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DECISIONS 
Number ∆ΥΓ3/89292 

Harmonization of the Hellenic Legislation to the respective Community legislation in 

compliance with Directive 2001/20/EC of 4 April 2001 “on the rapprochement of the 

legislative, regulatory and administrative provisions of the Member States regarding 

the implementation of good clinical practice during clinical trials on medicines to be 

used by humans”. 

 

THE MINISTERS  

OF ECONOMY AND FINANCE –  

OF HEALTH AND WELFARE 

Considering: 

1.  The provisions 

A) of article 1, paragraphs 1, 2 and 3 and article 3 of Act 1338/1983 “Implementation 

of the Community Law”(A’ 34), as amended by article 6 of Act 1440 / 1984, 

“Participation of Greece to the capital, the reserves and the forecasts of the 

European Investment Bank, the capital of the European Coal and Steel 

Community, and the EURATOM Supply Agency” (A’ 70) and article 65 of Act 

1982/1990 (A’ 101). 

B) of articles 14 paragraphs 4 and 2 and par. 1 and 2 of Act 1316/83 (A’3) as 

replaced with provisions of article 1 of Act 1965/91 (A’146) “Amendment and 

completion of existing provisions of the National Organization for Medicines (EOF) 

and other provisions”. 

C) of  article 29A of Act 1558/1986 “Government and Government Institutions”(A 

134) as added to article 27 of Act 2081/1992 (A’ 154) and amended by article 1 

paragraph 2a of Act 2469 /1997 (A’38). 

2.  The proposition of the EOF Managing Board 0-604/15th /24.7.2003. 

3.  The Directive 2001/20 EC of April 4th 2001, “on the rapprochement of the 

legislative, regulatory and administrative provisions of the Member States regarding 



the implementation of good clinical practice during clinical trials on medicines to be 

used by humans” 

4.  the Ministerial Decision A6/10983/84 (Official Government Gazette issue B ‘886) 

on the conduct of pharmaceutical clinical trials and the protection of human beings, 

the Ministerial Decision A7a/3462/2000 (Official Government Gazette issue B’ 

966/2000) Ministerial Decision Y6a/86052/16.9.2003 (Official Government Gazette 

issue B’ 1363/23.9.2003). 

5.  The Decision 3418/8.7.2002 (Official Government Gazette issue B’ 861/9.7.2002) 

regarding the assignment of authorities to the Vice Ministers of Health and Welfare. 

The fact hat the provisions of the present decision bear no expense on the State 

Budget, we hereby decide: 

 

 

Article 1 
Field of Application 

1. The provisions of this ministerial decision aim at harmonizing Greek Legislation 

in the area of clinical trials to the provisions of Directive 2001/20/EC of April 4th 2001 

“on the rapprochement of the legislative, regulatory and administrative provisions of 

the Member States regarding the implementation of good clinical practice during 

clinical trials on medicines to be used by humans” (EU L 121/34 of 1/5/2001). 

2. This Ministerial Decision contains special provisions regarding the way clinical 

trials should be conducted, including multi-centre studies, performed on human 

subjects and regarding medicinal products as defined in article 2 of the Ministerial 

Decision A6A/939291/(Official Government Gazette 233/B/7-4-1992), especially 

regarding the implementation of good clinical practice. This Ministerial Decision does 

not apply to non-invasive studies.  

3. By “good clinical practice” we mean a set of internationally acknowledged 

quality requirements of an ethical and scientific nature, which ought to be adhered to 

during the planning, carrying out, recording of data, and issuing of results of the 

instances of clinical trials in which human subjects participate. By adhering to good 

clinical practice, we can ensure the protection of the rights of the human subjects, as 

well as their safety and integrity, as well as guarantee the reliability of the research 

results. 

4. The principles of good clinical practice, as well as the detailed guidelines that 

adhere to them, are established and potentially reviewed by the EU so as to take into 

account the advances of science and technology.  



5. All clinical trials, including bio-availability and bio-equivalence trials, are planned 

performed and made public according to the principles of good clinical practice.  

 

Article 2 
Definitions 

 

To fulfill the objectives of this Ministerial Decision, certain terms are defined as 

follows:  

a) Clinical trials: Any trial performed on humans and aiming at discovering or 

verifying the clinical, pharmacological and/or other pharmacodynamic effects of one 

or more investigational medicinal products, and/or at detecting potential undesired 

effects of one or more investigational medicinal products, and/or at studying the 

absorption, distribution, metabolism and excretion of one or more investigational 

medicinal products, with a view to documenting the safety and/or effectiveness of 

these products. Clinical trials conducted by one or more clinical study sites in one or 

more countries are all included in this category. 

b) Multi-centre clinical trial: Any clinical trial conducted on the basis of the same 

protocol, but in more than one clinical study sites and, consequently, by more than 

one investigators. The clinical study sites involved may be in only one EU Member 

State, in more than one Member States, and/or in both EU Member States and in 

non-EU countries.  

c) Non-invasive research: A trial for which the medicinal product (s) is (are) being 

prescribed as usual, according to the terms stated in the marketing authorization of 

the relevant product or products. The decision to follow a specific treatment strategy 

in the case of any given patient is not made in advance based on the research 

protocol, but is determined by current medical practice, whereas the decision on 

administering the medicinal product is quite distinct from the decision to have a given 

patient participate in the research. There should be no additional procedures, neither 

diagnostic nor treatment, applied on the patients, whereas epidemiological methods 

should be applied to analyze the data collected.    

d) Investigational medicinal product: the medicinal form of an active substance or 

placebo tested or being used as reference in the conducting a clinical trial, including 

products that have already been granted a marketing authorization, although they are 

used or prepared (in either form or packaging) in a way that is different from the 

authorized form, or used for a non-authorized symptom or in order to collect further 

data on the authorized form.  



e) Sponsor: Person, company, institute or agency responsible for the introductory 

steps to be taken, the management and/or the funding of clinical trials.  

f) Investigator: Either a doctor or another professional duly qualified to conduct 

research owing to their scientific training and experience in patient care.  The 

investigator is responsible for the conducting a clinical trial in a specific clinical study 

site. If the research in a particular clinical study site is performed by a team, then the 

investigator is the head of the team and can therefore be called “primary 

investigator”.  

g) Clinical investigator’s brochure: The collection of clinical and non-clinical data on 

the investigational medicinal product (s). The data concerned is useful in the testing 

of the product or products in question on human subjects.    

h) Protocol: A text describing the objective (s), the planning, methodologies, 

statistical views and the organization of research.  The term “protocol” refers to the 

protocol itself, as well as its successive forms and all amendments brought about.  

i) Subject: Person participating in a clinical trial, either because the investigational 

medicinal product is being administered to them, either as witnesses to all that 

concerns the research.   

j) Patient informed consent (from this point onwards referred to as “Consent”): 

Decision to take part in clinical trials, made freely following the appropriate briefing on 

the nature, the importance, the consequences and the risks inherent in that particular 

research. The consent must be in writing; it must also be appropriately documented, 

as well as bear the date and the person’s signature. The written consent must be 

drawn up by persons capable of granting their consent or, in the case of someone 

unable to do so, by their legal representative. In exceptional circumstances, if the 

person is not in a position to write, they can give their consent orally, in the presence 

of two (2) witnesses, who will sign the relevant document, in which their full details 

should also be included.     

k) Ethics Committee: An independent authority, made up of health professionals 

and of non-medical professionals, the duty of which is to safeguard the rights, the 

safety and the health of the people who participate in a given clinical trial, and to 

provide a public assurance of their safeguarding role, issuing, among other things, 

opinions on the research protocol, and on the methods and the documents to be 

used for the briefing of the subjects so as to obtain their consent after they have been 

properly briefed.    

l) Inspection: The official inspection that EOF will carry out of the documents, 

facilities, registers, systems of quality assurance, and of any other piece of data that 

EOF will deem relevant to the clinical trial and that will be situated in the clinical study 



site where the particular clinical trial is being held, in the facilities of the sponsor 

and/or of the collaborating agency, or in any other facilities that EOF may deem 

necessary to inspect.  

m) Adverse incident: Any undesirable, from a medical viewpoint, manifestation in a 

patient or in a subject in a clinical trial to whom a medicinal product is being 

administered, although there may not necessarily be a cause-and-effect correlation 

between the manifestation and the clinical trial.   

n) Adverse event: Any unpleasant and unintended reaction to a investigational 

medicinal product, following any administered dose.   

o) Serious adverse incident or serious adverse event: Any undesirable, from a 

medical viewpoint, manifestation or undesirable reaction that, regardless of the 

dosage, will bring about death, put someone’s life in risk, demand hospitalization or 

an extension of the current hospitalization, entail permanent or substantial disability 

or incapacitation or relates to a congenital anomaly or complaint.    

p) Unexpected adverse event: An adverse event the nature or the gravity of which is 

not consistent with the existing information on the product (for example, with the 

Clinical investigator’s brochure in the case of a non-authorized investigational 

medicinal product, or with the overview of product features in the case of an 

authorized investigational medicinal product).    

 

Article 3 
Protection of subjects 

 

1. A clinical trial can only be performed if the following concrete requirements 

are met: 

a) All expected risks and adverse events have been weighed against the benefits 

expected to arise, both for those participating in the research and for other patients 

and future patients. A clinical trial can only be initiated when the National Ethics 

Committee of Article 7 and the National Organization for Medicines both reach the 

conclusion that the benefits expected to arise in terms of treatment and public health 

justify the risks run; likewise, the clinical trial can only continue as long as its 

compliance to this requirement is constantly verified. 

b) The subject, or their legal representative in case the subject is unable to grant his 

or her consent, had, in an interview they already had with the investigator or with a 

member of the research team, the opportunity to comprehend the objectives of the 

research, and also the risks and the inconvenience involved, as well as the 



circumstances under which it is going to be conducted. The subject was also 

informed of their right to withdraw at any time from the project.  

c) The subject is guaranteed the right to have one’s physical and mental integrity 

respected, and to have their personal information protected, according to the 

provisions of law 2472/97 (Government Gazette 50/A/10-4-97)   

d) The subject, or their legal representative in case the subject is unable to grant his 

or her consent, has granted his or her consent in writing, after being informed of the 

nature, the importance, the consequences and the risks inherent in the given clinical 

trial. In exceptional circumstances, if the person is not in a position to write, they can 

give their consent orally, in the presence of two (2) witnesses, who will also affirm the 

contents of this consent by signing the relevant document. 

e) The subjects can, at any moment, withdraw his/her consent, and thus discontinue 

his / her participation to the research conducted, without any negative consequences.  

f) An insurance policy has been drawn up with an insurance agency the seat of 

which is within the community and which renders its services in Greece, so as to 

cover any liability costs that might arise in the expense of the investigator and the 

sponsor. The policy amount must cover potential damage or disability brought about 

due to the participation to the clinical trial, and must, in the eventuality of death or of 

a prolonged inability to work, amount to at least 200 000 Euros.     

g) Inmates in correctional institutions are not allowed to become subjects in clinical 

trial.  

2. An adequately trained physician (or dentist, depending on the circumstances), 

must bear the responsibility for the medical care received by the subjects and for the 

medical decisions to be made about them.    

3. The subject must receive instructions as to where they can resort to should 

they need additional information.  

 

Article 4 
Clinical trials conducted on minors 

In addition to any other relevant limitations, a clinical trial on minors can only be 

conducted if all of the following requirements are met:  

a) After a briefing, either the parents or the legal guardian of the minor have granted 

their informed consent. This consent must reflect what is assumed to be the will of 

the minor, and it can be withdrawn at any moment without any negative 

consequences on the minor.  

b) The minor has received information, to the extent that they can comprehend such 

information, on the research, the risks inherent in it and the benefits it is expected to 



yield; this information has been provided to them by personnel who have a certain 

amount of experience in dealing with minors. If the minor is able to comprehend the 

essence of the clinical trial, his or her written consent is also required.  

c) The express wish of a minor, who is capable of forming an opinion and of 

evaluating information to either refuse to participate in clinical trials, or to withdraw 

from it at any moment, is binding for the investigator or, depending upon the 

circumstances, for the Primary investigator.  

d) Apart from the compensation sums agreed upon, all other motives, financial or 

other, are altogether ruled out.  

e) All such clinical trials must stand to yield the group of minor patients immediate 

benefits, and it should only be performed if it is imperative in order to verify data that 

has emerged either as a result of a clinical trial on people who are capable of 

granting their consent after receiving a briefing, or as a result of other research 

methods. Moreover, the research in question must either be closely connected to a 

clinical condition from which the minor actually suffers, or be of such a nature that it 

can only be performed on minors.  

f) The relevant scientific guidelines of the European Medicinal Products Evaluation 

Agency must be fully observed.  

g) Clinical trials must be designed in such a way as to minimize pain, discomfort, 

fear and other expected risks, depending on the disease and the stage of its 

evolution. The threshold of risk, as well as the degree of discomfort must both be 

specifically defined and constantly monitored.     

h) The clinical study protocol must be approved by an Ethics Committee with a 

certain amount of experience with pediatrics, or after consulting with specialists on 

clinical, ethical and psycho-social problems in the field of pediatrics.  

i) The interest of the patient always prevails over the interests of science and 

society.  

 

Article 5 
Clinical trials on adults who are not considered capable of granting a legal 

informed consent  
 

In the case of other persons who are not in a position to grant a legal informed 

consent, all the relevant requirements set out for those capable of granting their 

consent apply. In addition to those requirements, it is possible for adults who are at 

present disqualified to act legally, but who did not give nor did they refuse to give 



their consent before they lost either partially or fully their ability to act, to participate in 

clinical trials - provided the following conditions apply: 

a) The caregiver of the person disqualified to act has granted his/her consent. This 

consent must be expressing what is assumed to be the will of the subject, and it can 

be withdrawn at any moment without any negative consequences on the subject.  

b) The person who is not in a position to grant a legal consent has been informed, 

depending on their mental state, about the research and about both the risks and the 

benefits involved.  

c) The expressed wish of a person who is capable of forming an opinion and of 

evaluating this information either to refuse to participate in clinical trials, or to 

withdraw from it at any moment, is binding for the investigator or, depending on the 

circumstances, for the Primary investigator. 

d) Apart from the compensation sums agreed upon, all other motives, financial or 

other, are altogether ruled out.  

e) All such clinical trials must be imperative in order to verify data that has emerged 

either as a result of clinical trials on people who are capable of granting their consent, 

or as a result of other research methods, and it must be closely connected to a 

clinical condition that is either life-threatening or the actual cause of the mental 

deficiency from which that particular incapacitated adult is suffering.   

f) Clinical trials must be designed in such a way as to minimize pain, discomfort, 

fear and other expected risks, depending on the disease and the stage of its 

evolution. The threshold of risk, as well as the degree of discomfort must be both 

specifically defined for each patient and constantly monitored.  

g) The clinical study protocol must be approved by an Ethics Committee who has a 

certain amount of experience with the corresponding disease, or after consulting with 

specialists on clinical, ethical and psycho-social problems involved in the 

corresponding disease and the corresponding population of patients.  

h) The interest of the patient always prevails over the interests of science and 

society.  

i) It must be safe to assume that administering the investigational medicinal product 

will yield the patient benefits that outweigh the risks, or that doing so involves no risk 

whatsoever.      

 

Article 6 
National Ethics Committee for Clinical Trials 

1. For the conduct of clinical trials, a National Ethics Committee on Clinical trials is 

hereby created (called EED in the rest of the document), which is to function as an 



independent consulting agency based in the EOF headquarters... The setting up of 

EED, as well as the selection of its staff is determined by decisions made by the 

Minister of Health and Welfare after a relevant proposal has been filed by the EOF 

Managing Board. The EED is made up of nine members, of which six are healthcare 

scientists, one a lawyer, one a theologian, and the last either a scientist specializing 

in bioethics. Their term is three years, and it can be renewed. The EED may, 

according to the case examined, invite specialists in specific disciplines, who are to 

take part in its meetings in the capacity of expert but have not the right to vote.  The 

EED setting up and operation regulation will be processed similarly to the present 

Ministerial Decision.  Following a decision of the EOF President, the President’s 

Substitute is appointed as the EED Secretary. 

2. For clinical trials to be conducted in Greece, as stipulated according to Article 2 

paragraph a. of this Ministerial Decision, the EED must have previously decided 

favorably on it.   

3. In order to make its decision, the EED is specifically taking into account the 

following evidence:  

a) The suitability of the clinical trial and of its planning.  

b) The extent to which the evaluation of the benefits and of the risks anticipated, as 

stipulated by article 3 paragraph 2 point a. of this Ministerial Decision, is satisfactory, 

and the extent to which the conclusions are properly justified.  

c) The research protocol. 

d) The way subjects have been selected.  

e) The adequacy of both the investigator and his or her associates, and the 

suitability of the facilities, considering any opinion of the competent PESYP Ethics 

Committees (act 2889/2001, article 2, §7, section d).    

f) The Clinical investigator’s brochure.  

g) The correctness and exhaustiveness of the written information that is given to 

subjects, the procedure followed to obtain their consent, and the justification provided 

for conducting research on persons disqualified to act legally and to grant their 

consent relating to the specific limitations drawn out in Article 3.  

h) The anticipated measures to be taken in order to restore or to compensate for 

eventual harm in their health or death attributed to the clinical trial.  

i) Any insurance policy or compensation covering liability costs for both the 

investigator and the sponsor.  

j) The amount and the way of payment of any potential reward or compensation of 

the investigators and the sponsors, and the contents of any contract signed between 

the sponsor and the clinical study site.  



4. The PESYP Ethics Committees referred to in point (e) of paragraph 3 of this 

Article give their opinions to the EED considering the information described in Article 

7 paragraph 3, especially the feasibility of carrying out the clinical trial applied for 

according to the principles of correct clinical practice as set out on this Ministerial 

Decision, at the specific clinical study site situated within their administrative 

competence and by the specific investigators.  

5. If within a maximum of 30 days, since the receipt of the application and the full 

dossier of the trial under approval, the EED does not receive, in writing the opinion of 

the competent PESYP Ethics committees, then EED reviews the dossier based on 

other evidence. 

6. EED, within a maximum of sixty (60) days since the receipt date of the application 

and the full dossier of the trial under approval, announces in writing its justified 

opinion to the applicant as well as to the competent service of EOF.  

7. Over the time it takes the EED to examine the application and draw up its report, 

the EED can ask the applicant to provide in writing more information than the 

applicant has already submitted only once. The deadlines set out in paragraph 6 of 

this Article are suspended for the interval between the lawful and documented 

handing over of the written request by the EED for additional information via surface 

mail, fax, email or other means, and the receipt of the additional information by the 

EED in a corresponding manner.  

8. The sixty (60) day notice referred to paragraph 6 of Article 7 cannot be extended, 

except in the case of gene therapy drug trials or of therapy in the cells of the human 

body, and in the case of all medicines containing genetically modified organisms. In 

such cases, an extension of another thirty (30) days may be granted. In the case of 

these products, the ninety (90) day deadline may be extended to another 90 days in 

case either a team or a committee needs to deliberate. In the case of cell therapy 

with hallogenous cells, there is no limit to the time required to grant approval.       

          

 

Article 7 
Single report  

 

Concerning instances of multi-centre clinical trials performed in more than one 

clinical study sites in Greece alone, only one approval by the EED is required for all 

the participating clinical study sites included in the initial application. In case the 

current application concerns the participation of one or more new clinical study sites 

in an already approved clinical trial, the EED only has to verify the adequacy of the 



investigator and of his or her associates and the suitability of the facilities, as these 

arise from the opinions of the PESYP competent Ethics Committees, as well as the 

amount and the way of payment of any potential reward or compensation of the 

investigators and the subjects, and the contents of any contract signed between the 

sponsor and the clinical study site, after the EOF has issued an opinion over this. 

This verification has to be concluded within forty five (45) days since the receipt of 

the application for authorization of new sites both by the EED as well as by the EOF 

services. The above also apply in the case of multi-centre clinical trials performed 

simultaneously in more than one country. The applications for opinions and relevant 

documents are drawn up and presented in compliance with the EU directives that 

apply at that time, not failing to observe the need to protect personal data.       

 

Article 8 
Initiation of a clinical trial  

 

1. A clinical trial can only start after EOF issues favorable opinion, as more 

specifically determined in the next paragraphs of this article and under the condition 

that EED have issued a favorable opinion. If the EED opinion is unfavorable, EOF 

may not grant an authorization for the conduct of a clinical trial.  If the EED opinion is 

favorable, then EOF may grant an authorization. 

If the deadline for receiving the EOF decision elapses and no opinion has been 

issued, and if EED has issued a favorable opinion, the clinical trials may proceed and 

in this case EOF is considered as having given its silent approval. 

2. Before any clinical trial is initiated, the sponsor has an obligation to submit to 

EOF competent department and the EED, in writing, an application and full dossier 

on the research under approval.  The procedures pertaining to the taking of these 

decisions may take place in parallel, if the sponsor so wishes. 

3. If EOF informs the sponsor that it had justified objections, the sponsor may, only 

once, modify or complement the contents of the application referred to in paragraph 

2, so as to take the objections into account. If the sponsor does not respond 

accordingly to the above mentioned application, the latter is marked as rejected, and 

the clinical trial cannot begin.  

4. The review of the legitimate application for an authorization by the EOF is 

performed as soon as possible and it does not exceed 60 days. EOF may, however, 

inform the sponsor, even before this deadline expires, that it has no objections.  No 

further extension of the deadline set in the previous section is allowed, unless the 



research concerns the medicines referred to in paragraph 6 of article 7, in which case 

an extension of a maximum of another 30 days may be granted.  

In the case of these products, the 90 days deadline may be prolonged to another 90 

days in case either a team or a committee need to deliberate. In the case of cell 

therapy with hallogenous cells, there is no limit to the time required to grant approval. 

5. However, reserving the right outlined in paragraph 6 of the present article, a 

written authorization is required to even begin to conduct a clinical trial on medicinal 

products which have not been granted marketing authorization in the sense of Article 

2 of Ministerial Decision Y6a/3221 (Official Government Gazette 782/B/12-9-1995) 

and which are listed in part A of the appendix of (EU) regulation no. 2309/93, as well 

as on other medicinal products displaying special features, such as medicinal 

products the active ingredient (s) of which is (are) a biological product (s) of human 

or animal origin, or contain(s) a biological product (s) of human or animal origin, or 

the production of which necessitates the presence of such elements.    

6. A written authorization is required to even begin to conduct a clinical trial on gene 

therapy medicinal products or on products for human cells therapy, including cell 

therapy with hallogenous cells and all medicinal products containing genetically 

modified organisms. It is forbidden to conduct any gene therapy investigation leading 

to an amendment of the genetic identity of the subject. 

7. The authorization to carry out research is only granted subject to the proviso of 

the potential implementation of Ministerial Decision 952/95 (Official Government 

Gazette 1030/B/1995) on the limited use of genetically modified organisms, and 

Ministerial Decision 887/995 (Official Government Gazette 1008/B/1995) on the 

deliberate spreading of genetically modified organisms in the environment.      

 

Article 9 
Clinical trial conduct 

1. During the conduct of a clinical trial, incurring amendments is possible, following 

the below mentioned procedure: 

a) As soon as the clinical trial commences, it is possible for the sponsor to make 

protocol amendments. If these amendments are essential and may affect the safety 

of the subjects or interfere with the interpretation of scientific data on which the 

conduct of the research relies, or if these amendments are significant in any other 

way, the sponsor announces the reasons for these changes and their exact content 

to EOF and to the competent authorities of the EU Member States if the research is 

multicenter and it is being performed in more than one Member-States, and also 

informs the EED according to Articles 7 and 9 of this Ministerial Decision.   Based on 



the data listed in paragraph 3 of Article 7, and in compliance with the provisions of 

Article 8, the EED issues an opinion on the proposed amendment within a maximum 

of 35 days counting from the receipt of the legitimately proposed amendment. If the 

opinion is unfavorable, the sponsor may not amend the protocol.  If the opinion of the 

EED is favorable, and EOF does not formulate in writing any justified objections to 

the essential amendments concerned within thirty five (35) days from the submission 

of the amendment application and of the full dossier that goes with it, the sponsor 

can continue to conduct the clinical trial on the basis of the modified protocol. 

Otherwise, the sponsor can either take into account the objections and adjust the 

planned amendment of the protocol accordingly, or withdraw the proposed 

amendments altogether.  

b) Bearing in mind point (a), and depending on the circumstances, especially in the 

case any new event arises concerning the conduct of the research or the 

development of the investigational medicinal product, if this new incident stands to 

jeopardizes the safety of the subjects, the sponsor, and the investigator, take the 

most suitable emergency safety measures so as to protect the subjects of imminent 

risk. The sponsor must immediately notify EOF of these new events and of the 

measures taken, and at the same time sees to it that the EED is notified as well.   

c) Within 90 days since the conclusion of the clinical trial, the sponsor notifies both 

EOF and the EED that the clinical trial has been concluded. If the conduct of the 

research must be discontinued prematurely, the time mentioned above is reduced to 

15 days, and the reasons for the discontinuation must be clearly presented.    

 

Article 10 
Exchange of information  

 

1. If a clinical trial is conducted in Greece, EOF has to enter to a European 

database, to which only the competent authorities of the Member States, the 

European Medicines Evaluation Agency and the European Commission have 

access, the following:  

a) data from the application for the granting of an authorization referred to in 

paragraph 2 of article 9,   

b) any amendments brought about to this application, according to paragraph 3 of 

Article 9, 

c) any amendments brought about to the protocol, on the basis of point (a) of Article 

10 

d) the favorable opinion issued by the EED, 



e) the statement that the clinical trial has been concluded, and 

f) a reference to the inspections performed to verify that there has been compliance 

with good clinical practice.  

2.   After a justified application is submitted by a Member State, the European 

Medicines Evaluation Agency or the European Commission, EOF has to provide all 

additional information that was not originally included in the European database entry 

on the particular trial.  The same applies in case EOF addresses to another Member 

State a request for information.  

3. The data entered in the European database and the methods of electronic data 

transmission are going to be specified by detailed directives issued by the European 

Commission, taking into account the confidential nature of the data.  

 

Article 11 
Suspending a clinical trial, violations 

1. If EOF has objective reasons to believe that the terms laid out in the application 

to obtain authorization referred to in paragraph 2 of Article 9 are no longer fulfilled, or 

is in possession of evidence casting doubt on the safety or the scientific credibility of 

the clinical trial, it may suspend or altogether forbid the conduct of this clinical trial, 

notifying the sponsor of this issue. EOF, before making a decision and unless there is 

imminent risk, must ask for the opinion of the sponsor and/or the investigator, which 

must be given within seven calendar days. In this case, EOF immediately notifies the 

other competent authorities, the EED, the European Medicines Evaluation Agency 

and the European Commission of having suspended or forbidden the continuation of 

the clinical trial in question, as well as of its reason for doing so.   

2. If EOF has objective reasons to believe that either the sponsor or the investigator 

or anyone else participating in the trial is no longer fulfilling his or her obligations, it 

immediately notifies them of this, giving them an overview of the action plan they 

should follow to make amends. EOF will immediately notify the EED, the other 

relevant authorities and the European Commission of the action plan in question.  

 
Article 12  

Manufacturing and import of investigational medicinal products  
1a) In order to manufacture and import investigational medicinal products, a relevant 

authorization is required.  

1b) Investigational medicinal products, as well as placebo medicines, are being 

dispensed under the responsibility of the Head Pharmacist of the Hospital (either 

public or private) pharmacy or the Primary Investigator, provided that the dispensing 



will be in compliance with those provided in the Good Clinical Practice rules 

regarding the transportation and storage conditions of investigational medicinal 

products .  If a medicinal product is dispensed through the Primary Investigator, the 

Head Pharmacist of the Hospital Pharmacy is adequately informed. 

2. The marketing authorization holder referred to in paragraph 1a must be sure that 

there is on a permanent basis and at all times at least one expert fulfilling the 

requirements of Article 13 of the Ministerial Decision A6a/9392/91 (Official 

Government Gazette 233/B/7-4-1992) to be in charge of taking care of the 

responsibilities laid out in paragraph 3 of this Article. 

3. The experts referred to in Article 13 of the Ministerial Decision A6/9392/91 

(Official Government Gazette 233/B/7-4-1992), providing for the relations there may 

be between that person and the manufacturer or importer, as these are described in 

the above Ministerial Decision, is responsible for taking care of the following:  

a)   If investigational medicinal products are manufactured in Greece, any batch of 

the product must have been manufactured and controlled according to the 

requirements of Ministerial Decision Y6/11228/92 (Official Government Gazette 

322B/6-5-1993), regarding the determination of the principles and guidelines 

concerning the good manufacturing practice of investigational medicinal products for 

humans rules, along with the product standards file and the information made public 

based on Article 10 paragraph 2 of this Ministerial Decision.  

b)   if the investigational medicinal products are manufactured in a third country, any 

batch of the product must have been manufactured and controlled according to good 

manufacturing practice that is at least equivalent to that prescribed in Ministerial 

Decision Y6/11228/92 (Official Government Gazette 322B/6-5-1993) according to the 

standards file of the product, and all batches of the manufactured product must be 

controlled according to the information made public by force of Article 10 paragraph 2 

of the above Ministerial Decision.      

c)   if the investigational medicinal product is a control drug, originating in a third 

country with a marketing authorization, documents certifying that each manufacturing 

batch has been manufactured according to the good manufacturing practice that are 

at least equivalent to the above mentioned, for each manufacturing batch, may be 

received, each manufacturing batch may be submitted to all analyses, tests or trials, 

appropriate and required for verifying its quality according to the information 

communicated based on article 10, section 2 of the above-mentioned Ministerial 

Decision. 

Detailed information regarding data that must be considered during the evaluation of 

products in view of the batch release within the Community are drafted based on the 



good manufacturing practice guidelines and mainly based on annex 13 of the GMP.  

These guidelines are established by the EU and published according to Ministerial 

Decision A6A9392/91 (FΕΚ 233/B.7-4-92).  If the provisions of points a), b) and c) of 

the present article are adhered to, the investigational medicinal products are relieved 

from the need for further testing when imported to another member – state 

accompanied by release certificates signed by the authorized person. 

4. In all cases, the authorized person may certify in a registry or equivalent 

document that each manufacturing batch complies with the terms of the present 

article.  This registry or equivalent document is updated in the course of the 

proceedings and remains at the disposition of EOF for five (5) years. 

5. Each person that, when the present Ministerial Decision starts coming into force, 

exercises, regarding the trial medicines, duties of expert, according to article 13 of 

the Ministerial Decision A6A9392/91 (FEK 233/B/7.4.92) without fulfilling the 

conditions provided in this article may continue these activities. 

Article 13 

Labeling 

The labeling data must be written in Greek. This data that must be printed on the 

outer package of the trial medicinal products, or, in its absence, on the basic 

package, are published at the European Community Good Manufacturing Practice 

Guide for manufacturing investigational medicinal product. 

 

Article 14 

Verification of compliance to the Good Clinical Practice Regulations and the 
Good Manufacturing Practice requirements for investigational medicinal 

products. 

1. In order to verify compliance with the provisions regarding the Good Clinical 

Practice and the Good Manufacturing Practice Requirements, EOF appoints 

inspectors, with the duty to inspect clinical trial areas, and in particular: the site (s) 

where the clinical trial is performed, the areas where the investigational medicinal 

product is manufactured, each laboratory used for the clinical trial and/or the sponsor 

grounds.  Inspections are performed by EOF, who informs the European Medicines 

Evaluation Agency, and are performed in the name of the Community, while their 

results are respected by all member states.  The coordination of inspections is 

performed by the European Medicines Evaluation Agency in the framework of its 



competences based on (EU) Regulation 2309/93.  A member state may request the 

assistance of another member state, on this issue. 

2. After the inspection, an inspection report is drafted.  This report is placed on the 

disposition of the sponsor, while data are kept confidential.  Following a founded 

application the report may be placed at the disposition of the other member states, 

EED and EOF. 

3. A new inspection may be performed if required by the European Commission, 

following the application of the European Medicines Evaluation Agency, in the 

framework of its competences emanating from the (EEC) regulation number 2309/93, 

or an interested member state and after consultation with interested member states, 

if the compliance verification to the present directive shows that there are variations 

between members states. 

4. Without prejudice of the agreements that the Community may have drafted with 

third countries, the European Commission, following the founded application by a 

member state, or on its own initiative, or on the initiative of a member state may 

propose the inspection of the site and / or the sponsor grounds and / or the grounds 

of the manufacturer if located in a third country.  The inspection is performed by 

Community inspectors, with appropriate qualifications. 

 



Article 15 

Notification of adverse events 

1. The investigator must immediately report to the sponsor each serious adverse 

event except for those determined in the protocol or the investigator’s brochure as 

not requiring immediate reporting.  Immediate reporting must be followed by detailed 

written reports.  Immediate and later monitoring reports must identify subjects with 

unique code numbers determined for them. 

2. Adverse events and/ or abnormal laboratory findings determined in the protocol 

as critical for safety evaluation will be reported to the sponsor according to the report 

requirements and within the deadlines determined in the protocol. 

3. In case the death of a subject is reported, the investigator must provide the 

sponsor, EOF and the EED all additional information required. 

4. The sponsor must keep detailed files of adverse events reported by the 

investigator (s).  These files must be submitted to the EOF if required. 

 

Article 16 

Notification of serious adverse events 

1. a) The sponsor must ensure that all information associated with suspected 

serious adverse events that are fatal or life threatening are registered and reported 

as soon as possible to EOF and EED at the latest within seven (7) days since the 

sponsor became aware of them and that the sponsor will communicate any 

information related with the events follow-up later, within an additional deadline of 

eight (8) days. 

b) All suspected serious unexpected adverse events will be reported to EOF and the 

EED as soon as possible but at the latest within 15 days from the moment the 

sponsor initially became aware of them. 

c) EOF records all suspected serious unexpected adverse events of a investigational 

medicinal product on which it is informed. 

d) The sponsor will also inform all investigators. 

2.  The sponsor must submit to EOF and EED once a year and throughout the 

clinical trial, a list of all suspected unexpected serious adverse events occurring 

during this period of time as well as a report regarding the safety of the subjects. 



3.   EOF ensures the immediate entry of all suspected unexpected serious adverse 

events of an investigational medicinal product, of which it was informed, to the 

European data base that is accessed, based on article 11, section 1, only by member 

state competent authorities, the European Medicines Evaluation Agency and the 

European Commission. 

 

Article 17 

General Provisions 

1.  The provisions of the present Ministerial Decision do not affect the provisions 

regarding the civil and penal liability of the sponsor or the investigator.  On this 

purpose, the headquarters of the sponsor or his legal representative must be located 

within the Community. The sponsor provides investigational medicinal products and 

any medical devices required for their administration free of charge. 

2.  If there is a violation of the provisions of the present Ministerial Decision, 

sanctions of article 19 of Act 96/1973 (Official Government Gazette issue A172), as 

replaced by article 33 of Act 1316/1983 (Official Government Gazette issue A3) and 

amended by article 50 of Act 2519/1997 (Official Government Gazette issue A165). 

 

Article 18 

Coming into force and final provisions 

The present decision applies from 1/5/2004. Upon the coming into force of the 

present Ministerial Decision, any contrary provision is abolished. 

The present decision must be published in the Official Government Gazette. 

Athens, December 30th 

THE MINISTERS 
OF ECONOMY AND FINANCE THE VICE-MINISTER OF HEALTH AND 

WELFARE 
N. CHRISTODOULAKIS E. NASIOKAS 

 

 

  

 


