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Collection of this information is authorized by The Public Health Service Act, Section 411 (42 USC 285a). Rights of  your participation in the NCI CIRB is protected by The Privacy Act of 1974. Participation is voluntary, and there are no penalties for not participating or withdrawing from the NCI CIRB at any time.  Refusal to participate will not affect your benefits in any way. The information collected will be kept private to the extent provided by law. Names and other identifiers will not appear in any report of the NCI CIRB.   Information provided will be combined for all participants and reported as summaries. You are being requested to complete this instrument so that we can conduct activities involved with the operations of NCI CIRB Initiative. 
Dear      ,

Thank you for your interest in becoming a Board member for the NCI CIRB.  There are certain criteria that a person must meet in order to serve on the CIRB as well as information we feel is helpful in assessing each candidate for the Board.  

Please provide your response to the following:

1. Do you currently have internet access and are you comfortable using a computer for all communications and meetings?

2. Have you ever served on an IRB?  

3. Are you currently sitting on an IRB that is a member of the CIRB Initiative?  If yes, does the panel you sit on review these CIRB studies or does your IRB Chair do the facilitated review for them?

4. Do you have significant holdings in drug companies that would result in frequent recusals from voting?

5. Do you have any conflicts based on your review of the CIRB Conflict of Interest Policy included at the end of this e-mail?

After we confirm that your answers will not impede you from serving on the Board, a staff member will contact you regarding member orientation and education.  

Thanks again for your interest.  If you have any questions, please contact me.

Thank you,

Jacquelyn L. Goldberg, J.D.

Head, Central IRB Initiative

National Cancer Institute, NIH

6130 Executive Boulevard Room 6102

Bethesda, MD 20892 

goldberj@mail.nih.gov

ph 301-496-0510; fax 301-480-2642

www.ncicirb.org
cc:  
NCI CIRB Project Officer


CIRB Administrator
6.0
Conflict of Interest of CIRB Members

The purpose of this policy is to ensure that all deliberations of the Adult and Pediatric NCI’s CIRB affecting participants in research projects are conducted by members whose overriding interest is the protection of those participants. At the same time, the policy is not intended to unnecessarily deny the CIRB the benefit of the expertise of any of its members in such deliberations.

When it is determined that any member has an existing conflict of interest in a study before the CIRB, that member shall be absent throughout the deliberations concerning that study and voting, except when the Chair or a majority of the members not conflicted shall request that member’s presence for the purpose of responding to questions. If such a member has been requested to remain in the meeting to respond to questions, they will be absent for the final deliberation and vote.  A member with a conflict of interest cannot be assigned as a reviewer.

6.1
Definition of a Conflict of Interest

6.1.1
A member or her/his immediate family member (spouse, significant other or dependent child) or a person in a direct supervisory or reporting relationship with the member has a primary role in the oversight, design or conduct of the project or has a role in the analysis or management of the data. This includes but is not limited to:

6.1.1.1
serving on a governing body or any significant supervisory committee of the Cooperative Group that submitted the protocol under consideration, such as a Disease Committee, the Board of Directors, or a Data Monitoring Committee of the Cooperative Group or

6.1.1.2
serving as a Study Chair of a currently active study or

6.1.1.3
working at the same institution as the Study Chair

6.1.2
A member or immediate family member has a financial interest of $10,000 or more in any of the agents/devices/enterprises involved in the study under consideration, or in any direct competitor of such an enterprise. (Ownership interests arising solely from investment in a company by a mutual, pension or other institutional investment fund over which the IRB member does not have control shall not be included as a conflict of interest or deemed such.).

6.1.3
A member or immediate family member within two years before the deliberations receives any compensation from any enterprise involved in the protocol under consideration, or from any direct competitor.

6.1.4
A member or immediate family member has a proprietary interest in the research, such as a licensing agreement, copyright, patent or trademark.


6.1.5
A member is a Cooperative Group investigator and has either:

6.1.5.1
identified a prospective subject for the study, or

6.1.5.2 enrolled a subject in the study or

6.1.5.3 performed or directed research interventions and interactions with the subject.  Item 6.1.5.3 does not apply to other physicians who may be involved in the care of the patient, such as cross-over attendings, surgeons or radiotherapists.

6.1.6 
A member has potential to gain academic or career advancement based upon participation in the study.

6.1.7
A member has an interest (financial or non-financial) that the CIRB or the

CIRB member believes conflicts with or biases his/her ability to objectively review a study.

6.1.8
Each CIRB member is responsible for disclosing potential or actual conflicts of interest to the appropriate NCI CIRB Coordinator as soon as possible. This disclosure should occur prior to the scheduled CIRB meeting, or at the beginning of the CIRB meeting, if not declared previously. If a CIRB member has questions regarding a potential conflict, the member must disclose the potential conflict to the appropriate NCI CIRB Coordinator, who will forward the information to the appropriate CIRB Conflict of Interest Subcommittee for evaluation. If the Subcommittee does not have sufficient time to evaluate, the convened CIRB will make the determination.

6.1.9
A copy of this policy shall be posted as a reference document on ePanel© and the Chair shall call attention to the policy at the beginning of each meeting. An entry in each meeting’s minutes will reflect adherence to this policy.

6.2
Conflict of Interest Subcommittee

6.2.1
The purpose of the Conflict of Interest (COI) Subcommittee is to review potential conflicts of interest as disclosed by members when the member is not certain as to whether the disclosed relationship constitutes a conflict of interest requiring the member’s absence from the deliberations and vote.

6.2.2
The COI Subcommittee is composed of a subset of CIRB members who are appointed by the CIRB Chair.  It is recommended that the three members be an ethicist, a scientific reviewer, and a patient advocate.

6.2.3
Members with uncertainty regarding potential conflicts  shall disclose the pertinent facts of the potential conflict in writing to the NCI CIRB Coordinator. The disclosure shall be submitted by the NCI CIRB Coordinator to the CIRB Conflict of Interest Subcommittee for a determination prior to the CIRB meeting. 

6.2.4
The COI Subcommittee will review all such disclosures and render a decision regarding whether or not the disclosure constitutes a conflict of interest.  Members with conflicts under consideration by the COI Subcommittee will not be named as primary reviewers.

6.2.5
The COI Subcommittee will present a written report of its review no later than the beginning of such meeting where research in which the potential conflict exists will be reviewed. 

6.2.6
The CIRB must accept the determinations of the COI Subcommittee unless the determination was not unanimous or if the member alleged to have the conflict appeals the Subcommittee’s determination. 

6.2.7
If a conflict or potential conflict affecting an item on the agenda for a convened meeting is disclosed too late for Subcommittee consideration, the issue shall be dealt with directly by the CIRB as a committee of the whole.

6.2.8 If a potential conflict is disclosed by a member of the COI Subcommittee and sent to the Subcommittee for review, the CIRB Coordinator shall designate a CIRB member not so conflicted to replace the disclosing COI Subcommittee member for the conflict determination.
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