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May 11, 2007                              


CENTER MEMORANDUM NO. 00-116 

THE RESEARCH & DEVELOPMENT COMMITTEE AND ITS SUBCOMMITTEES

1.  PURPOSE:  To define the responsibilities and procedures of the Research and Development (R&D) Committee and its Subcommittees:  Institutional Review Board (IRB), Institutional Animal Care and Use Committee (IACUC), Laboratory Safety Subcommittee, and Subcommittee on Research Safety.

2.  POLICY:  The R&D Committee serves in an advisory capacity to the Medical Center Director, through the Chief of Staff, on the professional and administrative aspects of the Medical Research, Health Services Research and Development, Cooperative Studies, and the Rehabilitation Research and Development Programs.  The R& D Committee is responsible, through the Chief of Staff, to the Medical Center Director for oversight of the research program and for maintaining high standards throughout the R&D program.  Those standards include ensuring 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 VA research laboratories.  Note: VA research is defined as research that is conducted by VA investigators [whether compensated or without compensation (WOC), or on an Intergovernmental Personnel Agreement (IPA)] while on VA time or utilizing VA resources and/or on VA property including space leased to, and used by VA.  The R&D Committee is responsible for encouraging the investigation of medical problems relevant to veterans, for encouraging the application of research findings to clinical practice, and for promoting an environment that is conducive to the conduct of quality research.
Members and Chairpersons of the R&D Committee and its Subcommittees will be appointed, individually, by a letter from the Medical Center Director.
Research may not be undertaken without review and approval of the R&D Committee and its appropriate subcommittees.
3.  RESPONSIBILITIES: 

A.
Medical Center Director:  The Medical Center Director is responsible for the R&D program, advised and assisted by the R&D Committee.  The Medical Center Director is the Institutional Official and the legally authorized signatory official for all Institutional Assurances of Compliance with the Dept. of Health and Human Services (DHHS), Office of Human Research Protection (OHRP) and the VA.  The Medical Center Director fulfills all education requirements mandated by the OHRP or the VA.  He/she is responsible for assuring that adequate resources, including funds, space, and personnel, are provided for research and its administrative functions, including those of the R&D Committee and its subcommittees.  The Medical Center Director appoints in writing the members and the chairperson of the R&D Committee and its subcommittees. He/She serves as an ex-officio non-voting member of the R&D Committee.  He/she reviews and approves the R&D Committee minutes, which include the minutes of the subcommittees.
B.
Chief of Staff:  The Chief of Staff is responsible for oversight of the R&D program along with the Medical Center Director.  He/She advises the Medical Center Director and R&D Committee on issues with clinical impact on the program and the Medical Center.  He/She serves as an ex-officio non-voting member of the R&D Committee.  The Chief of Staff reviews and approves the minutes of the R&D Committee which also include the minutes of all subcommittees.

C.
Associate Chief of Staff (ACOS) for Research and Development:  The ACOS for R&D is responsible for the management of the R&D program, including the operations the R&D Committee and its subcommittees.  The ACOS for R&D recommends appointment of members to the R&D Committee and its subcommittees.  The ACOS is responsible for ensuring that accurate, up-to-date records regarding mandatory training and certification of committee members, investigators, and research staff in research are maintained in the Research Office.  The ACOS is responsible for submission of documentation necessary to obtain and/or maintain a properly executed institutional assurance in accordance with OHRP procedures and VA regulations, which state that institutions engaged in human subject research, provide OHRP with a satisfactory assurance unless the research is exempt.

The ACOS for R&D recommends appointment of R&D Committee and subcommittee members to the R&D Committee.  He/She also serves as ex-officio member of the R&D Committee and its subcommittees.  The ACOSR&D is appointed by the Medical Center Director to serve as the Research Integrity Officer (RIO). He/she reviews any allegations of research misconduct (defined as fabrication, falsification, or plagiarism in proposing, performing, or reviewing research or in reporting results).  He/she reports the findings of such an investigation to the Chief of Staff and Medical Center Director. 

D.
Administrative Officer (AO) for Research and Development:  The Administrative Officer for R&D provides staff support to the R&D Committee and its subcommittees by assuring that meetings are held as scheduled, minutes are recorded accurately and promptly, correspondence relating to committee actions is processed, required records and reports are maintained, and actions mandated by the committees are executed.  The AO for R&D has been appointed by the Medical Center Director and serves as the Conflict of Interest Officer.  He/she reviews all Conflict of Interest forms for any actual or potential conflict of interest related to financial or personal issues, which may include but are not limited to, issues related to investigators serving in dual roles as health care provider and investigator, authorship, or presentations.  If the AO for R&D identifies a conflict of interest, it is referred to the R&D Committee through the IRB for determination of an appropriate course of action to manage/resolve the conflict.

E.
The Research and Development Committee:  The R&D Committee consists of at least five voting members.  All voting members must be compensated full-time or part-time permanent Federal government employees.  The R&D Committee fulfills its responsibilities for the oversight and administration of the R&D program by:

a.
Planning and developing broad objectives for the R&D Program so that it supports VA’s mission.

b.
Determining the extent to which the R&D Program has met its objectives.

c.
Reviewing the budgetary and other resource needs of the R&D Program, at least      annually, and making appropriate recommendations regarding these needs.  This review will include: personnel, materials and supplies, space, capital equipment, training and education.

d.
Reviewing all written agreements that relate to collaborative research with non-VA    entities.

e.
In fulfilling its responsibilities of ensuring effective oversight of the research program and making appropriate recommendations to the MCD, the Committee relies on multiple sources including activities of the R&D Committee, quality assurance activities, reports to the committee by the ACOS for R&D, AO for R&D, or other research staff members, subcommittee reports, facility reports or activities, and other appropriate sources.  

f.
Should the need arise, the R&D Committee will form a search committee to find a replacement for the position of ACOS/R&D.  The R&D Committee advises the Medical Center Director on candidates for the position of ACOS/R&D but final approval of the candidate must be given by the Chief Research and Development Officer (CRADO).
g.   The Chair may not simultaneously Chair the R&D Committee and a Subcommittee.

4.  SUBCOMMITTEES:
Institutional Review Board (IRB): 

VAWNYHS Institutional Review Board has been established as a subcommittee of the R&D Committee to oversee facility conduct of research involving human subjects as described in VHA Handbook 1200.5, VISN2 and local Medical Center Memoranda.  The membership and operation of the Institutional Review Board (IRB) will conform to the requirements of the Federal Policy for the Protection of Human Subjects known as “The Common Rule” (38 CFR 16) and VHA 1200.5.  The IRB must have at least five members with varied backgrounds to promote complete and adequate review of research activities commonly conducted by the VAWNYHS.  Information on the operation of the IRB can be found in CM 151-1, “Policy and Procedures Concerning Research Involving Human Subjects”.tc  \l 1 "
HUMAN SUBJECTS"
Institutional Animal Care and Use Committee  (IACUC):  

The IACUC ensures that all scientists, research technicians, animal technicians, and other personnel involved in animal care, treatment, and use are qualified to perform their duties.  This responsibility is fulfilled in part through the provision of training and instruction to those personnel. The IACUC will have at least five voting members.  Ex officio members will be the ACOS for R&D and the Administrative Officer for R&D (without vote), and the Veterinary Medical Officer (with vote) and the Veterinary Medical Unit Supervisor (without vote).  The membership will include at least one practicing biomedical scientist experienced in research involving animals, one non-scientist, and one member who is not affiliated with the VA Medical Center other than as a member of the IACUC who will represent the general community interests in the care and treatment of animals.  The Chairperson will be nominated by the R&D Committee and appointed by the Medical Center Director from among the members for a term of one year.  Consecutive appointments of the Chairperson are permitted.  Alternate members may be appointed to substitute for specified regular voting members.  When attending the meeting as the designated alternate of the regular voting member, alternate members will have the vote.  Otherwise, they will be non-voting.  Ex officio members may not serve as Chairperson.  Appointed members will serve terms not to exceed three years; however, no minimum time between terms will be required.  A quorum will be established by the presence of a majority of the voting members.  Individual members may attend by video or teleconferencing if they have access to all materials and actively participate in the meeting.  Approvals will require a majority of the voting members in attendance.  Only members in attendance may vote.  Proxy or in absentia votes will not be permitted. 

Laboratory Safety Subcommittee:  

The Laboratory Safety Subcommittee reviews all research laboratory operations to establish that accepted safety standards are being met, and to direct corrective action if necessary.  Membership includes representatives from all major laboratories.  Ex officio members with vote may include a representative of each of the Medical Center’s recognized unions.  Union representatives nominated by each Union President, will be concurred in by the R&D Committee, and appointed by the Medical Center Director.  Investigators must certify that their employees are aware of correct procedures regarding equipment and reagent handling, usage, storage and disposal.

Subcommittee on Research Safety (SRS): 

The SRS reviews proposals involving potentially toxic and/or hazardous chemicals, recombinant DNA or other potential biohazards, VHA Handbook 1200.8 Safety of Personnel Engaged in Research; Control of Hazardous Agents in VA Research Laboratories VHA Handbook 1200.6.  It assesses the impact of each agent on the safety of research participants and personnel working in research laboratories.  Proposals involving the use of recombinant DNA or other potential biohazards may also be reviewed by the SUNYAB Biosafety Committee.  Membership is composed according to VHA Handbook 1200.8, Appendix C.  A quorum will be established by the presence of a majority of the voting members.  Approvals will require a majority of the voting members in attendance.  Only members in attendance may vote.  Proxy or in absentia votes will not be permitted. The Chairperson will be nominated by the R&D Committee and appointed by the Medical Center Director from among the voting members for a term of one year.  Consecutive appointments of the Chairperson are permitted.  Ex officio members may not serve as Chairperson.  The Chairperson may not simultaneously Chair the R&D Committee or any other Subcommittee.

5.  REPORTING REQUIREMENTS:  Minutes will be recorded for all Subcommittees and submitted to the parent R&D Committee for approval.  Minutes will be recorded for the R&D Committee, including approval of all Subcommittee minutes.  Minutes of the R&D Committee will be approved by the Chairman, ACOS for R&D, Chief of Staff and the Medical Center Director and forwarded upon request to VA Headquarters.

6.
REFERENCE:  38 CFR 16, Center Memorandum No. 151-1, VHA Handbooks 1200.3, 1200.5, 1200.7, and 1200.8. 

7.
RESCISSION:  Medical Center Policy Memorandum 00-116, dated July 1, 2004.

8.
FOLLOW-UP RESPONSIBILITY:  Office of the Associate Chief of Staff for Research and Development.

9.
AUTOMATIC REVIEW DATE:
May 1, 2010.  
MICHAEL S. FINEGAN

Director, VA Western New York Healthcare System

Distribution:  1 copy each:  00, 00QM, 151




