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Model Regulations of the Ethics Committees
I. General provisions
1. Model Regulations of the Ethics Committees (hereinafter – the Regulations) have been developed in accordance with Articles 7 and 8 of the Law of Ukraine “On Medicines” taking into account the requirements of the  Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001 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 (as amended), ICH GCP, international ethical principles for biomedical research involving human subjects.

2. The Regulations set forth general requirements for evaluating ethical, moral and legal aspects of clinical trials, which may be conducted in patients (healthy volunteers), trial subjects, and monitoring assurance of their rights, safety and well-being while participating in clinical trials of medicinal products performed by Ethics Committees.

3. The Ethics Committees include the Central Ethics Committee of the Ministry of Health of Ukraine and Ethics Committees at health care settings.

4. The Central Ethics Committee of the Ministry of Health of Ukraine (hereinafter – Central Ethics Committee) is an independent scientific and expert body which ensures protection of rights, safety and well-being of patients (healthy volunteers), trial subjects by all participants of clinical trials via approving clinical trials which is based on expert evaluation of ethical, moral and legal principles of clinical trials. 
5. Ethics Committee at health care setting (hereinafter - the local Ethics Committee) is an independent body which acts at health care setting where clinical trials are performed. It involves medical professionals/scientists and other specialists who perform control over rights protection, safety and well-being of patients (healthy volunteers), trial subjects, ethical, moral and legal principles of clinical trial. 
6. Central Ethics Committee approves clinical trials of medicinal products in Ukraine, Central and local Ethics Committees perform monitoring of ethical, moral and legal principles of clinical trial at health care settings. 
II. Rights and responsibilities of Ethics Committees
Chapter 1. Rights and responsibilities of the Central Ethics Committee
1. Main tasks of the Central Ethics Committee are as follows:
1.1. Protection of the rights, safety and well-being of patients (healthy volunteers), trial subjects, investigators and co-investigators, who take part in clinical trials of medicinal products.
1.2. Monitoring of rights protection, safety and well-being of trial subjects, ethical, moral and legal principles of clinical trials of medicinal products.
1.3. Approval of clinical trials of medicinal product in Ukraine.

1.4. Organizational and methodical supervision and interaction with local Ethics Committees.

1.5. The Central Ethics Committee takes one of the following decisions pertinent to approval of clinical trial:

- Approved opinion (approval);
- Motivated refusal of clinical trial.
Taking a decision pertinent to approval of clinical trial the Central Ethics Committee may initiate amendments to clinical trials documents (materials). 

In case of getting additional information which significantly influences safety and well-being of patients (healthy volunteers) and trial subjects, the Central Ethics Committee may cancel any of its decisions that has been taken previously. 
1.6. The decision of the Central Ethics Committee shall contain the following information:

The full name and identification of clinical trial protocol and/or its amendments;

- List of revised documents and their identification;

- Name of a person or title of organization which has submitted clinical trial materials for consideration; 

- Clinical trial site and name of principal investigator;

- Decision pertinent to approval or motivated refusal of conducting clinical trial;

- Date of decision taking;

- Recommendations of the Central Ethics Committee;

- List of members of the Central Ethics Committee who participated in meeting and voting;
- Dated and signed decision of the Head of the Central Ethics Committee or other authorized person.
1.7. The Central Ethics Committee pays special attention to clinical trials of medicinal products in incapacitated persons, minors, trial subjects in critical, emergency and other conditions.
1.8. The Central Ethics Committee establishes the procedure for paying fee and/or compensation to trial subjects to ensure there is no both unjustified interest and subjects’ compulsion. The Central Ethics Committee ensures the rights of patients (healthy volunteers), trail subjects to have full information about procedure and amount of fee (including compensation) in the informed consent and/or other written information submitted to the trial subject.
1.9. The Central Ethics Committee considers all essential amendments to clinical trial materials.

1.10. Applicant (sponsor), investigator shall inform the Central Ethics Committee about deviations and complications in conducting clinical trial. 
1.11. The Central Ethics Committee participates in settling the issues arising during clinical trials and concerned with the threat to human health and life or with rights violation.
1.12. The Central Ethics Committee submits proposals to the State Pharmacological Center of the Ministry of Health of Ukraine pertinent to suspension or termination of clinical trial of medicinal product if there is a threat to trial subjects’ health or life during clinical trial, if medicinal product has no or lacks efficacy, if the rights, safety and well-being of trial subjects, ethical, moral and legal principles violated during clinical trial.
1.13. The Central Ethics Committee retains all documents pertinent to clinical trial during three years after its completion (then submits them to the archive of the Ministry of Health of Ukraine).
1.14. The Central Ethics Committee submits a copy of Regulations and information pertinent to composition and standard operating procedures if officially required.
2. The Central Ethics Committee has the right:

2.1. To check the arrangement and conducting of clinical trials in humans as trial subjects with special reference to ethical, moral and legal principles.
2.2. To take and review decision regarding the approval of clinical trial in case of:

- Notification of local Ethics Committee about detected violations during clinical trial of medicinal product;

- Justified suggestion of local Ethics Committee pertinent to inability of health-care setting to participate in clinical trial.
2.3. To participate in meetings, sessions, scientific conferences on conducting clinical trials, etc.

2.4. To request additional materials pertinent to clinical trial (if necessary) to be submitted by the applicant (sponsor) and/or investigator.
2.5. To involve appropriate experts/specialists of other institutions, organizations and settings regardless of their form of ownership (if agreed).
Chapter 2. Obligations and rights of local Ethics Committees
1. The main obligations of local Ethics Committees are:
1.1. Protection of rights, safety, and well-being of patients (healthy volunteers), trial subjects, involved in clinical trial of medicinal product;
1.2. Protection of rights and interests of investigators and co-investigators;
1.3. Assurance of ethical, moral and legal principles during conducting clinical trials in health-care setting.

2. Local Ethics Committees receive from investigator of health-care setting the decision on approval of clinical trial taken by the Central Ethics Committee, protocol synopsis, informed consent,  and then review the submitted materials. 

3. Local Ethics Committees make expert evaluation of procedures for involving patients (healthy volunteers) in trial and getting their (their legal representatives or relatives) informed consent.  
Local Ethics Committee pays special attention to involving minors, incapacitated, critical and emergency patients in clinical trials.

Local Ethics Committee shall be certain that:

- the investigator, employees participating in clinical trial do not compel trial subjects;

- the patient (healthy volunteer) or legal representative is given the detailed information about essence, importance, significance and risk of clinical trial in which they participate and enough time given for taking decision pertinent to participation in clinical trial;

trial subject (his legal representative) is submitted the detailed answers to all issues pertinent to clinical trial;  
the subjects, whose legal representative’s consent is obligatory required for participating in clinical trials, are informed within comprehensible level about the trial and informed consent is signed and dated by themselves.
4. Local Ethics Committees control awareness of trial subject about the essence, importance and risks related to participating in clinical trial.

5. Local Ethics Committees shall check all methods of patient’s (healthy volunteers’) informing and involving in clinical trial of medicinal product in health care setting and inform the Central Ethics Committee about detected violations.

6. Local Ethics Committees shall keep documents related to clinical trial for at least three years after its completion (then shall submit it to the archive of health-care setting).

7. Local Ethics Committees shall submit a copy of Regulations and information pertinent to the composition and standard operating procedures, if officially required.

8. Local Ethics Committees have the right:

8.1. To request additional information pertinent to clinical trial (if necessary) to be submitted by the investigator.

8.2. To request the investigator to submit information about all amendments and changes to be introduced to trial materials, deviations and complications, conflict situations related to rights violation, safety and well-being of patients (healthy volunteers), trial subjects, ethical, moral and legal principles while conducting clinical trials in health care setting.  
8.3. To receive reports about status of conducting clinical trial.
8.4. To submit written proposals to the Central Ethics Committee about possible suspension or termination of clinical trial of medicinal product in health-care setting in case of violation of rights, safety, well-being of patients (healthy volunteers), trial subjects, ethical, moral and legal principles while conducting clinical trial in health care setting. 
8.5. To participate in conferences, symposia, workshops, schools pertinent to ethical, moral and legal principles of conducting clinical trials.
8.6. To develop and submit to the Central Ethics Committee proposals pertinent to improvement of Ethics Committees’ activity. 

III. Composition and operations of the Ethics Committees
Chapter 1. Composition and operations of the Central Ethics Committee
1. The Central Ethics Committee should consist of at least five members (of whom at least one member who isn’t a scientist). The Central Ethics Committee shall include both men and women.

The Central Ethics Committee shall include a reasonable number of persons, who collectively have experience and skills to evaluate ethic, moral and legal principles pertinent to clinical trial.  
List of members shall include scientific degree, position, place of work, specialty. 
2. The Central Ethics Committee shall be established and liquidated by Order of the Ministry of Health of Ukraine. Composition of the Central Ethics Committee shall be approved by the Ministry of Health of Ukraine.  The rotation of composition of the Central Ethics Committee takes place at least once a year. 

3. The Central Ethics Committee’s head is a Chairman which is designated by the Order of the Ministry of Health of Ukraine. Scope of work and job description of the Chairman shall be approved by the Ministry of Health of Ukraine.

4. The Deputy Chairman and Executive Secretary shall be elected at the first meeting of the Central Ethics Committee from its members by an open majority vote.
5. While performing its duties the Central Ethics Committee shall interact with investigator, sponsor, PE “State Pharmacological Center” of the Ministry of Health of Ukraine and other natural and legal persons, institutions, settings, organizations regardless of form of ownership.  
6.  On behalf of the Central Ethics Committee its Chairman shall sign agreements about information confidentiality, administrative documents, submit suggestions pertinent to amendments and additions to Regulations, standard operating procedures and other documents related to its activity as well as draw the Central Ethics Committee and assure timely rotation of its members.
7. The Central Ethics Committee acts according to the current legislation, Regulations and standard operating procedures to be approved at the meeting of Central Ethics Committee.

8. The type of Central Ethics Committee’s work are meetings to be held at frequency determined by standard operating procedure but at least once a month.  
9. The Central Ethics Committee’s meeting is legitimate if there is a quorum specified by standard operating procedure.
10. The applicant’s representatives and/or investigators may participate in the Central Ethics Committee’s meetings, but not vote.
11. The Central Ethics Committee’s decision should be taken by an open majority vote of its members present at the meeting. At equal number of votes the Chairman’s vote will be decisive.
The Central Ethics Committee’s decision shall be drawn up with the protocol signed by its Chairman and the Executive Secretary.

Chapter 2. Composition and operations of local Ethics Committees
1. The local Ethics Committees should consist of at least five members (of whom at least one member who isn’t a scientist; at least one member who is not an officer of medical institution where clinical trial takes place). 
The local Ethics Committees shall include a reasonable number of persons, who collectively have experience and skills to control rights protection, safety, well-being of patients (healthy volunteers), trial subjects, ethical, moral and legal principles while conducting clinical trial.  
The local Ethics Committees will include both men and women.

2. Composition of local Ethics Committee is drawn and approved by the Head of health-care setting. 
3. The local Ethics Committee’s head is a Chairman.
The Chairman, Deputy Chairman and Executive Secretary shall be elected at the first meeting from its members by an open majority vote.
4. The local Ethics Committees will act according to current legislation, Regulations and standard operating procedures to be approved at the meeting of local Ethics Committee.  

5. Standard operating procedures of local Ethics Committees shall include:

- procedure for determining the local Ethics Committee’s composition;

- procedure for scheduling and holding meetings, notifying the local Ethics Committee’s members about the meeting, requirements to quorum;

- monitoring the rights protection, safety, well-being of patients (healthy volunteers), trial subjects, ethical, moral and legal principles while conducting clinical trial in the given health care setting. 
6. The type of local Ethics Committee’s work is a meeting. The meeting shall be held at frequency determined by standard operating procedure.  

7. The meeting is legitimate if their is quorum specified by special operating procedure.

8. The local Ethics Committee’s decision should be taken by an open majority vote of its members present at the meeting. At equal number of votes the Chairman’s vote will be decisive.

The local Ethics Committee’s decision shall be drawn up with the protocol signed by its Chairman and the Executive Secretary.
9. Local Ethics Committees shall submit annual report to the Central Ethics Committee. 

10. The relevant health care setting shall provide organizational and technical support for local Ethics Committee. 
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