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This Office of Research Oversight (ORO) Checklist is provided to assist you in ensuring compliance with VHA requirements for facility Research and Development Committees (VHA Handbook 1200.1).

SOURCES OF DOCUMENTATION/EVIDENCE: Prior to conducting the review with this checklist, it would be helpful to assemble the following documents:
1. Research and Development (R&D) Committee and Subcommittee minutes for the past 24 months

2. Current R&DC and Subcommittee Membership Rosters (include credentials, representative capacity, and voting status)

3. List of current approved research projects/protocols
4. R&DC and Subcommittee Standard Operating Procedures

5. Organization chart
6. Annual evaluations of compliance oversight activities
7. Internal and external inspection or monitoring reports of investigators or research programs (if any) for the past 36 months
8. Internal and external inspection or monitoring reports of R&D Subcommittees (if any) for the past 36 months.
Please also see the ORO Human Research Protection Program (HRPP), Institutional Review Board (IRB), Laboratory Animal Welfare, Research Laboratory Safety, Research Laboratory Security, and Research Information Security Checklists.
VA Facility: _______________________________  Reviewer: _______________________Review Date: ________________

	OFFICE OF RESEARCH OVERSIGHT (ORO)

Research and Development Committee (R&DC) CHECKLIST

	Element
	Yes
	No
	In-part
	N/A
	Regulation
	Policies & Guidance
	AAHRPP Standards & Elements
	Documentation / Evidence / Notes

	1.  Membership -- Essential
	
	
	
	
	
	
	
	

	a. The R&DC has at least five voting members.
	
	
	
	
	
	VHA Handbook 1200.1, 6.b.
	
	

	b. The R&DC has at least two members who have major patient care or management responsibilities.
	
	
	
	
	
	VHA Handbook 1200.1, 6.(b)(1)
	
	

	c. The R&DC has at least two members who are VA investigators engaged in major R&D programs or who can provide R&D expertise.
	
	
	
	
	
	VHA Handbook 1200.1, 6.b.(2)
	
	

	d. All voting members of the R&DC are compensated full-time or permanent part-time federal employees.
	
	
	
	
	
	VHA Handbook 1200.1, 6.c.
	
	

	e. The facility Director, COS, ACOS/R&D, AO/R&D, and compliance officer (or equivalent) are ex-officio, non-voting member of the R&DC.
	
	
	
	
	
	VHA Handbook 1200.1, 6.h
	
	

	f. R&DC members are appointed by the facility Director for 3-year terms.
	
	
	
	
	
	VHA Handbook 1200.1, 6.j.
	
	

	g. The R&DC chair is elected annually by the Committee’s voting members and is formally appointed by the facility Director for a term of one year.
	
	
	
	
	
	VHA Handbook 1200.1, 6.k.
	
	

	h. The R&DC chair is formally appointed in writing by the facility Director for a term of one year.
	
	
	
	
	
	VHA Handbook 1200.1, 6.k.
	
	

	i. All R&DC members have fulfilled the ORD education requirements.
	
	
	
	
	
	VHA Handbook 1200.1, 6.l.
	
	


	2.  Membership -- Supplemental
	
	
	
	
	
	
	
	

	a. In facilities with an affiliated academic institution, at least one R&DC member holds an academic appointment and is either a full-time or part-time permanent federal employee.
	
	
	
	
	
	VHA Handbook 1200.1, 6.b.(3)
	
	

	b. If the facility conducts research with investigational drugs, there is adequate communication with the Pharmacy, including member representation where warranted.
	
	
	
	
	
	VHA Handbook 1200.1, 6.e.
	
	

	c.  If the R&DC serves as the R&DC for another VA facility, there is adequate communication with that facility, including member representation where warranted.
	
	
	
	
	
	VHA Handbook 1200.1, 6.f.
	
	

	d.  Ad hoc R&DC members or consultants do not contribute to the R&DC quorum or vote.
	
	
	
	
	
	VHA Handbook 1200.1, 6.g.
	
	

	e. Alternate R&DC members, if any, are formally appointed in accordance with written procedures.
	
	
	
	
	
	VHA Handbook 1200.1, 6.i.
	
	

	f. There is adequate communication between the R&DC and its Subcommittees, including member representation where warranted.
	
	
	
	
	
	VHA Handbook 1200.1, 6.m.
	
	

	3.  Programmatic Duties -- Essential
	
	
	
	
	
	
	
	

	a. The R&DC evaluates critically the quality, design, desirability, and feasibility of each new R&D proposal, continuing R&D project, application for funding, manuscript to be submitted for publication, or other reporting activity to assure maintenance of high scientific standards, protection of human subjects, adequate safety measures, and proper use of animal.
	
	
	
	
	
	VHA Handbook 1200.1, 10.
	I.1.A,B,C

I.2.A,B,C,D

1.3.A,B,C,D,E,G,H

1.5.A,

II.1.D

II.2.A,B

II.7,C,D

II.3,A,B,

IV.1,B
	

	b. The R&DC reviews all research under the auspices of the facility, initially and at least once a year, including research determined exempt by the IRB.
	
	
	
	
	
	VHA Handbook 1200.1, 10.

VHA Handbook 1200.5, 4.b.
	(see above)
	


	c. The R&DC is responsible through the COS to the facility Director for exercising oversight of  the facility’s research compliance program and committees.
	
	
	
	
	
	VHA Handbook 1200.1, 2.

VHA Handbook 1200.1, 8.

VHA Handbook 1200.1, 9.
	(see above)
	

	d. Review of research by the R&DC includes review of any financial conflicts of interest related to all members of the research team and any others who may influence the conduct or the reporting of the research, including sponsors.
	
	
	
	
	
	VHA Handbook 1200.1, 7.
	
	

	e. The facility’s designated IRB(s) is (are) established as an R&DC Subcommittee.
	
	
	
	
	
	VHA Handbook 1200.5, 5.a.(1)
	
	

	f. The facility’s IACUC is an established R&DC Subcommittee.
	
	
	
	
	
	VHA Handbook 1200.5, 5.a.(2)
	
	

	g. The research safety committee is an established R&DC Subcommittee.
	
	
	
	
	
	VHA Handbook 1200.1, 8.a.(3)
	
	

	h. Findings and recommendations of R&DC Subcommittees are recorded and reported to the R&DC.
	
	
	
	
	
	VHA Handbook 1200.1, 8.a.
	
	

	i. The R&DC provides for appropriate scientific review of proposed research.
	
	
	
	
	
	VHA Handbook 1200.1, 2.

VHA Handbook 1200.1, 8.

VHA Handbook 1200.1, 10.
	
	

	j. The R&DC reviews and provides the Facility Director with an evaluation of all R&D Subcommittees, including committees at external entities that function in lieu of R&D Subcommittees.
	
	
	
	
	
	VHA Handbook 1200.1, 9.f.
	
	

	k. The R&DC reviews (and makes recommendations regarding) at least annually the budgetary and resource needs of the R&D program, including personnel, materials and supplies, space, capital equipment, training, and education. 
	
	
	
	
	
	VHA Handbook 1200.1, 9.c.
	(see above)
	

	l. In providing oversight of the research program, the R&DC annually receives and reviews each of the following:
	
	
	
	
	
	VHA Handbook 1200.1, 9.g.
	
	

	  (1) Quality assurance review of publications for reference to VA support.
	
	
	
	
	
	
	(see above)
	

	  (2) WOC appointment requests.
	
	
	
	
	
	
	
	

	  (3) Quality assurance review of employees involved in human research to ensure they are working within their scopes of practice and privileges allowed by the facilities by-laws and granted to them by the facility.
	
	
	
	
	
	
	
	

	  (4) All unlicensed physicians (and all other providers eligible for licensure or certification under applicable state law) involved in research have specific scopes of practice appropriately limiting their activities.
	
	
	
	
	
	VA Directive pending
	
	

	  (5) Quality assurance review of CRADAs.
	
	
	
	
	
	
	
	

	  (6) Review of the research safety and security program including training, security, and compliance.
	
	
	
	
	
	
	
	

	m. The R&DC maintains written procedures.
	
	
	
	
	
	VHA Handbook 1200.1, 11.f.
	
	

	n. The R&DC maintains appropriate records.
	
	
	
	
	
	VHA Handbook 1200.1, 12.
	
	

	o. The R&DC meets at least monthly, except for 1 month during the summer if it appears that a quorum cannot be obtained.
	
	
	
	
	
	VHA Handbook 1200.1, 11.a.
	
	

	p. At least one of the IRB members is a member of, or liaison to, the R&DC.
	
	
	
	
	
	VHA Handbook 1200.1, 6.m. & 8.b.
	
	

	q. The R&DC can accept or reject an IRB decision, but cannot reverse an IRB disapproval of the research. 
	
	
	
	
	38 CFR 16.112

45 CFR 46.112

21 CFR 56.112
	
	
	

	r. The R&DC has ensured that the IRB has appropriate operational ties to the facility’s Radiation Safety Committee and/or RDRC.
	
	
	
	
	
	VHA Handbook 1200.8, App E
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