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OVERSIGHT of SUBCOMMITTEES

The Research & Development Committee is responsible for oversight and evaluation of the performance of its subcommittees.

1. IRB - The institution evaluates the performance of the IRB(s) on (at least) an annual basis.  Many of these criteria are evaluated at monthly R&D meetings during review of grant proposals and/or review of Committee for the Protection of Human Subjects (CPHS) minutes. Evaluation includes the following areas:

a. MEMBERSHIP

(1) Possesses sufficient expertise to perform its function given the research being reviewed.  (INR3D1)

(2) Includes members or ad hoc consultants with interest or experience in vulnerable populations.  (INR3D2)

b. POLICY

(1) IRB Charter  (INR3B2)

(2) Policy and Procedure Documents  (INR3B2)

(3) IRB has policies and procedures for the identification and management of conflict of interest of IRB members.

(4) The institution maintains a log or tracking system of required training received by IRB members and other individuals with responsibility for human subject protections.  (INR8C)

(5) The institution’s IRB members and other individuals with responsibility for human research protection have completed required training in human research protection. (INR8E)

(6) The IRB has sufficient resources to perform its mission.  (INR2)

c. PERFORMANCE

(1) Content and accuracy of informed consent forms.

(2) IRB analysis of risks and benefits including designation of minimal risk.

(3) Special considerations and protections for vulnerable or potentially vulnerable populations.

(4) Privacy and confidentiality protections.

(5) Continuing review of approved research.

(6) Ongoing review of previously approved research (amendments, adverse events).

(7) Use of expedited review or other procedure requiring review of less than the full IRB.

(8) Granting exemption from Federal requirements for IRB review.

(9) Granting waivers for documentation of informed consent.

(10) Granting waivers of any elements of informed consent.

(11) IRB compliance with current VA and other federal regulations.  (INR3B3)

2. Institutional Animal Care and Use Committee - The institution evaluates the performance of the IACUC.  The following are evaluated on at least an annual basis.  Many of these criteria are evaluated at monthly R&D meetings during review of grant proposals or review of subcommittee minutes. Evaluation includes the following areas:

a. MEMBERSHIP:  Meets membership requirements as outlined in VHA Manual 3, Part I, Chapter 12, “Animal Subjects in Research.”  

b. POLICY:  IACUC conducts semi-annual self-evaluations, which are reviewed by the R&D Committee and the Center Director.  Accreditation site visits are conducted every 3 years by AAALAC International.  All policies receive approval / concurrence from the R&D Committee.

c. PERFORMANCE:  Is evaluated via monthly review of committee minutes, and feedback from Principal Investigators utilizing research animals.  

3. Resources Subcommittee - The institution evaluates the performance of the Resources Subcommittee.  The following are evaluated on at least an annual basis.  Many of these criteria are evaluated at monthly R&D meetings during review of subcommittee minutes. Evaluation includes the following areas:

a. MEMBERSHIP:  There are currently no mandatory membership requirements.  Membership, representative of  funded and unfunded researchers, is reviewed annually by R&D Committee.

b. POLICY: All policies receive approval / concurrence from the R&D Committee.

c. PERFORMANCE:  Is evaluated via quarterly review of committee minutes, and feedback from Principal Investigators and other staff including technicians and administrative staff members.  

4. Subcommittee on Research Safety - The institution evaluates the performance of the SRS.  The following are evaluated on at least an annual basis.  Many of these criteria are evaluated at monthly R&D meetings during review of grant proposals or review of subcommittee minutes. Evaluation includes the following areas:

a. MEMBERSHIP:  Meets membership requirements as outlined in VHA Handbook 1200.11, “Safety of Personnel Engaged in Research,” dated August 22, 1997.

b. POLICY:  “Chemical Hygiene Plan” guides all safety activities in research.  The plan receives annual review by the committee, with changes (as necessary) approved by the R&D committee.

c. PERFORMANCE:  Evaluated monthly via review of committee minutes, and feedback from Principal Investigators and technical staff utilizing research laboratories and biological or hazardous materials.
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ATTACHMENT A

Annual Review of IRB Committee Operations, Policy and Procedure

The institution evaluates the performance of the IRB(s).  Evaluation includes the following areas:

Date of Review__________

IRB Reviewed: A / B / C


Met
Unmet

Reports (as appropriate) (INR3B1)



Charter, Policies, Procedures (INR3B2)



Designated IRB is in compliance with current VA, federal and other regulations. (INR3B3)



Membership is appropriate given research conducted (INR3D1)



Membership includes experience with vulnerable populations (INR3D2)



Institution has policies & procedures for the identification and management of conflict of interest of IRB members. (INR4A)



The institution maintains a log or tracking system of required training received by IRB members and other individuals with responsibility for human subject protections.  (INR8C)



The institution’s IRB members and other individuals with responsibility for human research protection have completed required training in human research protection. (INR8E)



The IRB has sufficient resources.  (INR2)



NCQA standard element INR3F
Met
Unmet

Content and accuracy of informed consent forms.



IRB analysis of risks and benefits including designation of minimal risk.



Special considerations and protections for vulnerable or potentially vulnerable populations.



Privacy and confidentiality protections.



Continuing review of approved research.



Ongoing review of previously approved research (amendments, adverse events).



Use of expedited review or other procedure requiring review of less than the full IRB.



Granting exemption from Federal requirements for IRB review.



Granting waivers for documentation of informed consent.



Granting waivers of any elements of informed consent.
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