

\'% FINANCIAL RELATTIONSHIPS WITH PRESCRIBERS AND
PAYORS

The advertising of medicinal products in Greece is controlled by a combination of
legislation and codes of practice. The principal legislative provisions are Ministerial
Decision 32221/2013, Legislative Decree 96/1973 and Law No. 1316/1983. The
legislative provisions are supplemented by circulars issued by the EOF and guidance
provided by the European Medicines Agency (EMA). In addition, the Hellenic Association
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of Pharmaceutical Companies’ (SFEE) Code of Ethics governs the self-regulatory system

for advertising of prescription-only medicines that provides useful guidance as to the

interpretation of the legal requirements.

It is permitted to offer medical items and educational devices and applications of
insignificant value (up to €15 per item, VAT included) that are closely associated with
daily health-care practice, such as:

a applications for mobile phones or computers which, because of their nature,
are not characterised as medical technology products (e.g., they do not serve
diagnostic or dosing purposes, etc.);

b anatomy or physiology models (physical or electronic (e.g., CD, DVD, locked

USB));

c anatomy maps (physical or electronic (e.g., CD, DVD, locked USB));

d educational material for patients via the HCP in the form of supporting material,
(e.g., nutrition or exercise advice, or in the context of a disease awareness campaign
approved by the competent authorities);

e printed or digital publications including guidelines from scientific societies —
provided they do not provide descriptions outside the approved indications and
dosage;

f printed or digital publications of therapeutic protocols; or

g donations, grants and benefits in kind to foundations, institutions, organisations

or associations that are comprised of HCPs or that conduct research are only
allowed if: (1) they are made for the purpose of supporting health care, research,
training or the provision of better health services; (2) they are documented and
kept on record by the company; and (3) they do not constitute an inducement to
prescribe, sell or purchase specific medicinal products.

Donations or sponsorships are also allowed to medical societies, institutions, associations
or unions established by HCPs as not-for-profit legal persons in private law.

Donations, where allowed, may be in kind or in money. A donation in money
must serve a specific purpose (e.g., to finance a research programme, educate HCPs,
patients and patient caregivers or facilitate the recipient to purchase medical equipment
or part of it). Donations in kind may involve medical equipment (e.g., instruments,
devices) and reagents in the context of a research programme.

VI  SPECIAL LIABILITY OR COMPENSATION SYSTEMS

Product liability claims are subject to the general legal regime concerning liability for
defective products. Claimants may base their claim for remedy on the Consumers’
Protection legislation and on the provisions of the Greek Civil Code.

VII TRANSACTIONAL AND COMPETITION ISSUES

i Competition law

In Greece, antitrust law includes both EU and national provisions.

253



Greece

First, Article 101 of the Treaty on the Functioning of the European Union
(TFEU) prohibits agreements between two or more independent market operators which
restrict competition. This provision covers both horizontal agreements (between actual
or potential competitors operating at the same level of the supply chain) and vertical
agreements (between firms operating at different levels (i.e., an agreement between a
manufacturer and its distributor)).

Second, Article 102 of the Treaty prohibits firms that hold a dominant position
on a given market to abuse that position to the prejudice of consumers.

Especially for vertical agreements, national and EU competition authorities apply
Regulation (EU) No. 330/2010 of 20 April 2010 on the application of Article 101(3) of
the TFEU to categories of vertical agreements and concerted practices. Agreements that
are deemed to fall within the scope of the Block Exemption Regulation are presumed to
be lawful.

With regard to Greek antitrust law, Articles 1 and 2 of Law No. 3959/2011
establish prohibitions and legal restrictions that directly correspond to Articles 101 and
102 of the Treaty, respectively.

Owing to the fact that medicinal products’ pricing is regulated by the state, the
Hellenic Competition Authority has not dealt with competition issues in respect of
medicinal products’ pricing. However, there is an ongoing discussion relating to the
procedures under which the public sector is supplied with medicinal products, so that
future developments are expected that will contribute to confronting cartel policies.

ii Transactional issues

As Greece is an EU Member State, the provisions of the Greek Competition Law reflect
the rules found in Articles 101 (anticompetitive agreements) and 102 (abuse of dominant
market position) of the TFEU. No major transactions have been conducted recently in
the pharmaceutical sector in Greece. From a legal point of view, competition law must
be taken into account regarding possible M&A activities of major players in the market
and a decision of the Hellenic Competition Commission may be required. Given the
Greek financial situation, many developments are expected on transactional issues as the
economy continues its attempts to improve the bad economic climate.

VIII CURRENT DEVELOPMENTS

Legislative provisions relating to pricing of medicinal products have been amended three
times in the past six months, while the State Budget Law for 2016 requests further
reductions.

Moreover, according to the latest legislative provisions, public hospitals’ budgets
for 2016 may not exceed €570 million (€510 million for hospitals and €60 million for
social security organisations). On the assumption that public hospitals’ expenses exceed
the above-mentioned amounts, the exceeding amounts will have to be returned to the
state through a clawback or rebate system.

Given the ongoing negotiations between the Greek state and European institutions
and the IMF, further interventions are expected that will aim to reduce public expenses.
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