
Kyriakides Georgopoulos  
& Daniolos Issaias

LIFE SCIENCES



Useful insights of the Greek  
Economic Environment ...................................................................16

Judicial System ........................................................................................33

Basic Aspects of Civil Law ..............................................................75

Business Entities ................................................................................. 111

Banking System - Finance - Investment ....................... 185
Mergers & Acquisitions ................................................................. 243

Financial Contracts............................................................................ 275

Financial Tools ....................................................................................... 299

Competition ............................................................................................ 313

Industrial & Intellectual Property Rights ...................... 337

Transportation....................................................................................... 355

Insurance .................................................................................................... 403

Insolvency - Bankruptcy .............................................................. 411

Tourism......................................................................................................... 425

Technology - Media - Electronic  
Communications ................................................................................ 433

Energy ........................................................................................................... 467

Environment ........................................................................................... 505

Real estate ................................................................................................. 571

Food & Beverage ................................................................................. 589

Life sciences ............................................................................................. 597

Consumer protection ..................................................................... 605

Pesronal data .......................................................................................... 611

Lottery – Games ................................................................................... 619

Sports Law................................................................................................. 625

Employment ............................................................................................ 633

Immigration ............................................................................................. 653

Exports / Imports/ Customs ..................................................... 661

Tax ..................................................................................................................... 667

Legal profession in Greece ........................................................ 703

Related information ......................................................................... 705

Editor-in-chief:
Adonis Karatzas (adonik@nb.org)

Editorial board:
Geena Papantonopoulou (geenap@nb.org)
Marina Tsikouri (marinat@nb.org)

Advertising managers:
Georgia Siakandari (georgias@nb.org)
Juliana Berberi (juliber@nb.org)

Art Director:
Theodoros Mastrogiannis (mastroth@nb.org)

Creative Director:
Andreas Menounos (andreasm@nb.org)

Desktop Publishing – Films:
Yannis Dedousis (yannisd@nb.org)

GREEK LAW DIGEST
ISSN 2241-133X
www.greeklawdigest.gr
NOMIKI BIBLIOTHIKI SA, © 2012

COPYRIGHT
The content of this Guide is copyright of NOMIKI 
BIBLIOTHIKI S.A. Copying of part or all of the 
content of the Guide in any form is prohibited 
other than that in accordance with the follow-
ing permission: a) you may copy pages from the 
Guide for your personal use only, b) you may re-
copy extracts from the Guide to indi vidual third 
parties for their personal information, but only if 
there is acknowledgment to NOMIKI BIBLIOTHIKI 
S.A. as the copyright owner of the Guide.

DISCLAIMER
The content of this Guide is intended for infor-
mation purposes only and should not be treat-
ed as legal advice. The publication is necessar-
ily of a general nature; NOMIKI BIBLIOTHIKI S.A. 
makes no claim as to the comprehensiveness or 
accuracy of the Information provided; Informa-
tion is not offered for the purpose of providing 
individualized legal advice. Professional advice 
should therefore be sought before any action 
is undertaken based on this publication. Use 
of this Guide does not create an attorney-client 
or any other relationship between the user and 
NOMIKI BIBLIOTHIKI S.A. or the legal profession-
als contributing to this publication.

23, Mavromichali Str., 106 80 Athens Greece
Tel.: +30 210 3678 800 • Fax: +30 210 3678 857

http://www.nb.org 
 e-mail: info@nb.org

CONTENTS



  LIFE SCIENCES



598 Kyriakides Georgopoulos & Daniolos Issaias

PHARMACEUTICAL PRODUCTS- PRICE DETERMINATION

How is the price of a pharmaceutical product determined?
The selling prices of pharmaceutical products in the internal market are determined by 
the competent Office of the General Secretariat of Commerce, after conducting research 
in the countries - members of the European Union (EU) in which the pharmaceutical 
product is already marketed by taking into account the selling price to the wholesaler. 
The prices of pharmaceutical products are determined for the packages that are 
approved by the National Drugs Organization (EOF) and the European Medicines Agency 
(EMEA) and results from the average of the three (3) lowest corresponding prices   of 
the pharmaceutical product in the EU members-states, in which there exist official 
data which are announced by the competent authorities of those countries (Ministerial 
Decision 66084/2011 and Market Decree 7/2009). The price of the pharmaceutical 
products for which their patent has expired cannot exceed 70% of the price that the 
same pharmaceutical product had while the patent was still valid. The EU countries, for 
which official data exist, are announced through the 1st Price Bulletin of each year. 
According to Article 36 of Law 4025/2011, for the inclusion of a pharmaceutical product 
in the positive list of prescription only medicines, the pharmaceutical companies 
or marketing authorization holders must pay (a) an one off entry fee in said list per 
pharmaceutical product and (b) the corresponding rebate amount per pharmaceutical 
product for each year. Failure to pay said amounts will result to the exclusion of the 
product from the positive list of prescription only medicines.

FOOD SUPPLEMENTS

What rules govern the sale of food supplements?
According to Article 2 of Ministerial Decision 127962/03/2004 which implemented 
into the Greek law the European Directive 2002/46/EC “on food supplements”, food 
supplements are concentrated sources of vitamins, metals, minerals and/or other 
substances (such as amino acids, essential fatty acids, fiber and various plant extracts), 
which are sold in the form of tablets, pills or any other form. Said Ministerial Decision 
provides that the import, sale or free supply of food supplements which is not consistent 
with its provisions, are prohibited. Thus, the law imposes rules both as to the possible 
components of food supplements (e.g. provides tables of vitamins and minerals) and 
also as to their presentation, marketing, nutritional labeling and advertising. According 
to Article 6 the labeling, presentation and advertising of food supplements must not 
attach to these products properties equal to the prevention, treatment or cure of a 
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human disease nor mention any such properties. Moreover, the producer or circulator of 
food supplements must notify the EOF of said circulation of the products in the market, 
who in turn will decide whether said circulation may or may not continue (Article 10). 
It is worth noting, that the sale of food supplements to the general public can only be 
made by pharmacies.

VACCINES

Are vaccines treated in a different way than other pharmaceutical products under Greek law?
Vaccines are treated under Greek law not as a distinctive category, but rather in the 
same way as other pharmaceutical products for human use. However, vaccines might 
also be addressed as either a special measure in cases of imminent threat to the public 
health (e.g. flu pandemia), or as part of each year’s Vaccination Plan which is issued 
by the Ministry of Health. According to Article 6 par. 2 L.1316/1983 it falls within EOF’s 
competency to secure protection of the public health where the national interest 
demands it and therefore to provide the relevant guidance, on a case by case basis, 
with regards to the supply and provision of vaccines to the public. The Institution of 
Pharmaceutical Research and Technology (IFET) has also the competency to order and 
supply vaccines, whether this is requested by a patient, a hospital or other public and/or 
private clinic or pharmacy, in cases where said vaccine is not available in Greece.

MEDICAL EQUIPMENT

What is the basic legal framework regarding medical devices?
Greek Joint Ministerial Decision 130648/2009 “on medical equipment” which has 
implemented the EU Directive 93/42/EC (as amended and in force) is based on a new 
approach in matters of technical harmonization and standardization and therefore 
provides for some basic requirements with regards to medical devices. In order 
for medical devices to bear the necessary marking “CE”, they must meet specific 
requirements for each product type. When a medical device is covered by other 
Directives concerning other aspects (e.g. the Low Voltage Directive, Machinery Directive 
etc.) and which also provide for the existence of the marking “CE” in the product, then 
the latter shall indicate that the medical device meets also the requirements of these 
Directives respectively. The Directive 93/42/EEC lays down, inter alia, the obligations of 
the manufacturer (or authorized representative) which in this case is the natural or legal 
person responsible for the design, production or manufacture, packaging and labeling 
of the medical device, so that the product will be marketed under his name, regardless 
of whether these operations are carried out by the same person or a third party on his 
behalf. The obligations of manufacturers apply also to the natural or legal person who 
assembles, packages, processes, fully refurbishes and/or labels one or more, already 
developed products, and/or intends that these products are marketed in his name 
(Own Brand Labeling). The classification of each medical device is made according to its 
intended purpose and mode of action. According to Article 9 of Directive 93/42/EEC, the 
medical devices are divided into categories to distinguish between the risks associated 
with many different medical devices covered by the Directive.
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INTERACTIONS WITH HEALTH CARE PROFESSIONALS (HCPs)

What incentives may be given to HCPs by pharma companies?
According to national laws and regulations (including the Code of Ethics of the Hellenic 
Association of Pharmaceutical Companies (SFEE) and EOF’s Circulars), gifts of any kind are 
strictly prohibited and should not be offered or promised when their purpose is to induce 
or are in exchange for past or future sales, recommendations and/or use of the company’s 
products. Gifts to HCPs will only be permitted if they are inexpensive in amount and 
infrequently provided. As a principle, gifts, even of modest value, should not be given in 
the form of cash or cash equivalents. Hospitality can be offered to HCPs in the context of 
scientific and/or educational events, but the following rules must be observed:

 � All forms of hospitality must be reasonable in amount, of secondary importance 
to the purpose of the scientific event, must never be linked to purchasing, 
recommending or using the company’s products; must never be extended in 
exchange for securing sales, recommendation or use of the company’s products; 
must not be extended to other non-related persons such as friends, spouses or 
children. 

 � Venues for hospitality should be suitable for the main purpose of the event. The 
surroundings have to be considered to be conducive to business discussion. 

CLINICAL TRIALS

Approval of interventional clinical trials and Good Clinical Practice 
Ministerial Decision 89292/2004 (which has implemented in Greece the Directive 
2001/20/EC “on the approximation of the laws, regulations and administrative provisions 
of the Member States relating to the implementation of good clinical practice in the 
conduct of clinical trials on medicinal products for human use”) incorporated specialized 
provisions with regards to the conduct of clinical trials to human beings, and especially 
as regards to the application of good clinical practice.
Good clinical practice is a set of internationally recognized ethical and scientific quality 
requirements which must be observed for designing, conducting, recording and 
reporting clinical trials that involve the participation of human subjects. Compliance 
with this good practice provides assurance that the rights, safety and well-being of 
trial subjects are protected, and that the results of the clinical trials are credible. The 
principles of good clinical practice and detailed guidelines in line with those principles 
shall be adopted and, if necessary, revised to take account of technical and scientific 
progress.
For the realization of clinical trials the prior written approval of the National Ethics 
Committee (NEC) also needs to be obtained. NEC’s written approval must be given 
within a period of 60 days, at the most, following the relevant application and 
submission of the completed file.
NEC is an independent body, consisting of healthcare professionals and nonmedical 
members, whose responsibility is to protect the rights, safety and wellbeing of human 
subjects involved in a trial and to provide public assurance of that protection, by, 
among other things, expressing an opinion on the trial protocol, the suitability of the 
investigators and the adequacy of facilities, and on the methods and documents to be 
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used to inform trial subjects and obtain their informed consent. Parts of the process 
of approval are also the Scientific Boards and Administrations of the Health Region 
Administrations (“YPE”) of the relative hospitals, which have the obligation, within 30 
days from the application and submission of the completed file, to inform NEC with 
regards to any problems as to the adequacy of the investigator and sub investigators 
and the suitability of the hospital’s facilities where the clinical trial is to take place. 
In the context of said legislation and in order to ensure good clinical practice, two 
databases are also in operation; namely Eudract (European Clinical Trials Database) 
and Eudravigilance. Eudract is a database in which the sponsor inputs basic data of the 
clinical trial, so as to ensure transparency as to the conduct of clinical trials and control of 
the data that result there from and are to be published. The Eudravigilance database has 
been created so as to allow electronic report of serious adverse events that may become 
apparent during the trial.

SUPPLY OF PUBLIC HOSPITALS AND OF PHARMACIES

Supply of public hospitals
Ministerial Decision 14801/2011 provides that medicines, medical equipment and other 
products shall be supplied to public hospitals by virtue of supply agreements (Article 
10 Law 3580/2007) which are supervised by the Supply Committee of the Ministry of 
Health. Also, the same Law foresees the possibility of conducting tenders for the supply 
of pharmaceutical products on the basis of the substance of the same pharmacological 
category. 
From January 1, 2012 the provisions of Law 3918/2011 shall come into force, according 
to which, supply agreements with public hospitals (either for products or services) shall 
be the subject of the Plan of the Program for Supplies and Services of the relevant Health 
Districts (YPE). Health Districts (or in some cases the hospitals themselves according to 
par.9 Article 1 L.3918/2011) shall be competent for: a) the announcement and conduct of 
tenders, b) the approval of the result of the tender or its cancellation, c) the execution of 
supply agreements, d) the monitoring of the actual execution of the supply agreements, 
e) the fundraising for the timely settlement of the obligations arising out of the Program 
for Supplies and Services, and f ) the settlement of the amounts due.

Supply of pharmacies
According to the provisions of Article 331 (paragraph 4) of Market Decree 7/2009 as 
amended and currently in force (following extensive amendments that took place 
in 2011) “the producers, packers or importers [of pharmaceutical products] sell the 
products falling under the provisions of Article 12 of L. 3816/2010 (exclusively hospital 
use products) to the private pharmacies and the wholesalers at the hospital price, which 
is the wholesaler’s price decreased by a percentage of 13%”. Moreover, according to the 
provisions of Article 333 of the above mentioned Market Decree, “producers, packers and 
importers [of pharmaceutical products] may offer discounts only on the hospital price 
[of the product] and only to the following entities: The Public, State Hospitals, Social Care 
Units of Article 37 of L.3918/2011, IKA pharmacies and pharmacies of private clinics with 
a capacity of over 60 beds”. 



602 Kyriakides Georgopoulos & Daniolos Issaias

As regards to the rest of the products, i.e. non hospital use products sold either with 
or without medical prescription, according to the provisions of Article 2 of Presidential 
Decree 194/1995 producers, representatives and importers of pharmaceutical products 
may sell the products directly to pharmacies at the wholesale price (which is the sale 
price to pharmacies and includes the wholesaler’s profit) provided they hold a wholesale 
license, which is granted pursuant to the provisions of said P.D.

PARALLEL TRADING OF PHARMACEUTICAL PRODUCTS

Is parallel trading of pharmaceutical products allowed in Greece?
According to Article 15 of Law 3580/2007, the holders of a wholesale license of 
pharmaceutical products that are marketed in Greece must secure the appropriate and 
continuous supply of the market with said pharmaceutical products so as to cover the 
needs of the patients in Greece. As soon as the needs of the Greek market are met, said 
holders of a wholesale license may export pharmaceutical products, only in cases where 
these products have been supplied to them directly by the pharmaceutical companies. 
For the monitoring of the sufficiency of the market in pharmaceutical products, the 
relevant supply documents need to be kept on record for at least two (2) years and be 
available for inspection at any time.
The holders of a wholesale license that export pharmaceutical products in EU countries 
sell them directly and only to persons that hold a license to sell pharmaceutical 
products according to the laws of said country. The pharmaceutical products that are 
exported must have obtained a marketing authorization license in the destination 
country by their importer and likewise, pharmaceutical products that are exported to 
third countries, outside the EU, must have the EOF’s approval and must be exported by 
their manufacturer. In order to ensure that the exported pharmaceutical products are 
genuine, the wholesalers that proceed to exports must not intermediate any exports by 
other wholesalers.

INTERNET 

Are there any special rules governing the content of websites of pharmaceutical companies?
With regards to the contents of a website of a pharmaceutical company the following 
must be observed:
(a)  The information included in the site must be regularly updated with new facts and 

must clearly display for each page and/or item, the most recent date as of which such 
information was updated.

(b)  Examples of the information that may be included in a single site or in multiple sites 
are:

(i)  general information on the company. Sites may contain information that would 
be of interest to researchers, the news media and the general public, including 
financial data, descriptions of regulatory developments affecting the company 
and the authorization/ marketing of its products, information for prospective 
employees, etc. 

(ii)  health education information. Sites may contain information about health issues 
which do not constitute promotion with respect to the characteristics of diseases, 
methods of prevention and treatments, as well as other information intended to 
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promote public health. They may refer to medicinal products, provided that the 
discussion is balanced and accurate. Relevant information may be given about 
alternative treatments, including, where appropriate, surgery, diet, behavioral 
change and other interventions that do not require use of medicinal products. 
Sites containing health education information must always advise people to 
consult an HCP for further information.

(iii)  information that according to the applicable laws is only intended for HCPs. Any 
information in sites directed to HCPs that constitutes advertising must comply 
with the applicable legislation governing the practice, content and format of 
advertisements for prescription only medicinal products (Article 30 of the SFEE 
Code of Ethics)

(iv)  non promotional information for patients and the general public. Sites may 
include non promotional information for patients and the general public on 
products distributed by the company (including information on their indications, 
adverse reactions, interactions with other medicinal products, proper use, reports 
of clinical research, etc.), provided that such information is balanced, accurate 
and consistent with the approved summary of product characteristics (SPC). 
Brand names should be accompanied by international generic names. The site 
may include links to other web sites containing reliable information on medicinal 
products, including sites maintained by government authorities, medical research 
bodies, patient organizations, etc.
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In April 2006, two long established and well known Greek Law 
Firms, Kyriakides Georgopoulos Law Firm (1933) and Daniolos 
Issaias & Partners Law Firm (1923), (the latter specializing mainly 
in Maritime Law), decided to merge to form Greece’s largest 
Multidisciplinary Law Firm, competent to cover the needs of their 
respective clients in all fields of legal practice.




