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1.
Purpose

SOMREC was established in 2011 in order to provide independent guidance, advice, and decision (in the form of “approval/recommendation/stipulation/ disapproval”) on health research or other specific research protocols involving human subjects.
The IRC is composed of both scientists and non-scientists.  It is independent in its reflection, advice, and decision.
These standard operating procedures describe the Terms of Reference (TOR) which provide the framework for constitution, responsibilities and activities of the Institutional Review Committee.    The TOR is further supported by the Standard Operating Procedures of the School of Medicine.
2.
Scope

The SOP applies to all activities under the IRC of the School of Medicine, Makerere University. 

3.
Responsibility

It is the responsibility of the IRC members and secretariat to read, understand and respect the rules set by the IRC of the School of Medicine.

4.
Flow chart

	No.
	Activity
	Responsibility

	
	
	

	1
	Ethical basis / Guidelines


(
	IRC Members, Secretariat 

	2
	Composition of the IRC


(
	IRC Members and Secretariat

	3
	Membership Requirements


(
	IRC Members and Secretariat  


	4
	Resignation, Disqualification, Replacement of Members


(
	IRC Members and Secretariat  

	5
	Independent Consultants


(
	Dean SOM

	6
	Conditions of Appointment


(
	IRC Members and 

Secretariat  

	7
	Officers


(
	IRC Chairperson and Vice-Chairperson

	8
	Secretariat


(
	IRC  Administrator 

	9
	Quorum Requirements


(
	IRC Members and Secretariat  

	10
	Dissolving of the IRC

	IRC Members and Secretariat  


5.
Detailed Instructions

5.1
Ethical basis

· The IRC recognizes that the protocols it approves may also be approved by The Uganda National Council for Science and Technology and/or local ethics committees prior to their implementation in specific localities.     

· In evaluating protocols and ethical issues, the IRC is aware of the diversity of laws, cultures and practices governing research and medical practices in various countries around the world.   

· It attempts to inform itself where possible of the requirements and conditions of the various localities where proposed School of Medicine research is being considered.    

· The IRC also seeks to be informed, as appropriate, by national/local ethics committees and researchers of the impact of the research it has approved.

· The IRC is guided in its reflection, advice, and decision by the ethical principles expressed in the Declaration of Helsinki (1964 and subsequent revisions).  
· It makes further reference to the National and International Ethical Guidelines for Biomedical Research Involving Human as participants (CIOMS), the Belmont Report, and the European Convention on Human Rights and Biomedicine.
· The IRC establishes its own standard operating procedures based on the Operational Guidelines for Ethics Committees That Review Biomedical Research (WHO), the WHO & ICH Guidelines for Good Clinical Practice and the National Council for Science and Technology guidelines.

· The IRC seeks to fulfill the requirements for international assurances and is established and functions in accordance with the national law and regulations.

5.2
Composition of the REC/IRB

· The IRC is composed of 12 voting members 

· The members shall include at least one member whose primary concerns are in medical science, at least one member whose primary concerns are in non-medical/non-scientific areas, and at least a member from outside the institute.

· The members should have various backgrounds to promote complete and adequate review of research activities commonly conducted by the University.   

· Professional qualifications may include physician, pharmacist, nurse, social scientist, lawyer, statistician, paramedic and/or layperson.

· The IRC cannot consist entirely of men or entirely of women.  

· The IRC should have representatives from the older and younger generations.

5.3 Membership requirements

· The Dean SOM is responsible for making the appointment of committee members

· Members are selected in their personal capacities, based on their interest, ethical and/or scientific knowledge and expertise, as well as on their commitment and willingness to volunteer the necessary time and effort for the IRC’s work.

· Members must disclose in writing any interest or involvement – financial, professional or otherwise – in a project or proposal under consideration. 

· The IRC will decide the extent to which members that might have a conflict of interest may participate in bringing out an advice/decision; refer to SOP on Confidentiality / Conflict of Interest Agreement.

· Members will be required to sign a confidentiality agreement at the start of their term. 

· The confidentiality agreement protects the privacy and confidentiality of all parties whose information may be disclosed to the IRC in the course of its work.

· Members are appointed for a period of 2-3 years 

· Their appointments may be renewed by the Dean SOM upon satisfactory performance. 

·  The Ethics Committee may include some rotation after a period of two-three years to facilitate and ensure continuity within the IRC.

5.4
Resignation, Disqualification, Replacement of Members

· Members may resign their positions by submitting a letter of resignation to the Chairperson.  

· Members may also be disqualified from continuance should the Chairperson provide written arguments to the (other) members and there is unanimous agreement.  

· Members that have resigned or have been disqualified may be replaced by the appointing authorities.

5.5
Independent Consultants

· The IRC may be further supported in its reflections on specific protocols or requests for advice on specific ethical issues by Independent Consultants.    
· Independent Consultants/experts are appointed by the Chairperson of the IRC.    
· Their professional qualifications may be in the areas of community and/or patient representation, medicine, statistics, social science, law, ethics, religion.  Independent Consultants are appointed for the duration of the period sought.
5.6
Conditions of Appointment

· Members and Independent Consultants are appointed to the IRC under the following conditions:

· Willingness to publicize his/her full name, profession, and affiliation;

· All financial accountability, reimbursement for work and expenses, if any, within or related to the IRC should be recorded and made available to the public upon request;

· All IRC Members and Independent Consultants must sign Confidentiality / Conflict of Interest Agreements regarding meeting deliberations, applications, information on research participants, and related matters.

5.7
Officers

· The following officers through their respective responsibilities contribute to the good functioning of the IRC:

	Chairperson
	Responsible to chair the meetings and liaise directly with the Dean SOM, report the meeting outcomes to the Dean, invite independent consultants to provide special expertise to the IRC on proposed research protocol. 

	Vice-Chairperson
	Responsible to chair the meetings in the absence of the Chairperson and act as vice-chair during meetings with the Chairperson,

	Administrator
	Responsible for  the administrative aspect of the IRC  (see 5.8 - below) 


· The chair and vice chair are elected by the IRC members for two year terms.    They are eligible re-election. Should they resign or be disqualified, the IRC members elect a replacement until the completion of the normal term.

5.8
Secretariat

· The Secretariat is composed of the IRC administrator and the administrative supporting staff.  

· The supporting staff are staff members of the School of Medicine appointed by the Dean SOM. 

· The Secretariat shall have the following functions: 

· Organizing an effective and efficient tracking procedure for each proposal received.

· Preparation, maintenance and distribution of study files.
· Organizing IRC meetings regularly. 

· Preparation and maintenance of meeting agenda and minutes.
· Maintaining the IRC’s documentation and Archive.
· Communicating with the IRC members and applicants.
· Arrangement of training for personnel and IRC members

· Organizing the preparation, review,  revision and distribution of SOPs and guidelines 

· Providing the necessary administrative support for IRC related activities to the Chairperson of the Committee (e.g. communicating a decision to the applicant.)

· Providing updates on relevant and contemporary issues related to ethics in health research, as well as relevant contemporary literature to the Committee members.

5.9 
Roles and responsibilities of IRC members

· Participate in the IRC meetings
· Review, discuss and consider research proposals submitted for evaluation 

· Monitor serious adverse event reports and recommend appropriate action(s)

· Review the progress reports and monitor ongoing studies as appropriate including site visiting
· Evaluate final reports and outcomes

· Maintain confidentiality of the documents and deliberations of IRC meetings  

· Declare  any conflict of interest

· Participate in continuing education activities in biomedical ethics and biomedical research

· Train other members of the institution in biomedical research ethics

· Advise the institution on policy matters concerning biomedical research ethics

5.9     Quorum Requirements

· A minimum of 50% of the members must be present at a meeting in order to issue a valid advice and/or decision.

· Professional qualifications of the quorum requirements should consist of:

· At least one member who is medical scientist and at least one member who represents interests of the community.

5.10
Dissolving of the IRC

· At any point in time, should the School of Medicine cease to exist, the IRC is automatically dissolved.    

· The IRC may also be dissolved at any time by the Dean School of Medicine following written notification to each of the members.

Confidentiality / Conflict of Interest Agreement Form

In recognition of the fact, that I…..member’s name, and his/her affiliation………..herein referred to as the “Undersigned”, has been appointed as a member of the ...INSTITUTE.... REC/IRB has been asked to assess research studies involving human subjects in order to ensure that they are conducted in a humane and ethical manner, with the highest standards of care according to the applied national, local regulations, institutional policies and guidelines;

Whereas, the appointment of the undersigned as a member of the ...INSTITUTE.... REC/IRB is based on individual merits and not as an advocate or representative of a home province/ territory/ community nor as the delegate of any organization or private interest;

Whereas, the fundamental duty of an REC/IRB member is to independently review both scientific and ethical aspects of research protocols involving human subjects and make a determination and the best possible objective recommendations, based on the merits of the submissions under review; 

Whereas, the ...INSTITUTE.... REC/IRB must meet the highest ethical standards in order to merit the trust and confidence of the communities in the protection of the rights and well-being of human subjects; 

The undersigned, as a member of the ...INSTITUTE.... REC/IRB is expected to meet the same high standards of ethical behavior to carry out its mandate. 

This Agreement thus encompasses any information deemed Confidential or Proprietary provided to the Undersigned in conjunction with the duties as a member of the ...INSTITUTE.... REC/IRB.   Any written information provided to the Undersigned that is of a Confidential, Proprietary, or Privileged nature shall be identified accordingly.

As such, the Undersigned agrees to hold all Confidential or Proprietary trade secrets (“information”) in trust or confidence and agrees that it shall be used only for contemplated purposes, shall not be used for any other purpose or disclosed to any third party.     Written Confidential information provided for review shall not be copied or retained.   All Confidential information (and any copies and notes thereof) shall remain the sole property of the REC/IRB.

The Undersigned agrees not to disclose or utilize, directly or indirectly, any Confidential or Proprietary information belonging to a third party in fulfilling this agreement.  
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