
CLINICAL RESEARCH ADVISORY COMMITTEE 

PRINCIPLES OF STANDARD OPERATING PROCEDURES
1. Purpose 
The objective of the Clinical Research Advisory Committee is to safeguard the rights, safety and well-being of subjects participating in clinical trials, taking into consideration the scientific methods and concerns raised by the society. 

The Clinical Research Advisory Committee acts in line with the updated Helsinki Declaration and follows both national and international standards regarding Good Clinical Practices to provide ethical and scientific assessments in issues for which counseling is demanded by the Ministry. 

The Clinical Research Advisory Committee has the responsibility to act in line with corresponding regulatory authority(ies), regulations and social necessities in order to protect subject rights, safety, dignity and confidentiality. 

2. The method to be followed in structuring the Clinical Research Advisory Committee 
Within the framework of Guidelines on Clinical Trials and Good Clinical Practice, the Clinical Research Advisory Committee should be structured in a way to ensure that assessments of issues for which counseling are demanded can be performed in an ethical and scientific manner and any biases and influences which may compromise neutralism are excluded. 

2.1. Clinical Research Advisory Committee terms of membership 
Members of the Clinical Research Advisory Committee are selected among candidates who meet the requirements as set by the Article 12 of the Regulations on Clinical Trials and are assigned upon approval by the Minister. 

2.2. Conditions of assignment and provisions to be followed by the members 
1. Members of the committee are assigned for a period of two years.

2. As per the provisions of the Guideline on Clinical Trials, memberships are renewed biennially upon the suggestion of the General Director of Pharmaceuticals and Pharmacy and confirmation by the Minister. 
3. Memberships of members who fail to attend to two successive meetings during a calendar year without permission and excuse is automatically cancelled. 
4. Withdrawal from memberships occurs only with resignation. 
5. A new person with same qualities is replaced as per the same provisions for the person whose membership is cancelled.

6. A member may be assigned for more than one term successively.

7. A member assigned in the Committee may not render service simultaneously in another Ethics Committee.

8. Only one sibling, parent, children, spouse may serve in the Committee. 

9. Clinicians to serve as members in the Committee should have served as a member of Ethics Committee for a period of at least one year previously. 

10. Committee members may serve as an investigator or coordinator in clinical trials. However, the concerned Committee member leaves the meeting during which the trial he/she is to serve as an investigator or coordinator is being discussed and he/she may not sign the decision. 

11. Committee member(s) affiliated with the clinical trial sponsor may not participate in the discussions of the said trial and may not sign the decision.

12. Prior to assignment, committee members are required to sign the “Clinical Research Advisory Committee Confidentiality Agreement”, stating that they shall keep confidential any information regarding clinical trials and/or subjects which they may learn in consequence of their memberships. 
13. Committee members are required to sign a commitment letter stating that they will not get employment and/or serve as advisors in the pharmaceutical industry, whether or not in return for material or moral consideration, during their membership. Such demands, based on a scientific rationale, by a member to partake in activities included within the scope of this item may be granted provided that the demand is evaluated and authorized by the Committee and the Ministry. 

14. The Committee is chaired by the General Director of Pharmaceuticals and Pharmacy or Deputy General Director assigned by the former. A member designated by the General Director of Pharmaceuticals and Pharmacy may represent him/her, if required.

15. The Committee meets with the participation of at least 12 (twelve) members.

16. Votes of at least eleven Committee members are required for settling upon a decision. 
2.3. Committee’s work unit and order 
The Work Unit is under the responsibility of General Director of Pharmaceuticals and Pharmacy.

Committee activities are conducted with support of Clinical Drug Trials Branch Office. 

Any documents, application dossiers, communications and minutes registered by the Committee should be processed as important and confidential documents. 

2.4. Setting up the agenda of Committee meetings 
1. The agenda is set by the Clinical Drug Trials Branch.

2. Distribution of the dossiers and/or issues included in the agenda to Committee members is the responsibility of the Clinical Drug Trials Branch.

3. The Clinical Drug Trials Branch updates Committee members regarding the agenda and timeframes as necessary via phone or e-mail. 

3. Clinical Research Advisory Committee meeting method 
Clinical Research Advisory Committee gathers when the General Directorate Pharmaceuticals and Pharmacy deems necessary.

The meetings should follow the agenda set by the Clinical Drug Trials Branch excluding possible revisions to be made as necessary.

The sponsor and/or investigator may be invited to provide information in person, if required. 

An external advisor may be assigned, as necessary. Criteria to be followed in selecting an advisor are competence on the specific issue and availability. The “Advisor Assessment Form” is completed by the person providing counseling and his/her views regarding the said issues are evaluated during a meeting. It should also be ensured that advisors observe confidentiality as well. 

Representatives of specific patient populations or specific groups may be invited to meetings as necessary to support activities and evaluations. 

3.1. Assessment Considerations 
The Committee should take into consideration the issues set in relevant regulations during assessments. 

3.2. Issues with priority during assessments 
The issues listed below are included in the agenda of the Clinical Research Advisory Committee if deemed appropriate as subject of a Committee review after a pre-assessment by the Clinical Drug Trials Branch. These include: 

1. Applications rejected by Ethics Committees,

2. Applications to which investigator or sponsor raises objections,

3. Issues and applications that require counseling based on the review of the Clinical Drug Trials Branch,

4. Issues which require evaluation of safety reports or discontinuation of the trial, etc as determined during the review of the Clinical Drug Trials Branch 
4. Decision making method 
The Clinical Research Advisory Committee may arrive at a conclusion only after third parties involved in applications under review leave the meeting room by allocating sufficient time for the assessment of relevant discussions. 

The Clinical Research Advisory Committee should make sure that all documents and elements described in the relevant guideline are complete and that these are processed before arriving at a conclusion. 

It is imperative that decisions are made through consensus.

A non-compelling recommendation may be integrated to the decision. 

Members of the Clinical Research Advisory Committee, who disagree with the decision made during the decision-making, sign the Committee’s decision by stating the issues they disagree and their rationale.  

In the event that a member (or members) of the Clinical Research Advisory Committee has a negative opinion regarding this practice, the negative opinion should be explicitly expressed and should be supported by presenting its rationale(s). 

In the event of parity of votes, the vote of the Clinical Research Advisory Committee Head shall be counted as two votes.

In the event that trials, for which the Clinical Research Advisory Committee members are principal investigators and/or sub-investigators or otherwise affiliated, are to be discussed in the Clinical Research Advisory Committee, the members of the Clinical Research Advisory Committee are informed prior to the meeting. Review/discussion of such trials and decisions related to them are conducted in the absence of concerned members.  

Members of the Clinical Research Advisory Committee complete the “Reporter Assessment Form” for each reviewed applications. Each member writes his/her name, the name of the investigation, provides a clear description of his/her decision, and signs and dates the form. 

5. Method for communicating the Committee decision 
The Clinical Research Advisory Committee makes a decision regarding the application and communicates the decision to the Clinical Drug Trials Branch.

It is the responsibility of the Clinical Drug Trials Branch to communicate the decision of the Clinical Research Advisory Committee to concerned institutions/organizations/persons. 

The Committee decision should include the following information in minimum. The minimum information to be included in a Committee decision is:

· Full name of the trial, protocol no/code, if available,

· Date and number of the decision,

· Name, version number and date of the document under review,

· Name, title and institution of the applicant,

· Clear description of the Committee decision,

· Any recommendations and comments affixed to the decision by the Committee,

· If the Committee decision is negative, a clear description including the rationale of the decision.

6. Committee monitoring process 
The Committee submits an annual report including all details of its activities and practices at the end of each year to the General Directorate of Pharmaceuticals and Pharmacy. This report describes and discusses all scientific and ethical problems encountered by the Committee and provides information on the outcomes, background of significant issues as well as on the submitted list of projects.  

7. Method for documentation and archival 
It is the responsibility of the Clinical Drug Trials Branch Office to archive the Committee decisions, agenda and activity reports, as well as Committee members’ commitment letters, resumes and contracts. 

Attachment –1. Confidentiality Agreement of the Clinical Research Advisory Committee 

CONFIDENTIALITY AGREEMENT REGARDING MISUSE OF INFORMATION AND DOCUMENTS BELONGING TO THE CLINICAL RESEARCH ADVISORY COMMITTEE
Members of the Clinical Research Advisory Committee function with the awareness that they are to act in compliance with the principles of Good Clinical Practices and Helsinki Declaration. Accordingly:  
· They recognize that they are not allowed to misuse information and documents that are made available to them as well as the meeting records and decisions of the Clinical Research Advisory Committee 
· Such information and documentation in the property of the Clinical Research Advisory Committee includes:

· Any information, document, agreement, action plan, etc which are directly or indirectly disclosed or received,

· Any information or documentation obtained through monitoring during visits for audit purposes or those achieved otherwise,

· Any information or documentation produced or developed and submitted by the sponsor, 
· Each member of the Clinical Research Advisory Committee recognizes that he/she is responsible of the following: 
· receiving these information and documentation in strict confidentiality and maintaining their confidentiality, and 
· displaying high level of determination and commitment to prevent potential misuse of these information and documentation.
I hereby confirm that I have read and understood all rules stated above and declare that I will abide by these requirements.  

Clinical Research Advisory Committee Member’s:

The following information should be written in handwriting by the respective person.

Name:

Surname:

Title:

Institution:

Contact Details:

Date: (dd/mm/yyyy)

Signature:

Attachment–2. Commitment 
COMMITMENT

I hereby declare that I will keep confidential any information regarding practices and subjects of clinical trials or information I acquire through my membership of the Clinical Research Advisory Committee, that I will not get employment in any company functioning in the pharmaceutical industry during my membership of the Clinical Research Advisory Committee, and that I will not work for and/or serve as an advisor in pharmaceutical companies, whether or not in return for material or moral consideration (excluding clinical trials, participation to congresses and payments for intangible rights/copyright).  

The following information should be written in handwriting by the respective person.

..../..../200.

Name and Surname:

Title:

Institution:

Contact Details:

Signature:

Attachment–3. Reporter Assessment Form
REPORTER ASSESSMENT FORM
Date:

Trial Title:

Subject:

Name and Surname of the Reporter 

Signature 
Decision:

Attachment–4. Advisor Assessment Form
ADVISOR ASSESSMENT FORM
Date:

Trial Title:

Subject:

Name and Surname of the Advisor:

Institution and Contact Information of the Advisor:

Signature 
Decision:


