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     (151)FC:fm

Subject: Research and Development Committee 

1.  PURPOSE: To delineate the responsibilities and define the membership of the Research and Development Committee (R&D).  

2.  COMMITTEE MEMBERSHIP: The membership of the R&D Committee consists of the following: 

MEMBER                           

            MEMBER CAPACITY 

Robert Nissenson, Ph.D.


Chair

Daniel Bikle, M.D., Ph.D.


Member

Gary Cecchini, Ph.D.                   

Member

Mary M. Chren, M.D.



Member

Patricia Cornett, M.D.



Member

Florence Cruz

                               
Ex-officio, Administrative Officer for Research

Sheila M. Cullen



Ex-officio, Medical Center Director

Carl Grunfeld, M.D., Ph.D.


Member

Walter Holleran, Pharm.D.


Member

H. Benfer Kaltreider, M.D.                 
Ex-officio, President and Chairman of the Board of NCIRE

Harry Lampiris, M.D.



Member

Chris Lau, Ph.D.



Member

Jeff Lawrence, M.D.



Member

Charles R. Marmar, M.D.
                  
Member 

Barry Massie, M.D.



Member

Jack Nagan                                     

Ex-officio, CEO, NCIRE

Diana Nicoll, M.D.



Ex-officio, Chief of Staff
Lynn Pulliam, M.S., Ph.D.                       
Ex-officio, ACOS for Research

Douglas Schmucker, Ph.D.


Member

Kathy Schulz




Ex-officio, Human Protection Officer

Paul Sullam, M.D.                             

Member

Kangla Tsung, Ph.D.



Member

Donald Vessey, Ph.D.



Member, Research Compliance Officer

Judy Yee, M.D.



Member
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R&D Committee

The Committee shall elect a Chairperson annually from among its voting membership.  The Associate Chief of Staff (ACOS) for Research & Development shall be Executive Secretary.  The membership is constituted in accordance with the provisions of M-3, Part I, Chapter 2, Paragraph 2.02b (2).  Attendance is mandatory.  Each member should designate an alternate who will attend the meeting in the absence of the regular member.  

3.  RESPONSIBILITIES: 

The Committee is responsible, through the Chief of Staff, to the Medical Center Director for the following: 

   1) Assuring the high quality and standards of the Medical Center'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 Medical Center.  

   3) Monitoring the extent to which the R&D Program meets its objectives.  

   4) Establishing criteria for Principal Investigator (PI) status, which is required before an individual can conduct funded or unfunded research on the property. (see attachment A)  The ACOS for R&D will determine when PI status must be relinquished and will notify the R&D Committee of such decisions.

   5) Evaluating critically, the quality, design, desirability, and feasibility of each new R&D proposal, continuing research and development project, and application for funding, to assure maintenance of high scientific standards and adequate safety measures.  

   6) Approving and monitoring through its Subcommittee on Animal Studies all aspects of research which are dependent upon use of animal models, i.e., appropriateness of the animal model, assurances of humane and appropriate research procedures, and compliance with pertinent animal welfare laws, regulations, and policies.  

   7) Approving and monitoring through its Clinical Research Subcommittee all aspects of research which involve human subjects, investigational drugs or devices.
   8) Recommending, (on the basis of the foregoing evaluation 4, 5, 6, & 7), the distribution of R&D funds, personnel, equipment, supplies, use of animal facilities, and all common resources.  
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   9) Approving and monitoring through its Subcommittee on Research Space all aspects of  the allocation of research space to ensure it meets the commitments of the approved R&D Programs.  

 10) 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.  Proposals will not be accepted for review unless they are complete and include a R&D Committee Approval Form (Pink R&D Form) signed by the Service Chief.

 11) Reviewing and approving proposals for basic institutional support, candidates for the VA Career Development Program, and policies on recruitment and development of personnel supported by R&D funds.  Proposals and Letters of Intent (LOI) will not be accepted for review unless they are complete and include a Request for R&D Committee Approval (Pink R&D Form) signed by the Service Chief, as well as, review and recommended approval by the Research Review Committee.

 12) Advising the Medical Center Director on recommendations to the Associate Chief Medical Director for R&D of candidates for the position of ACOS for R&D and any other R&D position referred to the Associate Chief Medical Director for R&D prior to confirmation.  

 13) Fulfilling such other functions as may be specified by the Medical Center Director.  

 14) Appointing members to established subcommittees (Safety, BioSafety, Clinical Research, Equipment, Research Review, Animal Studies, Committee on Human Research (CHR) and Space) and creating ad hoc advisory subcommittees as the needed.  The CHR at University of California San Francisco (UCSF) is utilized; members from this facility are appointed by the R&D Committee as our representatives and is viewed as a sub-committee of the R&D Committee.  

 15) The R&D Committee must approve all research protocols regardless of funding if these studies involve VA personnel, VA space, VA resources (funding, equipment, etc.) including studies done at other locations.  No protocol will be approved without the approval of the PI’s Service Chief as documented on a signed R&D Committee Approval form (Pink R&D Form.)  

4.  PROCEDURES: 

a) The R&D Committee will review and recommend on the business of Research and Development Service through its meetings.  
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b) Meetings will be held monthly.  In the interim, the Executive Committee (Chairman, R&D Committee; Deputy ACOS for Clinical Research; Deputy ACOS for Basic Science; ACOS for R&D; AO/ACOS) is delegated to function in routine matters which can be resolved without

disturbing the fiscal and program integrity of approved research, or in emergency situations when it is not possible to obtain a quorum of the full R&D Committee.  

c) Members shall serve for not more than a term of three years, with an option for renewal.  The terms will be staggered to provide some continuity of experience.  

d) The Chairman and Executive Secretary will sign the minutes of the meetings.  Copies will be submitted to the Medical Center Director and Chief of Staff.  

e) When the minutes have been accepted by the full R&D Committee, two copies will be forwarded through appropriate channels to the R&D Office, VA Medical Center, Perry Point, Maryland.  

5.  REFERENCES:  M-3, Part I, Chapter 2 

6.  RESCISSION:  Appendix 26 to Medical Center Memorandum No.00-9, Research and

Development Committee dated March 13, 2000.

Sheila M. Cullen

Medical Center Director 

DISTRIBUTION: A; R&D Committee members, and Principal Investigators 

Attachment A
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Principal Investigator (PI) Status

This status allows an individual to perform research on the VAMC San Francisco property; however, the individual grants, agreements, contracts, etc. will still require review and approval by the R&D Committee BEFORE any research can begin.   NOTE:  This status does not automatically allow you to submit VA grants.

MDs, DDSs and Clinical Ph.D.s:

Individuals at the VA requesting Principal Investigator status MUST HAVE an academic appointment of at least Assistant Professor or met the UCSF Department guidelines (faculty who are 50% or more in the ladder ranks, in-residence, adjunct, clinical and professional research series).

The individual will also require the support of their VA service chief.  The Academic Department Chair will be notified if PI status is awarded.  The PIs CV and letter of support accompanies this notification.  Space assigned (either his/her own or the signature of the PI giving the space) must be included in the request.

The individual must complete the Investigator Data, Investigator Responsibilities, as well as the Memorandum of Understanding.

Non-clinican Ph.D.s:

Must follow the guidelines in Research Memo 151-12, dated February 18, 2000, entitled:  Designation of non-clinician Ph.D. scientist as independent principal investigators (PI) and eligibility requirements to submit proposals to the VA for funding.  Eligibility status must be received BEFORE the grant can be submitted.

Non-MD’s and Non-Ph.D.s:  

Reviewed by R&D Committee to determine criteria.  Currently, we have criteria for Pharmacists and Nurses.












Attachment B
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Principal Investigator (PI) Status and R&D Approval for Nursing Proposals

Principal Investigator on any CHR and Research proposal from Nursing Service MUST HAVE an academic appointment of at least Assistant Clinical Professor at UCSF School of Nursing.  The appointment does not have to be a salaried appointment.  

The staff member will request PI status from the R&D Committee in writing PRIOR to any research being performed.  The memo will include:

· Current academic appointment level.

· Concurrence from the Chief of the Service including commitment for space and time to accomplish the research proposals.

· Copy of the employee’s current CV.

Once the request for PI Status has been reviewed by the R&D Committee the researcher will be allowed to submit grants/proposals for review by the R&D Committee for any research to be performed on station.  

The order of approvals is as follows:

· PI status granted to the Nursing staff member by R&D Committee.

· CHR approval of research protocol, if appropriate.

· R&D Committee approval of research proposal (can be done at same time CHR approval is submitted).  A copy of the research protocol and the R&D Pink Form must be submitted.

NOTE:  CHR approval alone does not grant the PI authority to begin the research.

R&D Committee approval is required before any research can begin on station.  If CHR approval is also required, the R&D Committee may approve the research pending full CHR approval if they choose to expedite the process.

Attachment C
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Principal Investigator (PI) I Status and R&D Approval for Pharmacy Proposals

Principal Investigator on any CHR and Research proposal from Pharmacy Service MUST HAVE an academic appointment at UCSF School of Pharmacy.  The appointment does not have to be a salaried appointment.  

The staff member will request PI status from the R&D Committee in writing PRIOR to any research being performed.  The memo will include:

· Current academic appointment level.

· Concurrence from the Chief of the Service including commitment for space and time to accomplish the research proposals.

· Copy of the employee’s current CV.

Once the request for PI Status has been reviewed by the R&D Committee the researcher will be allowed to submit grants/proposals for review by the R&D Committee for any research to be performed on station.  

The order of approvals is as follows:

· PI status granted to the Pharmacy staff member by R&D Committee.

· CHR approval of research protocol, if appropriate.

· R&D Committee approval of research proposal (can be done at same time CHR approval is submitted).  A copy of the research protocol and the R&D Pink Form must be submitted.

NOTE:  CHR approval alone does not grant the PI authority to begin the research.

R&D Committee approval is required before any research can begin on station.  If CHR approval is also required, the R&D Committee may approve the research pending full CHR approval if they choose to expedite the process.
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