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RESEARCH AND DEVELOPMENT COMMITTEE

1. PURPOSE:  To describe the membership of the Research and Development (R&D) Committee, to define its functions and responsibilities and those of the pertinent Subcommittees of the R&D Committee.

2. POLICY:  The R&D Committee serves in an advisory capacity to the Medical Center Director on the professional and administrative aspects of the Research and Development Program.

3. RESPONSIBILITY:  The R&D Committee is responsible to the Medical Center Director for maintaining high standards throughout the facility’s Research and Development Program.  These standards include those concerning the scientific quality of research and development projects, human rights, laboratory safety, and welfare of animals used in research.  All research and development activities within the Stratton VA Medical Center, whether VA funded, non-VA funded or not funded are within its purview.

4. PROCEDURES:

a.  Functions of the R&D Committee:

1. Assuring the high quality of the facility’s Research and Development Program.

2. Planning and developing broad objectives of the Research and Development Program so that it supports the patient care mission of the facility.

3. Determining the extent to which the Research and Development Program has met its objectives.

4. Evaluate critically the quality, design, desirability and feasibility of each new research and development proposal, continuing research and development project, application for VA or outside-VA funding, manuscripts to be submitted for publication, or other reporting activity.  This assures the maintenance of high scientific standards, protection of human subjects, adequate safety measures and proper use of animals.

5. Recommending, on the basis of such evaluations and after consideration of other needs, the distribution of research and development funds, space, personnel, equipment, supplies, use of animal facilities and other common resources.

6. Recommending approval of the solicitation, receipt and use of non-VA financial support for research and development in the facility or by members of the VA staff, even if conducted outside the facility.

7. Reviewing and approving the Research and Development budgetary requests of the facility.

8. Recommending policies on the recruitment and development of personnel supported by Research and Development funds.

9. Advising the Medical Center Director on the recommendation to the Chief Research and Development Officer; and fulfilling such other functions as may be specified by the facility Director.

b.  Membership of the Research and Development Committee will consist of:
1. Ex Official Members

a) Without Vote

Medical Center Director

Chief-of-Staff

Administrative Officer, Research and Development

b) With Vote

Associate Chief of Staff for Research and Development, who also functions as the Executive Secretary for the R&D Committee.

2. Dean’s Committee Members

Not less than one, but not more than three, members selected from the affiliated institution as representatives of the Dean’s Committee, with vote.

3. Members from the VA Staff: (Appointed by the Medical Center Director)

a) With Vote

At least two but no more than four members with major patient care or management responsibilities (preferably with training and experience in research). 

b)
At least one but no more than three members who are actively engaged in major R&D programs or can provide R&D expertise.

Whenever possible, one member of the committee selected according to the above criteria should have expertise in biostatistics and research design and another in animal research techniques. The members should include at least one non-physician.

4. Terms of Appointments:

Committee members will serve terms of not more than 3 years with not less than one year between terms. This restriction does not apply to ex officio members. The terms will be staggered to provide partial change in membership annually.

5. Substitutions:

Only an ex-officio member can send a substitute in his/her absence.  The substitute for an absent Associate Chief of Staff for Research and Development must be a current member of the R&D Committee.

6. The Chair of the Research and Development Committee will be elected annually from the committee members. (Ex-officio members may not serve as chair).

7. Meetings:

The R&D committee will meet monthly. In general, this will be on the third Friday of each month at 1:15 PM.

A majority of the voting members shall legally constitute a quorum for conducting business on the agenda.  Only voting members have the right to vote. 

Minutes of the meeting, which will record all items of business brought before the Committee, motions presented and actions taken, will be prepared and signed by both the Chair and the Executive Secretary.  Copies of the minutes with any comments of the Medical Center Director will be distributed to all the members of the R&D Committee and made available to any investigator upon request.

c.  Subcommittees of the R&D Committee are established by that Committee, and the Medical Center Director appoints the members.  Each Subcommittee will keep minutes of its meetings and report to the R&D Committee, which accepts or rejects its recommendations.  However, the R&D Committee cannot alter an adverse report or recommendation of the Institutional Review Board, the Animal Studies Subcommittee or the Subcommittee on Research Safety and Biosafety, when any of the above committees recommends disapproval for ethical or legal reasons.

d.  Subcommittees of the R&D Committee:

1. Institutional Review Board 

a) Whenever a research project, program, or significant modification of such a research program involves human research participants, the Institutional Review Board (IRB; also known as the Human Studies Subcommittee) is charged with considering the ethical and legal issues involved, the technical details as they affect the risks, the safety and human rights of the subject, the potential benefits and the plan and method of obtaining informed consent.

b) The IRB review will precede the review and approval of the project, program or modification thereof by the R&D Committee, which evaluates the scientific and/or medical merits of the research.  The IRB recommends, in writing, the approval, disapproval or alteration of the project, and the recommendations are sent to the R&D Committee for incorporation in its final action.

c) The function of the IRB may be provided by the Albany Medical College Institutional Review Board as a result of mutual agreement by both institutions.

2. Animal Studies Subcommittee

This subcommittee is responsible for reviewing all use of animals at this facility, which includes all newly proposed and on-going studies as they relate to any pertinent animal welfare laws, regulations or policies; the appropriateness, quality and availability of the selected animals; the humaneness and appropriateness of procedures and conditions surrounding animals before and throughout the study; assessment of adequacy and availability of essential animal research facility support.  It is also responsible for evaluating the animal research facility to identify deficiencies relevant to any pertinent animal welfare law, regulation or policy; recommending corrective measures and reporting on corrective action taken.

3. Subcommittee on Research Safety and Biosafety 

This subcommittee is responsible for ensuring the safe conduct of research, including recombinant DNA, Human Immunodeficiency Virus (HIV), pathogens and hazardous chemicals.  The Subcommittee shall review all research projects involving biohazards; develop and monitor training programs; periodically inspect research laboratories and ensure proper emergency accident contingency procedures.

5.  REFERENCES:


M-3, Part I, Chapters 1, 2, and 3.

6.  RESCISSIONS:  


Memorandum No. SL-00-45 and Attachment A dated September 13, 2000.

7.  FOLLOW-UP RESPONSIBILITY:  Associate Chief of Staff for Research and Development, Donald Pasquale, M.D.,

8.  AUTOMATIC RESCISSION DATE: August 24, 2006.
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ATTACHMENT-A


ALBANY, NEW YORK 12208




MEMORANDUM NO. SL-00-45

RESEARCH AND DEVELOPMENT COMMITTEE

MEMBERSHIP AND TERM OF APPOINTMENT

Ex-Officio Members:

Director (Without Vote) – Mary-Ellen Piché, FACHE

Chief-of-Staff (Without Vote) – Eina Fishman, M.D.

Associate Chief of Staff for R&D (With Vote) – Donald Pasquale, M.D.

Administrative Officer for R&D (Without Vote) – Christine Palermo, M.B.A.

VA Research Pharmacist (With Vote) - Richard Grembocki, R.Ph.




Regular Members:

Douglas Phelps, M.D.






05/01/01-04/30/04

VA Staff Physician

Chairperson, R&D

Frank Blumenstock, Ph.D.





05/01/01-04/30/04

Assistant Dean for Medical Education & Professor

Center for Cardiovascular Sciences

Albany Medical College

Maria Castro, M.D.






10/01/01-09/30/04

VA Staff Physician

Vice Chairperson, R&D

Faith Davis, M.D.








VAMC and AMC Staff Physician




10/01/02-9/30/05

Joseph Engelhardt, Ph.D.





10/01/00-09/30/03

Health Services R&D Coordinator

VISN Office

Lewis Gershman, M.D., Ph.D.




10/01/01-09/30/04

VA Staff Physician

John-Paul Hafner, M.D.





1/1/03-12/31/06

VA Staff Physician

Arnold Johnson, Ph.D.





1/1/03-12/31/06

VA Career Research Scientist

Kenneth Phelps, M.D.






10/01/01-09/30/04

VA Staff Physician

Rajani Thangavelu, M.D.





10/01/01-09/30/04

VA Bath Staff Physician







