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1. Purpose
The IRB can protect participants only if its decisions are, and are seen to be, independent. This policy sets out how members, independent experts and Secretariat staff declare interests that could influence, or appear to influence, their judgement, and how they withdraw from a review when they have a conflict. It also sets out how investigators disclose their own interests and how the IRB manages them.
2. Scope
1. Part A applies to all IRB members, including the Chairperson and the Member Secretary, any alternate Chairperson, independent experts and Secretariat staff.
1. Part B applies to the Principal Investigator, co-investigators, supervisors and other members of the research team named in an application.
3. Definitions
	Term
	Meaning

	Conflict of interest
	A situation in which a person’s duty to give an independent, impartial review or to conduct research objectively could be influenced, or could reasonably appear to be influenced, by a secondary interest. A conflict exists whether or not the person believes their judgement is affected.

	Financial interest
	Salary, consultancy or advisory fees, honoraria, speaker fees, research grants, equity or stock options, patents, royalties or licensing income, paid travel, gifts or hospitality, received now or in the previous 12 months, or expected.

	Non-financial interest
	Academic interests (competing research, authorship, career advancement); professional relationships (supervisor and student, line manager and staff member, close collaborator); personal relationships (family, close friendship, known hostility); and strongly held commitments that could prevent impartial review.

	Institutional interest
	An interest of CMRD itself, for example where CMRD is the sponsor, funder or a collaborator, provides paid research services for the study, or where CMRD staff are investigators.

	Immediate family
	Spouse, parent, child, sibling, and any other member of the person’s household.


4. Principles
1. Disclose. Every interest that a reasonable person might consider relevant is declared, in writing, before the review begins. When in doubt, declare.
1. Withdraw. A member with a conflict takes no part in the review, discussion or decision on that protocol.
1. Record. Every declaration and every withdrawal is recorded in the minutes and on the protocol file.
1. Manage, do not hide. Investigators’ interests are disclosed to the IRB and, where relevant, to participants, and are managed so that they cannot bias the conduct of the study.
Part A. IRB members, independent experts and staff
5. When a member has a conflict
A member has a conflict of interest in a protocol, and must withdraw from its review, when any of the following applies:
1. The member is the PI, a co-investigator, supervisor or guide, or a collaborator on the protocol, or has helped design or write it.
1. An immediate family member of the member is an investigator on the protocol or has a financial interest in it.
1. The member is the line manager of the PI, or reports directly to the PI.
1. The member or an immediate family member holds a financial interest of any value in the sponsor, the funder, or the product, device or test being studied, or is employed by or advises any of them.
1. The member is engaged in competing research or has a commercial interest in a competing product.
1. The member has a personal relationship with an investigator (close friendship or known hostility) that could affect, or appear to affect, their judgement.
1. The member has given paid or unpaid research services for the study, including protocol writing, statistical analysis or manuscript support.
1. Any other circumstance in which the member believes, or a reasonable observer would believe, that their objectivity could be questioned.
	Same institution
Working in the same institution or department as the PI is not in itself a conflict, but it must be declared. The Chairperson decides whether the member may take part.


6. Declarations
	When
	What the member does
	Record

	On appointment, and every year in January
	Completes and signs the Declaration of Interests and Confidentiality Agreement (Annex A), listing all relevant financial and non-financial interests.
	Membership register (SOP-4)

	On receiving a review assignment
	Checks the protocol for any conflict and, within 2 working days, tells the Member Secretary and returns the protocol if a conflict exists.
	Protocol file

	At the start of each meeting
	Answers the Chairperson’s call for declarations for every agenda item. This is a standing agenda item.
	Minutes and meeting record (Annex B)

	During a meeting
	Declares any conflict that becomes apparent as soon as it arises.
	Minutes and Annex B

	When circumstances change
	Updates the Annex A declaration within 30 days.
	Membership register


7. Managing a member’s conflict
1. The conflicted member is not assigned as a reviewer and does not receive the reviewers’ comments.
1. At the meeting, the member leaves the room (or, in an online meeting, is moved out of the meeting) before the protocol is discussed, and returns after the decision. If the Board needs information from the member, the member may answer questions first and then leave before the discussion.
1. The member does not vote and is not counted towards the quorum for that item (SOP section 1.10). The Chairperson confirms that the quorum is still met before the item is discussed; if it is not, the item is deferred.
1. The minutes record the declaration, the nature of the conflict, and the times the member left and returned.
1. Chairperson. If the Chairperson has a conflict, an alternate Chairperson is appointed from among the members present for that item (SOP section 3.4).
1. Member Secretary. If the Member Secretary has a conflict, the Chairperson designates another member to determine the review category, assign reviewers and sign correspondence for that protocol.
8. Proposals submitted by IRB members
1. An IRB member who submits a proposal, as PI, co-investigator or supervisor, declares this in APP-1 and in writing to the Member Secretary.
1. The member takes no part in the review, discussion or decision, and has no access to the protocol file beyond what any applicant receives. Reviewers’ identities are not disclosed to the member.
1. The proposal is reviewed independently by other members and, where needed, by an external reviewer. The review is documented in the minutes in the same way as any other protocol.
1. The Chairperson ensures an unbiased evaluation. If the Chairperson is the investigator, an alternate Chairperson is appointed for that review.
9. Institutional conflicts
Where CMRD has an institutional interest in a study (section 3), the Member Secretary records the interest on the protocol file and the IRB applies these safeguards:
1. At least one primary reviewer is a member not affiliated with CMRD.
1. CMRD staff who worked on the study are treated as conflicted under section 5.
1. The approval letter and the minutes record the institutional interest.
10. Independent experts and Secretariat staff
Before receiving any protocol, an independent expert signs the Confidentiality and Conflict of Interest Agreement for experts and staff (Annex C). An expert with a conflict is not invited. Secretariat staff sign the same agreement on appointment and do not handle a file in which they have a conflict.
11. Failure to declare
If a member is found to have taken part in a review despite an undeclared conflict, the Chairperson reviews the case. The IRB may re-review the protocol without that member, and the member may be removed from the Board (SOP section 1.8). The outcome is recorded.
Part B. Investigators
12. Disclosure by investigators
In APP-1 the PI declares, for each member of the research team and their immediate family, any financial or non-financial interest related to the study, its sponsor or funder, or the product being studied. This includes payments per participant enrolled, consultancy or employment with the sponsor, equity, patents, and any role in designing or marketing the product. A nil return must be stated explicitly.
13. Management by the IRB
The IRB assesses each disclosed interest and may approve the study subject to one or more of the following conditions:
1. Disclosure of the interest to participants in the information sheet and consent form.
1. Consent obtained by a team member who has no conflict.
1. Independent monitoring of recruitment, data collection or analysis, or independent analysis of the primary outcome.
1. Change of role of the conflicted investigator, or reduction or removal of the interest.
1. Disclosure of the interest in all publications and presentations.
Where an interest cannot be managed so as to protect participants and the integrity of the research, the IRB will not approve the study (SOP section 2.10.3, criterion 10).
14. Prohibited payments
Finder’s fees (payments to a person for referring a participant) and bonuses linked to the speed or number of participants recruited are not permitted. Payments from a sponsor to cover the actual cost of study work must be shown in the budget.
15. Records
Annex A declarations are kept in the membership register for the duration of membership and for five years after it ends. Annex B meeting records form part of the minutes, which are kept permanently. Investigators’ disclosures and the IRB’s management decisions are kept on the protocol file for the retention period in SOP-4.
16. References
1. World Health Organization. Standards and Operational Guidance for Ethics Review of Health-Related Research with Human Participants. Geneva: WHO; 2011 (Standards 2 and 3).
1. Council for International Organizations of Medical Sciences. International Ethical Guidelines for Health-related Research Involving Humans. Geneva: CIOMS; 2016 (Guideline 25: Conflicts of interest).
1. World Medical Association. Declaration of Helsinki. 75th WMA General Assembly, Helsinki; October 2024 (paragraph 23).
1. International Committee of Medical Journal Editors. Recommendations for the Conduct, Reporting, Editing, and Publication of Scholarly Work in Medical Journals; disclosure of interests.
Annex A. Declaration of interests and confidentiality agreement — IRB members
To be completed on appointment and every January, and updated within 30 days of any change.
	Name
	

	Designation and institution
	

	IRB category
	

	Affiliated with CMRD
	 Yes     No

	Declaration type
	 On appointment     Annual     Change of circumstances

	Period covered
	From ____ / ____ / ________ to ____ / ____ / ________



Part 1. Interests (yours and your immediate family’s, current or in the previous 12 months)
	Type of interest
	Organisation or product
	Nature and amount (if financial)
	Period

	Employment or consultancy
	
	
	

	Advisory board or speaker fees
	
	
	

	Equity, shares or stock options
	
	
	

	Patents, royalties or licensing
	
	
	

	Research grants or funding
	
	
	

	Gifts, travel or hospitality
	
	
	

	Non-financial interests (academic, professional, personal)
	
	
	



 I have no interests to declare.
Part 2. Undertakings
1. I will declare any conflict of interest before the review of each protocol and will withdraw from the review, discussion and decision when I have a conflict, as set out in SOP-3.
1. I will keep confidential all protocols, reviews, deliberations, minutes and information about participants and investigators that I receive as a member of the IRB, during and after my membership.
1. I will not use information obtained through the IRB for any personal, academic or commercial purpose.
1. I will return or delete all protocol documents at the end of each review or meeting, and will not copy or share them.
1. I understand that a breach of this agreement may lead to my removal from the IRB.

	Signature of member
	
	Date
	

	Received by (Member Secretary)
	
	Date
	


Annex B. Meeting conflict of interest record
Completed by the Secretariat at each meeting and attached to the minutes.
	Meeting number
	IRB/M/____/____
	Date
	

	Chairperson
	
	Quorum confirmed
	 Yes     No



	Agenda item / protocol no.
	Member
	Nature of conflict
	Left at
	Returned at
	Quorum after withdrawal
	Chair’s initials

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Annex C. Confidentiality and conflict of interest agreement — independent experts and Secretariat staff
	Name
	

	Designation and institution
	

	Role
	 Independent expert     Secretariat staff

	Protocol number(s) (for experts)
	CMRD/IRB/



Declaration of interests
Do you, or does any member of your immediate family, have any financial or non-financial interest related to the protocol(s) above, its investigators, sponsor, funder or the product under study (SOP-3, sections 3 and 5)?
 No     Yes — details:
	



Undertakings
1. I will keep confidential all documents and information I receive from the IRB and all discussions in which I take part, and will not use them for any other purpose.
1. I will return or delete all documents when my advice is complete (experts) or as instructed by the Member Secretary (staff).
1. I will tell the Member Secretary at once if a conflict of interest arises.
1. As an independent expert, I understand that I do not vote and will leave the meeting before the decision is taken (SOP section 1.12).

	Signature
	
	Date
	

	Received by (Member Secretary)
	
	Date
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