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May 26, 2009
This Office of Research Oversight (ORO) Checklist is provided to assist you in ensuring compliance with VHA requirements for facility Research and Development Committees (R&DC) (VHA Handbook 1200.01).

SOURCES OF DOCUMENTATION/EVIDENCE: Prior to conducting the review with this checklist, it would be helpful to assemble the following documents:
1. R&DC 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(s)
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
9. Facility policies governing the Research & Development (R&D) Program

10. Memoranda of Understanding (MOUs) for shared research structures/components, if any.  

Please also see the ORO Checklists for Human Research Protection Program (HRPP), Institutional Review Board (IRB), Laboratory Animal Welfare, Research Safety, Security for BSL-1& BSL-2 Laboratories, Security for BSL-3 Laboratories, Research Privacy, and Research Information Protection Program.
VA Facility: _______________________________  Reviewer: _______________________Review Date: ________________

	Element
	Yes
	No
	In-part
	N/A
	Regulation
	Policies & Guidance
	Identify Documentation / Evidence / Notes Used to Satisfy Element

	1.  Membership -- Essential
	
	
	
	
	
	
	

	a.  The R&DC has at least five voting members.
	
	
	
	
	
	VHA Handbook 1200.01 §13.b
	

	b.  The R&DC has at least two members who have major patient care or management responsibilities.
	
	
	
	
	
	VHA Handbook 1200.01 §13.c(1)(a)
	

	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 1200.01 §13.c.(1)(b)
	

	d.  All voting members of the R&DC are compensated full-time or permanent part-time federal employees.
	
	
	
	
	
	VHA Handbook 1200.01 §13.c.(2)
	

	e.  The MCD, COS, ACOS/R&D, AO/R&D, and compliance officer (or equivalent) are ex-officio, non-voting members of the R&DC.
	
	
	
	
	
	VHA Handbook 1200.01 §13.f.(1)
	

	f.  When appropriate, other ex-officio members have been appointed to the R&DC.
	
	
	
	
	
	VHA Handbook 1200.01 §13.f.(2)
	

	g.  R&DC voting members are appointed, in writing, by the MCD for 3-year terms.  Appointments reflect the type and amount of research being conducted at the facility.
	
	
	
	
	
	VHA Handbook 1200.01 §13.a. and §13.d.(1)
	

	h.  The R&DC chair is elected every 1 or 2 years by the Committee’s voting members.
	
	
	
	
	
	VHA Handbook 1200.01 §13.e
	

	i.  The R&DC chair is formally appointed in writing by the facility Director for a term of 1 or 2 years.
	
	
	
	
	
	VHA Handbook 1200.01 §13.e.(1)
	

	j.  All R&DC members have fulfilled the ORD education requirements.
	
	
	
	
	
	VHA Handbook 1200.01 §13.c.(7)
	


	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 1200.01 §13.c.(1)(c)
	

	b.  If the facility conducts research with investigational drugs, there is adequate communication with the Pharmacy, including member representation where warranted.
	
	
	
	
	
	VHA Handbook 1200.01 §13.c.(4)
	

	c.  If the R&DC serves as the R&DC for another VA facility, there is adequate communication with that facility, including member representation from the other facility where warranted.
	
	
	
	
	
	VHA Handbook 1200.01 §13.c.(5)
	

	d.  Ad hoc consultants do not contribute to the R&DC quorum or vote.
	
	
	
	
	
	VHA Handbook 1200.01 §13.f.(3)
	

	e. Alternate R&DC members, if any, are formally appointed, in writing, in accordance with written procedures.
	
	
	
	
	
	VHA Handbook 1200.01 §13.c.(6)
	

	f. There is adequate communication between the R&DC and its subcommittees.
	
	
	
	
	
	VHA Handbook 1200.01 §9.c.(2); §11.f; §14.a.(2); and §14.a.(3) 
	

	3.  Programmatic Duties -- Essential
	
	
	
	
	
	
	

	a. The R&DC, through the COS, advises and assists the MCD in providing oversight, planning, and execution of the local research program.  The R&DC ensures the scientific and ethical quality of VA research projects, the protection of human subjects in research, the safety of personnel engaged in research, the welfare of laboratory animals, security of VA data, and the security of VHA research laboratories.
	
	
	
	
	
	VHA Handbook 1200.01 §4.b
	

	b. The R&DC ensures the effective operation of the research program through oversight of the R&DC’s subcommittees and makes appropriate recommendations regarding research needs and activities to the MCD.
	
	
	
	
	
	VHA Handbook 1200.01 §9.a
	

	c.  The R&DC plans and develops broad objectives for the research program so that it supports VA’s mission.
	
	
	
	
	
	VHA Handbook 1200.01 §9.b.(1)
	

	d.  The R&DC determines the extent to which the research program has met its objectives.
	
	
	
	
	
	VHA Handbook 1200.01 §9.b.(2)
	

	e.  The R&DC oversees all research activities for each VA facility for which it serves as the R&DC of record.
	
	
	
	
	
	VHA Handbook 1200.01 §9.b.(3)
	

	f.  The R&DC reviews all written agreements that establish:  
   (1) A committee from another VA or non-VA entity in lieu of a required committee or subcommittee for the R&DC.
   (2) The R&DC or one of its subcommittees, as a committee or subcommittee of another VA facility.
	
	
	
	
	
	VHA Handbook 1200.01 §9.b.(4)
	

	g.  The R&DC reviews and evaluates all R&D subcommittees both within the VA facility and at external entities that function in lieu of R&D subcommittees, such as affiliate IRBs, IACUCs, or biosafety committees.  A summary of these reviews and evaluations are sent to the MCD annually.
	
	
	
	
	
	VHA Handbook 1200.01 §9.b.(5)
	

	h.  To make appropriate recommendations to the MCD, the R&DC relies on a variety of information sources including:  QA activities; reports to the committee by the ACOS/R, AO/R, or other research staff members; subcommittee reports; facility reports or activities; and other appropriate sources.
	
	
	
	
	
	VHA Handbook 1200.01 §9.c.(1)
	

	i.  The R&DC annually reviews the Research Safety and Security Program (including planned training, compliance, security issues, etc.).
	
	
	
	
	
	VHA Handbook 1200.01 §9.c.(2)(a)
	

	j.  The R&DC annually reviews the Animal Care and Use Program (including inspection reports, IACUC composition, IACUC arrangements, budgets, space, support staff, training, quality improvement activities, compliance issues, and goals of next year).
	
	
	
	
	
	VHA Handbook 1200.01 §9.c.(2)(b)

	


	k.  The R&DC annually reviews the HRPP (including IRB composition or IRB arrangements, credentialing and training status report, budget, space, support staff, quality improvement activities, compliance issues, and goals for next year).
	
	
	
	
	
	VHA Handbook 1200.01 §9.c.(2)(c)

	

	4.  R&DC Responsibilities for the Review of Research
	
	
	
	
	
	
	

	a.  The R&DC establishes policy to ensure that all research in which the facility is to be engaged has been reviewed and approved for the ethical use of human subjects, animals and biohazards.  
	
	
	
	
	
	VHA Handbook 1200.01 §10.a
	

	b.  The R&DC policy for the review of research promotes:

     (1)  Maintenance of high standards of protocol review and relevance to the mission  

            of the VA.
     (2)  Scientific and ethical quality of VA research projects.

     (3)  Protection of human subjects (including privacy and confidentiality), and the 
            implementation of adequate safety measures for research subjects and 
            personnel.
     (4)  Welfare and appropriate use of animals in research.
     (5)  Safety of personnel engaged in research.
     (6)  Security of research laboratories where hazardous agents are stored or utilized 
            and of all Biosafety Level-3 (BSL-3) research laboratories.
     (7)  Security of VA data, VAPI, and VA sensitive information.
	
	
	
	
	
	VHA Handbook 1200.01 §10.a.(1)-(6)
	

	c.  For protocols not meeting criteria for assignment to any subcommittee, the R&DC is the review and approving committee of record.
	
	
	
	
	
	VHA Handbook 1200.01 §10.c
	

	d.  If a research protocol requires review by a facility’s non-research entities (e.g., the Radiation Safety Committee), the research is not initiated until the non-research entity has approved the project, the project has been approved by all applicable R&DC subcommittees, and the PI has been notified in writing by the research office.
	
	
	
	
	
	VHA Handbook 1200.01 §10.b
	

	5.  R&DC Committee Operations
	
	
	
	
	
	
	

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

1200.01 §11.a
	

	b.  If a member is not physically present at an R&DC meeting and participates through teleconferencing or videoconferencing, the member receives all pertinent material prior to the meeting and is able to participate actively and equally in all discussions.
	
	
	
	
	
	VHA Handbook

1200.01 §11.a
	

	c.  The R&DC developed procedures that allows the committee to hold unscheduled meetings in response to emergent issues.  A quorum is required to be present in person or by teleconference or videoconference for any unscheduled meetings.
	
	
	
	
	
	VHA Handbook

1200.01 §11.b
	

	d.  Minutes for each meeting are recorded. 

	
	
	
	
	
	VHA Handbook

1200.01 §11.c
	


	e.  The minutes include the following information:
     (1) A list of all voting members and non-voting members, including ex-officio members, indicating the category of their memberships and whether they are present or absent.  If an alternate is present in place of a voting member, the minutes need to indicate this fact and name who the alternate member is replacing. 
     (2) A quorum is present.
     (3) The actions taken by the committee, including the type of action and the vote on the action (i.e., number voting for, against, and abstaining; identification of any recused member from the vote; and whether the person was present during the discussion.)  


	
	
	
	
	
	VHA Handbook

1200.01 §11.c.(1)-(3)
	

	f.  All minutes of the R&DC and its subcommittees, including those from “in lieu of” subcommittees at VA facilities or at the affiliate, are sent to the MCD through the ACOS/R&D, and COS for review and appropriate action.  
	
	
	
	
	
	VHA Handbook

1200.01 §11.d
	

	g.  Standard operating procedures or other written procedures exist and are maintained for all recurring processes.  These processes include, but are not limited to communication with the MCD, the COS, PIs, and other committees and subcommittees.
	
	
	
	
	
	VHA Handbook

1200.01 §11.e
	

	h.  Review of R&DC subcommittee operations are conducted as an ongoing function of the R&DC.  The reviews are completed at least annually and are accomplished in part by reviewing the minutes of each subcommittee that reviews VA research protocols; by close communication with the subcommittees; and through QA and/or QI activities.
	
	
	
	
	
	VHA Handbook

1200.01 §11.f
	

	6.  R&DC Records
	
	
	
	
	
	
	

	a.  Minutes of the R&DC and R&DC subcommittees are maintained.
	
	
	
	
	
	VHA Handbook

1200.01 §12.a.(1)
	

	b.  Copies of all written correspondence are maintained.
	
	
	
	
	
	VHA Handbook

1200.01 §12.a.(2)
	

	c.  Membership lists for the R&DC and all R&DC subcommittees are maintained.
	
	
	
	
	
	VHA Handbook

1200.01 §12.a.(3)
	

	d.  Written records documenting actions taken to carry out the committees’ responsibilities for review of research and for oversight of the research program are maintained, if not recorded adequately in the R&DC minutes.
	
	
	
	
	
	VHA Handbook

1200.01 §12.b.
	

	e. R&DC records are retained as outlined in VHA Records Control Schedule (RCS) 10-1 or for a longer period of time depending upon other policies and regulations.
	
	
	
	
	
	VHA Handbook

1200.01 §12.b.
	

	7.  Medical Center Director Duties and Responsibilities
	
	
	
	
	
	
	

	a.  The MCD serves as the Institutional Official (IO) and is responsible for all aspects of the research program including, but not limited to, human subjects protection, animal welfare care and use, privacy and security of VA data, and biosafety. 
	
	
	
	
	
	VHA Handbook 1200.01 §5.a
	

	b.  The MCD retains institutional responsibility for the research program at the facility if the facility’s R&DC of record is that of another VA facility.
	
	
	
	
	
	VHA Handbook 1200.01 §5.b
	

	c.  The MCD ensures that research in which the facility is engaged is approved by the appropriate R&DC.
	
	
	
	
	
	VHA Handbook 1200.01 §5.c
	

	d.  The MCD ensures there are adequate resources and administrative support, including personnel, space, and equipment and training, for the R&DC and its subcommittees to fulfill their responsibilities.
	
	
	
	
	
	VHA Handbook 1200.01 §5.d
	

	e.  The MCD ensures that appropriate education and training is available for members of the R&DC, the research administration staff, and other staff involved in research.
	
	
	
	
	
	VHA Handbook 1200.01 §5.e
	

	f.  The MCD ensures that investigators meet the applicable requirements of VHA Handbook 1200.01.
	
	
	
	
	
	VHA Handbook 1200.01 §5.f
	

	8.  ACOS/R&D Duties and Responsibilities
	
	
	
	
	
	
	

	a. The ACOS/R&D notifies investigators in writing when a research project can be initiated.  This notification occurs only after the research project has been approved by all relevant committees, subcommittees, or other entities.  
	
	
	
	
	
	VHA Handbook 1200.01 §7.a
	

	b.  The ACOS/R&D notifies the PI of approval after continuing review by the R&DC subcommittees.  
	
	
	
	
	
	VHA Handbook 1200.01 §7.a.
	

	c.  The ACOS/R&D functions as the Executive Secretary of the R&DC.
	
	
	
	
	
	VHA Handbook 1200.01 §7.b
	

	d.  The ACOS/R&D conducts an annual QA review of publications assessing the acknowledgement of VA support and affiliation.
	
	
	
	
	
	VHA Handbook 1200.01 §7.c
	

	e.  The ACOS/R&D ensures that information pertaining to all requests for WOC appointments for research have been appropriately justified and the appointments are in compliance with all applicable research, Human Resource Management, and other VA policies.
	
	
	
	
	
	VHA Handbook 1200.01 §7.d
	

	f.  The ACOS/R&D provides an annual QA review of research employees involved in human subject research to ensure the employees are working within their scopes of practice and their privileges allowed by the facility’s by-laws and granted to them by the facility.
	
	
	
	
	
	VHA Handbook 1200.01 §7.e
	

	g.  The ACOS/R&D provides an annual QA review of Cooperative Research & Development Agreements (CRADAs) and other agreements in support of the research program or specific research projects and an assessment of the impact of these agreements on the research program, when applicable.
	
	
	
	
	
	VHA Handbook 1200.01 §7.f
	

	h.  The ACOS/R&D ensures that all minutes of the R&DC and its subcommittees, including those from subcommittees at VA facilities or at the affiliate, are sent to the MCD and COS for review and appropriate action.
	
	
	
	
	
	VHA Handbook 1200.01 §7.g
	

	9.  Investigator Duties and Responsibilities
	
	
	
	
	
	
	

	a.  PIs confirm with the applicable service chief that they have been awarded the appropriate credentials and privileges to conduct research at VA prior to initiating any research.
	
	
	
	
	
	VHA Handbook
1200.01 §8.a
	

	b.  PIs comply with all applicable personnel and other VA requirements whether the PI is compensated, WOC, or IPA.
	
	
	
	
	
	VHA Handbook

1200.01 §8.b
	

	c.  PIs obtain the complete approval of all appropriate non-research entities and R&DC subcommittees, and written notification from the ACOS/R&D prior to initiating a research project.
	
	
	
	
	
	VHA Handbook

1200.01 §8.c
	

	d.  PIs develop a research plan that is scientifically valid; minimizes risk to human subjects, animals used in research, and personnel; and contains a sufficient description of the research including all procedures and the plan for statistical analysis, to allow the R&DC subcommittees to fully review the research project.
	
	
	
	
	
	VHA Handbook

1200.01 §8.d
	

	e.  PIs develop and implement plans for data use, storage, and security that are consistent with VA Directive 6500, Information Security Program, and its implementing Handbooks and other legal requirements.
	
	
	
	
	
	VHA Handbook

1200.01 §8.e
	

	f.  PIs prepare and submit information at least annually or as required on their research program(s) and on each project to the appropriate R&DC subcommittee for continuing review as required by the respective R&DC subcommittees.
	
	
	
	
	
	VHA Handbook

1200.01 §8.f
	

	g.  PIs ensure that all research proposals submitted for funding from any source support the mission of VHA and enhances the quality of health care delivery to veterans.  
	
	
	
	
	
	VHA Handbook

1200.01 §8.g
	

	10.  R&DC Subcommittees Duties and Responsibilities
	
	
	
	
	
	
	

	a.  Findings and recommendations of the subcommittees are recorded and reported to the R&DC.  The R&DC approves subcommittee minutes.  
	
	
	
	
	
	VHA Handbook
1200.01 §14.a.(2) and §14.a.(3)
	

	b.  Continuing review involves approval by relevant non-research committees and R&DC subcommittees, and ACOS/R&D notification of the investigator that the approvals have been obtained. 
	
	
	
	
	
	VHA Handbook

1200.01 §14.a.(4)
	

	c.  If research is conducted involving human subjects, the facility has its own Institutional Review Board (IRB) or secured the services of an IRB as described in VHA Handbook 1200.05.
	
	
	
	
	
	VHA Handbook

1200.01 §14.b.(1)
	

	d.  If research is conducted involving the use of live vertebrate animals, the facility has its own Institutional Animal Care and Use Committee (IACUC) or has secured the services of an IACUC as described in VHA Handbook 1200.7.
	
	
	
	
	
	VHA Handbook

1200.01 §14.b.(2)
	

	e. The facility has established a Subcommittee on Research Safety (SRS) [or an Institutional Biosafety Committee (IBC)] or secured the services of an analogous committee at another VA or university affiliate.  All alternative committees deal with different aspects of research safety and security of all VHA research laboratories, as required in VHA Handbook 1200.08, and other applicable regulations and policies.  
	
	
	
	
	
	VHA Handbook

1200.01 §14.b.(3)
	

	f.  The R&DC or a relevant subcommittee (e.g., SRS) directly handles biosecurity issues and ensures compliance with VHA Handbook 1200.06.
	
	
	
	
	
	VHA Handbook

1200.01 §14.b.(3)
	

	g.  For subcommittees that function in lieu of a VA-established subcommittee (e.g., use of an affiliate’s IACUC to review VA research), the facility’s representative to these “in lieu of” committees are appointed, in writing, by the facility’s MCD.
	
	
	
	
	
	VHA Handbook

1200.01 §14.c.
	

	h.  For subcommittees that function in lieu of a VA-established subcommittee, these subcommittees fulfill all requirements and responsibilities of the subcommittee it replaces.
	
	
	
	
	
	VHA Handbook

1200.01 §14.c.(1)
	


	i.  All subcommittees that function in lieu of a VA-established have been established through a Memorandum of Understanding (MOU) or other written agreement which: 
     (1)  Defines the roles and responsibilities of each party.

     (2)  Describes the mechanisms for reporting information to the R&DC.
	
	
	
	
	
	VHA Handbook

1200.01 §14.c.(2)
	

	j.  All MOUs establishing “in lieu of” subcommittees are current and scheduled to be renewed or terminated within the time frame required by ORD.  
	
	
	
	
	
	VHA Handbook

1200.01 §14.c.(2)(b)
	

	k.  Each subcommittee maintains adequate records, including:

     1.  Copies of all research proposals and their amendments reviewed by the R&DC 
          subcommittees and any accompanying materials.  

     2.  All continuing or final reports.

     3.  Minutes of its meetings.

     4.  Copies of all written correspondence.

     5.  A membership list of all voting, non-voting, and ex-officio members including their 
          appointed roles.

     6.  Written records documenting actions taken to carry out the subcommittee’s 
           responsibilities.

     7.  Standard Operating Procedures (SOPs).

     8.  All communications to and from PIs, other committees, subcommittees, and other 
          entities or individuals.
	
	
	
	
	
	VHA Handbook

1200.01 §14.d.(1)-(8)
	

	l.  Each subcommittee maintains adequate records and retains such records according to VHA Directive 6300.  
	
	
	
	
	
	VHA Handbook

1200.01 §14.d
	

	m.  Each subcommittee makes available to the R&DC a complete, unredacted final set of minutes prior to the R&DC meeting.
	
	
	
	
	
	VHA Handbook

1200.01 §14.e
	

	n.  Where appropriate, electronic signatures used on all relevant documents meet all of the requirements of VA, the Department of Health and Human Services, Office for Human Research Protections, the Food and Drug Administration, and any other Federal requirements.
	
	
	
	
	
	VHA Handbook

1200.01 §14.e. NOTE
	

	11.  Conflict of Interest
	
	
	
	
	
	
	

	a.  VA PIs and R&DC members comply with the Standards of Ethical Conduct for Executive Branch Employees and the Federal criminal code.
	
	
	
	
	
	VHA Handbook

1200.01 §15.a.
	

	b.  WOC employees and IPAs conducting VA research or participating on an R&DC comply with the Standards of Ethical Conduct for Executive Branch Employees and the Federal criminal code.
	
	
	
	
	
	VHA Handbook

1200.01 §15.a.
	

	c.  R&DC members and VA PIs comply with VA requirements on financial conflicts of interest in research.
	
	
	
	
	
	VHA Handbook

1200.01 §15.a.
	

	d.  R&DC members with outside consulting, employment, or royalty payment opportunities ensure that these activities do not present any actual or perceived financial conflict of interest, and recuse themselves form the review of proposals for which any conflict of interest may exist.  Such members are not present during the deliberation or the vote on such research proposals.
	
	
	
	
	
	VHA Handbook

1200.01 §15.b.
	


	12.  Appointment of the ISO and PO to the IRB or R&DC
	
	
	
	
	
	
	

	a. The Privacy Officer (PO) is appointed by the Medical Center Director as a non-voting member of either the R&DC or the IRB of record.
	
	
	
	
	
	VHA Directive 2007-040 §3 & §4.b.(1)
	

	b. The Information Security Officer (ISO) is appointed by the Medical Center Director as a non-voting member of either the R&DC or the IRB of record.
	
	
	
	
	
	VHA Directive 2007-040 §3 & §4.b.(1)
	

	c. The POs complete a thorough review of all human subject research protocols in regards to data security/privacy before the research commences.
	
	
	
	
	
	VHA Directive 2007-040 §4.b.(2) & § 4.b.(4)
	

	d. The POs document their review of all human subject research protocols.
	
	
	
	
	
	VHA Directive 2007-040 §4.b.(2)
	

	e. The ISOs complete a thorough review of all human subject research protocols in regards to data security/privacy before the research commences.
	
	
	
	
	
	VHA Directive 2007-040 §4.b.(2) & § 4.b.(4)
	

	f. The ISOs document their review of all human subject research protocols.
	
	
	
	
	
	VHA Directive 2007-040 §4.b.(2)
	

	g. The PO has received appropriate IRB training.
	
	
	
	
	
	VHA Handbook 1200.05 §7.d.(10)
	

	h. The ISO has received appropriate IRB training.
	
	
	
	
	
	VHA Handbook 1200.05 §7.d.(10) 
	

	i. Processes have been developed and implemented to ensure that the concerns and contingencies of the PO and the ISO are met and that project reviews and approvals by the PO and ISO are clearly documented. 
	
	
	
	
	
	VHA Directive 2007-040 §4.b.(3)
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