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NORTH FLORIDA/SOUTH GEORGIA VETERANS HEALTH SYSTEM

RESEARCH & DEVELOPMENT SERVICE (151) 
RESEARCH & DEVELOPMENT COMMITTEE 

STANDARD OPERATING PROCEDURES 

Preface
These Standard Operating Procedures (SOPs) serve as the current policies and procedures for the Research and Development (R&D) Committee of the North Florida/South Georgia Health System (NF/SGVHS).  They are based on the VA (Department of Veterans Affairs) regulations and other applicable federal regulations governing the conduct of medical and prosthetic research.  

Definitions

The following terms and acronyms are defined for purposes of better understanding of these SOPs.

a. AAHRPP - Association for the Accreditation of Human Research Protection Programs, Inc.

b. DHHS - Department of Health and Human Services 

c. FDA - Food and Drug Administration 

d. FTEE - Full time employee equivalent.  Designation of the percent of time for which a VA employee is officially appointed.  A person who is hired for a full time position has a 1.0 FTEE appointment.    

e. Human Research Protection Program (HRPP) -A comprehensive system to ensure the protection of human subjects participating in research that includes all structural units, policies, and activities critical to protecting individuals studied in research and that is managed in accordance with these standards and with applicable federal, state and local laws. The HRPP consists of a variety of rules, processes, documents, individuals and committees. The objective of this system is to assist the institution in meeting ethical principles and regulatory requirements for the protection of human subjects in research.
f. Human subjects - “living individual(s) about whom an investigator conducting research obtains (1) data through intervention or interaction with the individual(s) or (2) identifiable private information.” Include Regulatory Citation

g. IACUC - Institutional Animal Care and Use Committee.  VA Subcommittee for Animal Studies.

h. IRB - Institutional Review Board:  University of Florida IRB. 

i. NIH - National Institutes of Health 

j. OHRP - Office for Human Research Protections 

k. OIG - Office of Inspector General 

l. ORD - Office of Research & Development 

m. ORO - Office of Research Oversight
n. Principal Investigator (PI) - Individual who is ultimately responsible for the overall conduct of a research study at the institution at which the study is approved.  
o. Quorum – Majority of voting members.
p. RDIS - Research & Development Information System

q. Research - “a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalized knowledge.” Include Regulatory Citation

r. SCI – Subcommittee for Clinical Investigation 

s. VA Data or VA Information - VA data or VA information is all information that is obtained, developed, or produced by, or for VA or its employees as part of its business activities.

t. VA Protected Information (VAPI) – VAPI is VA sensitive information, Privacy Act Information (PAI), Protected Health Information (PHI), or other VA information that has not been deliberately classified as public information for public distribution. VA information that VA would have to release under the Freedom of Information Act (FOIA) is not VA protected information. All VA protected information needs to be classified as one of the following: VA Proprietary, VA Restricted, or VA Highly Restricted.
u. VA Research – conducted by VA investigators (compensated, work without compensation or Interagency Personnel Agreement (IPA) while on VA time, utilizes VA resources, or is performed on VA property including space leased by VA.  The research may be funded by VA, by other sponsors or unfunded. 
v. VA Sensitive Information – VA sensitive information is all VA data, on any storage media or in any form or format, which requires protection due to the risk of harm that could result from inadvertent or deliberate disclosure, alteration, or destruction of the information. The term includes information whose improper use or disclosure could adversely affect the ability of an agency to accomplish its mission, proprietary information, records about individuals requiring protection under various confidentiality provisions such as the Privacy Act and the Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule, and information that can be withheld under FOIA. Examples of VA sensitive information include:

i. Individually-identifiable medical, benefits, and personnel information.

ii. Financial, budgetary, research, 
quality assurance, confidential commercial, critical infrastructure, investigatory, and law enforcement information;

iii. Information that is confidential and privileged in litigation, such as information protected by the deliberative process privilege, attorney work-product privilege, and the attorney-client privilege, and

iv. Other information which, if released, could result in violation of law or harm or unfairness to any individual or group, or could adversely affect the national interest or the conduct of federal programs.

w. WOC - Without compensation.  Type of VA appointment given to a person who is not salaried by the VA, but works at the NF/SGVHS in a position other than a consultant or contractor.

I. Purpose   (AAHRPP I.4.B)
The purpose of the Research and Development Committee of the NF/SGVHS is to support the Research Mission of the Veterans Health Administration (VHA) of the Department of Veterans Affairs (DVA) by ensuring the high standards, scientific quality, ethical conduct, protection of research participants, animal subjects protection and safety of the overall research program at NF/SGVHS.  

II. Authorization   (AAHRPP I.3.B)
Medical and Prosthetics Research in VHA is authorized under Title 38, U.S.C. Chapter 73, Section 7303.  It is an intramural program administered by the VA Central Office of Research and Development and conducted at VA medical facilities nationwide.  The R&D Committee is the local committee charged under VHA Handbook 1200.1 and VHA Handbook 1200.5 with oversight of all R&D activities within the local facility.

III. Scope and Authority       (AAHRPP 1.1B,  I.3.B,  I.4.B)
The Director of the NF/SGVHS is the Institutional Official and is responsible for the R&D Committee of this institution and is advised and assisted through the Chief of Staff and the Associate Chief of Staff for Research and Development.  
The R&D Committee is responsible for maintaining high standards throughout the R&D Program.  These standards include those assuring the scientific quality of research projects, the protection of human subjects in research through the facility’s Human Research Protection Program (HRPP), the safety of personnel engaged in research, and animal welfare.   (See Appendix A)  The R&D Committee advises the Director on professional and administrative aspects of the R&D Program.  All R&D activities whether funded or unfunded, are within its purview. The R&D Committee reviews all written agreements that establish subcommittees of the R&D, including the MOU between NF/SGVHS and the University of Florida IRB-01.
a.  All proposed research must be submitted for R&D Committee review if any of the following apply: 

1. Any element of the study will be conducted at NF/SGVHS

2. Any VA resource utilized including PI’s time. 

3. The study is explicitly directed toward or recruits veterans at NF/SGVHS

4. Funding is provided by VA, administered by NF/SGVHS Research Service, or administered by a non-profit research corporation associated with NF/SGVHS

5. The PI of the study is a NF/SGVHS employee and conducts the study while on official duty

6. The PI of the study is a NF/SGVHS employee with a compensated appointment, regardless of where the study is performed (see Requirements for Committee Review Exemption SOP)

7. Exempt IRB Studies
8.  Activities that are not clearly defined as research are reviewed by the R&D Committee Coordinator and referred to the AO/R&D or the ACOS/R&D to make a determination whether or not the proposed actives meet the criteria for R&D review.
b. Research that needs to be reviewed by R&D Committee and requires additional approvals:
1.  Research in which the subject is a fetus, in-utero or ex-utero (including human fetal tissue) must not be conducted by VA investigators while on official duty, or at VA facilities, or at approved off-site facilities. (Please refer to VHA Handbook 1200.5 appendix D for further details)
2.  Research in which the subject is a pregnant woman must be conducted in accordance with 45 CFR 46, Subpart B (see UF IRB rules).
Research involving prisoners or children less than 18 years old requires a wavier from the CRADO at ORD. Approval from the R&D Committee and Director must be obtained prior to requesting the wavier from the CRADO. Such research must be conducted in accordance with Subparts C and D, respectively, as specified by the UF IRB. (AAHRPP I.3.A)
3.  No research fulfilling any of the above criteria may be undertaken without appropriate subcommittee(s) review and final R&D Committee approval prior to initiation of any study procedures.  (AAHRPP I.3.A)
c.  The scope of the R&D Committee’s responsibilities and functions include the following: 

1. Scientific Review of Research and Development 

2. Provide final approval to all proposals prior to the initiation/conduct of research

3. Establishment of Subcommittees 

4. Program Oversight

5. Review of Resources Available for Research 

6. R&D Program Evaluation

7. Recommendations to the Director 

8. Conflict of Interest (please refer to COI Research SOP and the IRB Policies & Procedures Manual Section ) (AAHRPP I.3.G)
IV.  Relationship between the R&D Committee and Other Entities 

A.  Director (AAHRPP I.1.C)
The Director of the NF/SGVHS is the Institutional Official responsible for all aspects of the research program of the local VA facility to include appropriate educational and training opportunities for R&D members and the research administrative staff.  The R&D Committee is appointed by and is responsible to the Director, for maintaining the quality and meeting the objectives of the research program. 

B.  Associate Chief of Staff for R&D 

The Associate Chief of Staff for R&D (ACOS/RD) is the delegated authority for management of the R&D program and is responsible for administering the operations of the R&D Committee. He serves as the Executive Secretary of the Committee and is a voting member.  

C.  Administrative Officer for R&D

The Administrative Officer for R&D (AO/RD) is the appointed authority for the management of the administrative support for the R&D program and serves as an Ex Officio non voting member of the R&D Committee.
D.  Research Subcommittees

The R&D Committee has established, as necessary, subcommittees in support of its function for oversight of the R&D Program.  Each established subcommittee will have at least one member from the parent R&D Committee; will keep minutes of its meeting and report in a timely manner to the R&D Committee its actions or recommendations.  The R&D Committee must approve the minutes of all its subcommittees.  In addition, all research projects must be approved by the relevant subcommittees and receive final approval from the R&D Committee before being conducted.  The R&D Committee may accept or reject actions or recommendations of a subcommittee.  However, it must accept and cannot overturn an adverse report or action (e.g., disapproval of a protocol for ethical or legal reasons) of a major subcommittee (SCI, VA IACUC or Safety).  If, in the course of its own review, the R&D Committee requires changes to a protocol that relate to a subcommittee’s determination, the R&D Committee must refer these changes back to the relevant subcommittee for approval.  

E.  Other Committees and Services within Institution

The R&D Committee may require projects to be reviewed and/or approved by other North Florida/South Georgia Health System committees or services such as the Radiation Safety Committee or the Pharmacy Service. 

F.  Non-Profit Research Institutes Affiliated with NF/SGVHS

NFFRE, the non-profit research institute created pursuant to sections 7361 – 7368 of Title 38, United States Code (U.S.C.) may administer funds received for research studies conducted at NF/SGVHS, provided that the R&D Committee and any required subcommittee (SCI, VA IACUC, UF IRB.) approve the studies.  Oversight of these studies is provided by the NF/SGVHS, the R&D Committee and its subcommittees.  

G.  Other External Organizations and Institutions 

Research studies approved and conducted at NF/SGVHS may also be conducted at and/or funded through other institution(s).  The principal investigator is responsible for complying with the policies and procedures of both the VA and the other institution(s) and for providing necessary information relating to these “common” research activities to the R&D Committee.  This, in particular, applies to studies administered by or conducted at either of the academic affiliates of NF/SGVHS (University of Florida) or their affiliated hospitals (e.g., Shands Hospital at the University of Florida).

H.  Regulatory Agencies 

The R&D Committee is subject to regulation and/or inspection by the Department of Veterans Affairs and other authorized federal and accreditation agencies (e.g., OIG, FDA, OHRP, ORO, AAHRPP). 
I. Sponsored Research

If a sponsored study is conducted at the VA or involves VA subjects, then the CRADA language must be be included in the agreement with the sponsor. The link to the CRADA language is http://www1.va.gov/resdev/programs/pride/aahrpp/AAHRPP-CT-CRADA.doc.              (AAHRPP[s1]   IV I A;  IV 1 B; IV 2A; IV 3 A; IV 3 B.)  

V. Membership of the R&D Committee 

A.  Composition 


1. Voting Members 

The Committee shall consist of at least 5 voting members representing the following groups as mandated by VA policy. All voting members must be compensated full-time or permanent part-time Federal government employees.
a. At least one member who holds an academic appointment, and is either a full-time Federal employee or part-time permanent Federal employee.  

b. At least two from the staff of the VA facility selected because they have major patient care or management responsibilities.  Preferably they should also have training and experience in research.

c. At least two who are actively engaged in major R&D programs or can provide R&D expertise.  They may hold appointments in the VA Career Development program.

d. At least one member should be a representative of the Pharmacy Service due to the involvement in investigational drugs at the facility.

e. Whenever possible, one member of the committee selected according to the criteria listed above should have expertise in biostatistics and research design and another in animal research techniques and biomedical animal study settings. The members should have diverse backgrounds and include at least one Physician and one non-physician.
2. Ex Officio Members

Ex Officio (non-voting) members are the members appointed because of their office.  They include the NF/SGVHS Director, the Chief of Staff, the Administrative Officer for Research (AO/R&D), the Research Compliance Officer, the Executive Director for NFFRE, the ACOS for Research.
3. 
Alternate Members 

Alternate members may be appointed to substitute for the primary member if their qualifications are comparable to the primary member they are to replace. They must meet all the same eligibility criteria as the primary member. Terms of appointment, length of service, and duties are the same as for the regular member.
If the alternate and the primary member both attend an R&D Committee meeting, only the primary member may vote and only the primary member counts toward the quorum.
B.   Selection and Appointments

Based on the appropriate criteria as indicated, upon nomination by the ACOS/R&D and the committee members, voting, and alternate members are appointed, in writing, by the Director to serve on the R&D Committee.   A current list of the members, their specialties or qualifications and appointment dates is kept on file in the Research Administration Office. 

C.   Chairperson(s)

The Chairperson is elected annually from among the voting committee members and appointed in writing by the Director.  He/she may be reappointed without any lapse in time.  A chairperson may not simultaneously chair a major subcommittee (SCI, VA IACUC or Safety) of the R&D Committee.  There may be designation of chairperson-elect who would be expected to succeed the current chairperson at the expiration of his/her term.  The chairperson-elect can be designated to chair a convened meeting or be designated approval authority on behalf of the Committee in the absence of the chair.   

D.  Duration of Appointments

Voting members are appointed by the Director in writing and serve terms of 3 years. Members may be reappointed without any lapse in time if it is deemed in the committee’s best interest. The terms of members shall be staggered to provide continuity of membership.  At least three months prior to the expiration of any appointment, the ACOS/R&D, in consultation with R&D Committee will prepare a list for the nomination of new members to be forwarded to the NF/SGVHS Director for approval and appointment.   

E.  Ad hoc 

The R&D Committee may request the assistance of ad hoc members with specific expertise not found within the Committee to provide additional scientific review of protocols, as needed.  In addition, consultants or “peer advisors” may be sought to provide a detailed advisor-type review of all proposals submitted by any investigator seeking VA research funding.   Consultants outside the VA may be provided with an honorarium for this assistance. Unless the ad hoc members are permanent VA or Federal employees, they may only provide individual advice to the R&D Committee, or exchange facts and information. Ad hoc members may not contribute to a quorum or vote with the committee.  (AAHRPP II.1.A)
F.  Training

All R&D Committee members will be provided with orientation about the Research and Development Program of the NF/SGVHS that describe the mission and function.  Because of the Committee’s role in the protection of human subjects as part of the institution’s Human Research Protection Program, all members are required to complete training of human studies protection, by completing the Overview for Good Clinical Practices, HIPPA and VA Ethics training yearly. In addition, on-going training and education, new information on VA research guidelines, research protection (human and animal subjects, safety) issues, etc., are reviewed and discussed by the Committee as a regular agenda item. This information is disseminated to the whole of the research staff (i.e. PI’s, laboratory staff etc.) thru the various training programs, coordinator meetings, email and the Research website, http://www.visn8.med.va.gov/visn8/nfsg/research/investigators.asp. (AAHRPP I.3.A,  I.4.A)
G.  Liability Coverage for the R&D Committee 

R&D Committee members are officially carrying out the Research Mission of the VA and are protected from liability under the Federal Tort Claims Act.
H.  Removal 

Any member of the committee may be removed for cause by a majority vote with concurrence from the NF/SGVHS Director. (See section VII.G.)

VI.  Functions of the R&D Committee 

A.  Scientific and programmatic review of research projects (AAHRPP II.1.A, I.4.A, I.4.B, I.1.B,  III.1.B)
1. Initial Review

Scientific review of research and development is a primary responsibility of the R&D Committee.  The Committee will review the research proposal to assess that the research design is sound, is capable of producing meaningful results consistent with study aims, and is appropriate and relevant to the VA Mission and the research objectives of the NF/SGVHS total R&D program.  In addition, the Committee will assess the investigator’s qualifications to carry out the proposed research, determine the feasibility of the study, evaluate the budget for the project, the requirements for space, equipment and other resources necessary to successfully complete the study, and the role of the investigator at the facility.  In all cases, each research proposal submitted for review must be granted final approval by the R&D Committee prior to the initiation of research.  For studies that involve subjects (humans and/or animals) and/or potential hazards (biological, radiation, chemicals, etc.), the Committee shall require all appropriate subcommittee review and IRB approval and consider these findings in its review.  The R&D Committee will review the proposed study for information use, storage and security. In addition, the review must include information on the use, storage, and security of VA data and VA sensitive information including VAPI; the budget; the requirements for space, personnel, equipment, and supplies; the role of the investigator at the facility; the investigator’s qualifications; and other information deemed relevant by the R&D.  They will determine an appropriate interval for re-review (not more than one year) which may be done in conjunction with one of its subcommittees.  Forms may be obtained through the NF/SGVHS research website or from the research administration offices).  
2. Continuing Reviews 

The subcommittees shall formally conduct continuing review of all projects annually by review of updated abstract and project data sheet, to assess scientific progress and continued appropriateness of the research to the overall R&D program, including assessment for protection of subjects, data privacy and security, and safety of research personnel engaged in research. The date of continuing review for animal studies protocols will be based on the date of IACUC approval.  The date of continuing review for human studies protocols will be based on the date of R&D approval.  The R&D Committee also reviews the abstract of all continuing reviews and, if applicable, accepts the recommendations of each subcommittee.
3. Final Reviews 

At the conclusion or termination of each project, each subcommittee shall review and officially approve a final report submitted by the principal investigator.  The report must include the findings, whether positive or negative of the study and other information relating to the appropriate closure of the study.  The R&D Committee also reviews the abstracts of all final reviews and accepts the recommendations of each subcommittee.

Investigators who end their relationship with NF/SGVHS must submit final reports for all projects for which they are responsible.  In addition, these investigators must complete the necessary clearance forms for the R&D Program to ensure that proper and appropriate disposition of all research matters, including laboratory chemicals, equipment, experimental drugs dispensed through Pharmacy Service and research employees appointed specifically for the investigators’ program.  If an investigator leaves the NF/SGVHS without submitting a final report, the R&D Committee will administratively terminate the study.  In the case of studies that have a human studies component to it, the investigator must close the study at the IRB and provide a Study Review Closure Report or Termination letter verifying that the study has closed.  If it is verified by the IRB database that the study is inactive, the SCI Coordinator may obtain administrative approval from the ACOS/R&D or the AO/R&D to close the study in the VA ePROMISE database.  The investigator’s service chief will be notified of this action with a memo of non-compliance for that investigator.  

B.    Establishment of Research Subcommittees 

The R&D Committee has established subcommittees as necessary to ensure the safety and protection of subjects, the safety of personnel engaged in research and the proper conduct of research to meet all ethical and regulatory concerns, and for the efficient and effective management and oversight of the R&D program.  Members of the subcommittees, including the chairpersons, are nominated by the R&D Committee and appointed by the NF/SGVHS Director. Subcommittee members may be compensated Federal employees, WOCs, or IPAs.  Each subcommittee may have written standard operating policies and procedures that follow appropriate subject matter regulations.  Each subcommittee keeps minutes of its meetings and reports to the R&D Committee. (See also section IV. C.) 

1. Subcommittee on Clinical Investigation  (AAHRPP I.1.C, I.3.B, I.4.B)
The Subcommittee on Clinical Investigation is established by the R&D Committee in keeping with VA regulations (38 CFR 16, 38 CFR 17) and VA policies (VA Manual M-3 or its replacement Handbook).  The SCI is charged with the protection of human subjects in all human studies research conducted at the NF/SGVHS or by NF/SGVHS employees or agents, or otherwise under the auspices of the VA (e.g., research using non-public patient data, from VA records, using VA resources, published or presented with VA cited or supported or conducting the research and recruiting VA patients at VA facilities), regardless of funding or funding administration.  The R&D Committee and the Director as Institutional Official are responsible for ensuring appropriate and adequate support of the review and record-keeping functions of the SCI.  The R&D Committee oversees the activities of the SCI by review of the SCI meeting minutes, SCI reports and recommendations, and other communications from the SCI regarding human studies.  No human research project is granted final approval by the R&D Committee until it has been approved by the UF IRB and recommended for approval by the SCI, ensuring that the rights, safety and well being of human subjects are protected.    

2. Subcommittee for Animal Studies (Institutional Animal Care and Use Committee)

The Subcommittee for Animal Studies is established by the R&D Committee in keeping with VA regulations (VHA Handbook 1200.7) and the Animal Welfare Act (CFR.  1985. Title 9, Subchapter A) require the establishment of a Subcommittee for Animal Studies or Institutional Animal Care and Use Committee (IACUC) for VA medical centers that have a program of research involving the use of live vertebrate animals.  The R&D Committee and the Director as Institutional Official are responsible for ensuring appropriate and adequate support of the review and record-keeping functions of the IACUC.  The R&D Committee oversees the activities of the IACUC by review of the IACUC meeting minutes, IACUC reports and recommendations, and other communications from the IACUC regarding animal studies.  No animal research project is granted final approval by the R&D Committee until it has been approved by the IACUC, ensuring that the proposed research related to the care and use of animals is appropriate in accordance to established guidelines.

3. Subcommittee for Research Safety

The Subcommittee for Research Safety is established by the R&D Committee in keeping with VA policies, Federal Statutes and regulations from Occupational Safety and Health Administration (OSHA), the Environmental Protection Agency (EPA), the Nuclear Regulatory Commission (NRC) and any applicable state and local requirements (VHA Handbook 1200.8).  The R&D Committee shall establish a Subcommittee for Research Safety (SRS) to deal with the various aspects of research safety.  Unless the role is assumed by the ACOS/R&D, the R&D Committee may also appoint a Research Safety Coordinator, responsible for the supervision and operation of the Research Safety Program.  The R&D Committee and the Director as Institutional Official are responsible for ensuring appropriate and adequate support of the review and record-keeping functions of the SRS.  The R&D Committee oversees the activities of the SRS by review of the SRS meeting minutes, SRS reports and recommendations, and other communications from the SRS regarding safety issues.  No research project involving potential biohazards, chemical hazards, physical hazards or radiation hazards will be granted final approval by the R&D Committee until it has been approved by the SRS, ensuring the safe conduct of research activities in the VHA.

4.  Research Equipment Subcommittee (currently no minutes are generated)
The Equipment Subcommittee functions include such tasks as reviewing requests for research core equipment, reviewing existing research equipment for utilization, making recommendations on acquisition of new core equipment needed, assisting in the development  and providing advice and assistance of a facility plan for major research equipment on for research.  The subcommittee shall consist of the ACOS/R&D, the R&D Committee Chair, the Chair of each subcommittee as needed, the Biomedical Engineer, and at least two investigators or other research staff who would have broad knowledge relating to the equipment issues of the R&D program   The subcommittee shall meet on an ad hoc basis as necessary to discharge its function expeditiously.  

5.  Oversight Committee on Clinical Research 
The committee responsible for ongoing monitoring and evaluation of adherence to the principles of human subject research protection. The committee also performs continuous quality improvement activities to measure, assess and improve compliance with institutional HRPP polices and practices to protect human research subjects. 

The subcommittee shall consist of the ACOS/R&D, Deputy ACOS/ R&D, AO/R&D, Research Pharmacist, SCI Coordinator, Medical Center Compliance Officer, the Research Compliance Officer, and any other members as necessary.  The OCCR Committee meets on a monthly basis. 
6. Institutional Review Board (IRB)  
The IRB is an established committee charged with the oversight of all research activities involving the use of human subjects.  NF/SGVHS uses the University of Florida IRB01’s services through a Memorandum of Understanding (MOU) between the VA medical center and the university.   IRB-01 will include at least two appointed VA representatives (salaried for at least 5/8 FTEE) as full voting members, one of whom has scientific expertise.  VA IRB Members may be nominated by but not limited to ACOS/R&D, IRB Members, or R&D Committee Members.  Nominations are sent to the R&D Committee for approval and then forwarded to the Institutional Official for appointment
C.  Planning and Recommendations for Facility Research & Development 

1.  Program Planning 

The R&D Committee is responsible for planning research and development, and assuring the continuing high quality of the R&D program.  Taking into consideration the medical specialties of the facility and the particular types of care provided to the patient population seen at the facility, the Committee will outline broad objectives of the R&D program so that it supports the patient care mission of the facility.  In its review of each new R&D proposal or continuing R&D project, the Committee will determine that the research does or continues to meet the quality standards and objectives of the program.  The Committee may make recommendations for new directions for the research program as new resources and/or staff become available or new opportunities arise that would benefit the overall research program and the VA healthcare mission at NF/SGVHS.  

2.  R&D resources and infrastructure within the institution

The ACOS/R&D and the subcommittees of the R&D Committee will review facility’s resources and infrastructure in each of their perspective areas and provide recommendations to the R&D Committee in order to ascertain the adequacy of such for the proper conduct of the research programs and activities reviewed and approved. Assure training is adequate for research program.  Adequate resources such as space, capital and core equipment, personnel, supplies, and animal facilities are essential to maintaining the desired high quality research within the VA.  Towards this end, in conjunction with the ACOS/R&D and based on its evaluations, the Committee shall make appropriate recommendations and/or requests for provisions for such resources as deemed necessary.  

3.  Extramural financial support of VA Research 

The R&D Committee will review and make recommendations for the receipt and use of non-VA financial support for research and development projects to be conducted at the NF/SGVHS or by members of NF/SGVHS staff even if the research is conducted outside the facility.  (See also Section III.)

4. Review of IRB Minutes (AAHRPP I.2.A)
The R&D Committee must review and act upon all IRB minutes.  The R&D Committee must have access to all IRB records and protocols with NF/SGVHS approval. The IRB will provide the minutes to the R&D Committee upon transcription.  The available IRB minutes are reviewed by the Compliance Officer and one other R&D Committee member and the review is presented at the R & D Committee meeting.  The minutes are submitted for approval and voted on by the R & D Committee.
5.  Other functions (AAHRPP I.4.A)
a. Credentialing and Privileging must be completed prior to all initial appointments in Research Service for individuals working with human subjects.  This applies to all VHA licensed practitioners, physicians, nurses, and any other healthcare providers permitted   by law and the NF/SGVHS to provide direct patient care.  This policy applies to those who are appointed or utilized on a full-time, part-time, intermittent, consultant, attending, without compensation (WOC), on-station fee-basis, on-station contract, or on-station sharing agreement basis.  

The credentialing process includes verification, through the appropriate primary sources, of the individual's professional education; training; licensure; certification and review of health status; previous experience, including any gaps (greater than 30 days) in training and employment; clinical privileges; professional references; malpractice history and adverse actions; or criminal violations, as appropriate. Employment commitments shall not be made until the credentialing process is completed, including screening through the appropriate State Licensing Board (SLB) and the National Practitioner Data Bank (NPDB). All information obtained through the credentialing process will be carefully considered before employment and privileging decision actions are made.  See VHA Handbook 1100.19, Research Stand Down SOP.
 
b.  The R&D Committee will fulfill other functions related to the R&D program as may be specified by the Director.  Appropriate recommendations to the Director will be made based on the needs of the R&D program for appointments of committee and subcommittee members and for the allocation or requests of funding or other resources.

D.  Performance Measurement and Improvement 

1.  Quality Assurance and Quality Improvement   (AAHRPP 1.2.B,  I.3.L)
The R&D committee assesses its performance, and that of its subcommittees, and the IRB, with regard to compliance with established policies and procedures.  By audits or reports, there is a determination of NF/SGVHS compliance with research subject protection requirements and assurance that subcommittees fulfill their roles meeting HRPP objectives. These reports may be provided by or in conjunction with, ACOS/Research, AO/Research, The Research Compliance Officer, or others as requested or appointed. The review of the IRB structure and function related to NF/SGVHS research may be done by, but is not limited to, review of minutes, member self evaluation or presentations at a minimum annually. All Committee and subcommittee members are required to be aware of and be in compliance with all VA Research Directives, CRADAs, as well as safety, animal and IRB regulations.  Records of updated WOC appointments, scope of practice, and trainings are maintained by the WOC Coordinator and the secretaries for each committee and subcommittee.  The office of the ACOS/R&D reviews publications and abstracts to assure proper citation of VA.  When research results are accepted for presentation at a meeting or scientific journal (prior to publication), a copy is transmitted to VHA CO 12 Publications/Presentation Notifications as required for compliance. R&D Committee activities assessing the HRPP in conjunction with other oversight committees include, but are not limited to: 

· Updating the HRPP Investigators’ Manual and SOP, as needed and making those updates available to researchers, IRB members, and R&D Committee members; 

· Conducting periodic audits of IRB composition, operational procedures, and compliance with applicable regulations where they concern VA protocols; 

· Conducting random, select and for-cause audits of protocols and procedures. Regulatory and subject binders, case report forms, source documents, and/or the consent process may be monitored; 

· Reviewing and evaluating IRB reports related to VA research; 

· Implementing needed improvements, and follow-up of these actions, as appropriate; 

· Providing continuing education to the research community. 
· Reviewing the budgetary and other resource needs of the R&D Program, at least annually, and making appropriate recommendations regarding these needs.  This review needs to include: personnel, materials and supplies, space, capital equipment, training and education.  As a result of the evaluations of the research program, recommendations and changes are made in accordance with the needs to assure that the program operates effectively and efficiently.

2.  Productivity

The R&D Committee will evaluate its own performance in terms of investigator productivity.  Investigator performance or productivity in research is generally assessed by the receipt of funded research awards based on centralized peer-review.  Additional factors for measurement of research productivity include publications; invited presentations at local, regional, national and international meetings; academic training, mentoring and teaching accomplishments; service to the VA and to affiliates by serving on ad hoc and/or standing committees related to research; and peer recognition by receipt of awards and honors.   

E.  Conflict of Interest   (please refer to COI Research SOP ) (AAHRPP I.3.G) (AAHRPP 1.3 G and 1.3 H).
VII.  Operations of the R&D Committee 

A.  Written Standard Operating Procedures  (AAHRPP I.3.A)
The operations of the R&D Committee shall comply with written standard operating procedures (this document), the R&D Committee Charter, the HRPP Manual for the Investigators, and other official VA regulations, policies and procedures in order to ensure the proper conduct of high quality research within the NF/SGVHS.  All persons involved with the research program, including all committee and subcommittee members, research administrative staff, research investigators, research study coordinators and research study assistants, shall be informed of these SOPs for appropriate compliance.  

B.  Administrative Support and Resources  (AAHRPP I.2.A)
Administrative support and resources for the operations of the R&D Committee are provided through the ACOS/R&D and the Research Administration offices.  A primary program specialist shall be assigned by the Research Administration to serve as coordinator and recorder for the R & D Committee.  In addition, a primary program specialist shall be assigned by the Research Administration to serve as coordinator and recorder for each of the subcommittees, with other support staff assigned to assist as necessary.  Resources include conference room areas for meetings, all necessary office equipment (computers, printers, photocopiers, etc.) for preparation of meeting agendas, research protocol files and maintenance of all other essential documents for the R&D Committee and subcommittee activities.  A WOC coordinator is assigned to process all Without Compensation appointments for all employees working on research projects that do not have a VA paid appointment.
C.  Schedule of Meetings 

The R&D Committee shall meet at least monthly.  Meeting dates will be set so that the R&D Committee will meet following the monthly meetings of the major subcommittees.  Where the SCI meets twice a month, the R&D Committee will meet following the SCI first meeting in the month.  The annual schedule of meetings for the R&D Committee and its major subcommittees is posted on the NF/SGVHS research webpage: http://www1.va.gov/visn8/nfsg/research/investigators.asp. VHA recommends, but does not require, that R&D Committee members be physically present at the meeting. 
D.  Agendas for R&D Committee Meetings

The R&D Coordinator in consultation with the chairperson prepares meeting agendas for the R&D Committee meeting.  The Agenda notes the scheduled date, time and location of the meeting. At a minimum the agenda should include the following categories:  announcements, minutes of the last meeting, subcommittee minutes, old business or unresolved issues from the previous meeting, new business, subcommittee protocols for approval, continuing reviews, study closures, new proposals, resubmissions etc.  The NF/SGVHS R&D Committee meeting agenda categories in the order to be reviewed are given in Appendix D.  

E.   Pre-meeting Distribution of Agenda Material 

The Research R&D Coordinator, in consultation with the  R&D Chair, prepares the meeting agenda, makes copies of appropriate review materials, and distributes the agenda packet to R&D Committee members at least 3 to 5 days prior to the scheduled meeting. The PI must submit materials to the Research Office prior to a scheduled meeting by the established administrative deadline for the items to be reviewed by the R&D Committee at the next monthly meeting.  The annual schedule of meetings for the R&D Committee along with the deadline for submission of materials to be reviewed is posted on the NF/SGVHS webpage.
F.  Types of Review for Research Projects  (AAHRPP I.2.A)
1. Reviews by Convened Committee 
The R&D Committee will conduct an initial scientific review of research proposals at convened meetings at which a quorum is present.  The R&D Committee Coordinator will maintain a record of quorum.  It may use a primary and secondary reviewer who is a member of the committee who is either in the same field of research or knowledgeable about the research, or an Adhoc reviewer, assigned by the chair as a reviewer.   The reviewers are provided with the entire contents of the proposal material.  The other committee members are either provided with the same material (depending on the nature of the proposal) or with essentials of the proposal that includes a summary or abstract of the research, the research plan and other appropriate documents.  The reviewer makes a recommendation for action and provides an in-depth review of the research proposed, including its scientific merit, qualifications of investigator, relevance to the VA Mission and R&D program objectives, feasibility for conduct at the VA, budget and available resources  Due to Just in Time, other documents such as consent form for humans studies, animal studies component and/or safety are submitted separately to each subcommittee with the R & D Committee granting final approval from the recommendations of the subcommittees.  

2. Reviews by Research Review Subcommittees 
For human research studies, initial, continuing, and final reviews are conducted by the chair or designee and the recommendations are forwarded to the R&D Committee for full committee consideration.  Exempt and Expedited reviews are determined by the IRB per the HRPP Manual and IRB Policies & Procedures Manual Section.  For non-human studies research with animal subjects, initial review, continuing review and final review are conducted by the IACUC.  For Protocols with neither human nor animal components, initial review, continuing review and final review are conducted fully by the Safety Committee.  The R&D Committee grants final approval of all initial reviews, continuing reviews and final reviews for protocols from all subcommittees. 

G.  Attendance Requirements, Quorum and Voting at meetings 

All members (or their designated alternates) must attend at least 80% of the regularly scheduled meetings each year.  A quorum, consisting of a majority of voting R&D Committee members (or designated alternates) must be present to conduct official business of the committee.  At the call of the chair, an alternate member present may be designated as a temporary voting member, if a quorum is lost during the meeting due to recusal or departure of a voting member (see section V.A.3.).  Each voting member (or designated alternate) has one vote with no proxy voting (in absence of the member) allowed.  A motion is approved if accepted by a majority (more than half) of the votes cast by voting members present at a meeting, excluding abstentions. Members may be present by tele- or videoconference.  
H.  Voting Conflict of Interest for R & D Committee members
Members are considered to have a conflict of interest if they are participating in a proposed study as a principal or collaborating investigator, or mentor, or if they have a financial or other relational interest in the study.  Members with a conflict of interest relating to a study under review may not participate in the review (initial, continuing, final), except to provide information as requested by the R&D Committee.  They are required to disclose such interests and recuse themselves from deliberations, quorum count and votes on the proposal.  

I.  R&D Committee Actions 

1.  Types of Action

For research proposals submitted for review and approval, the R&D Committee may vote for the following actions, with specific clarification of the action to be provided to the investigator:

a
Approved –Approvals granted by all required subcommittees, IRB and final approval by the R&D Committee.  The duration of the approval shall be specified for new and continuing approvals.
b
Approved With Conditions (modifications stipulated) –The action report will specify what is required for final approval and that the response can be revisions verified by the reviewers and/or subcommittee of the R&D Committee selected to review the changes and recommend approval to the Chair.   This action implies that the issues requiring change or clarification are such that the response need not come before the full committee for reconsideration for approval.   
c)  Conditional Approval – If the committee initiates its review prior to all required subcommittees granting approval, the R & D Committee may conditionally approve the protocol pending the approval of the subcommittee(s).
d)
Deferred  – A proposal will be deferred because of major concerns that must be resolved before the R&D Committee will reconsider the proposal for approval.  A deferred proposal must be reviewed again by the fully convened Committee.   The materials, information, modifications, or conditions necessary for reconsideration by the R&D Committee will be stipulated in the action report.

e)
Tabled – A proposal may be tabled without review or discussion due to lack of a quorum or other reasons that may not relate specifically to the proposal.  

f)
Disapproved – The proposal may be disapproved and not allowed to be conducted at the VHA for major concerns.  These concerns may relate such issues as scientific design, ethical issues regarding subject protection, feasibility due to lack of NF/SGVHS resources, safety concerns, etc.  

For administrative items under consideration, the R&D Committee will vote to approve, disapprove, defer or table for additional clarification or information, or forward recommendations to upper management for appropriate resolution or action.

The Committee will note items submitted to it for informational purposes only, but can request additional information or take a positive action.   

2. Approval Period and Dates of Approval 
The approval period for a research protocol will be one calendar year requiring annual update.  However, a shorter approval period may be stipulated by the SCI or other subcommittee and R&D Committee approval period will be consistent with that of the subcommittee.  The approval date is the date at which the fully convened committee voted to approve the protocol.  A study must be reviewed annually and re-approved for continued conduct. 

I.  Minutes of R&D Committee 

Minutes of the R&D Committee meeting are prepared for each meeting by the R&D Coordinator assigned to the Committee.  Minutes will include the basis for requiring changes or disapproval of research. If the R&D Committee disapproves or requires modifications, other sub-committees must be notified and approve amendments, as appropriate. The minutes will document attendance or absence of members and provide a complete record of all items of business or information brought before the Committee.  Votes on motions for actions taken shall be reported to include the number of members voting for the motion, the number voting against the motion, the number of members abstaining and any members recusing themselves from the vote and quorum.  The minutes are reviewed, edited and signed by the chairperson for the meeting and the ACOS/R&D as Executive Secretary for the Committee and submitted to the full committee for review, corrections if necessary and approval at the following meeting.  Following approval of the minutes, they are submitted to the Chair, the ACOS/R, the Chief of Staff and the NF/SGVHS Director for review and signature.  Copies of the minutes are maintained by the Research Administration office and will be made available to VHA Headquarters or to any investigator upon request.  (The format and content of the minutes are described in Appendix E.)   

J. Communication of R&D Committee findings, stipulations and actions

All formal communications of the R&D Committee are in writing.  Action reports to the research investigators following review of proposal material from investigators (initial review, continuing review, etc.) will indicate findings, stipulations, requests for additional information, and/or final actions as noted above.  The action reports are signed by the chair or a designee of the chair.  R&D approval, disapproval or any R&D action that may affect human subject safety will be forwarded in writing to IRB-01.Other official communications will also be done in writing to the ACOS/R&D, Chief of Staff, Director, VA National Headquarters or other federal agencies as necessary.  
K.  Response of Investigators to Findings and Stipulations 

For notifications of other than approval, investigators must respond within 60 days of the date of the R&D meeting to actions of changes required or deferral, or to requests for clarification or additional information.  In the case of new submissions (i.e. initial reviews of protocols not previously approved and therefore not active), failure to respond within 60 days will result in closure of the review process.  If an investigator wishes to have the proposal reconsidered for approval, the proposal must be resubmitted in full as a new submission and presented to the full committee again.  For active, on-going (i.e., previously approved studies) projects, such as requests for continued approval, failure to respond within 60 days will result in the referral of the investigator to the ACOS/R&D and COS for recommendations for further action. 
      
L.  Appeal to R&D Committee Decisions 

An investigator may appeal any decision by the R&D Committee.  If a study is disapproved, the proposal may be resubmitted with a cover letter detailing how the concerns and/or objections to the previous submission have been addressed or providing additional clarifications for areas that may have been not correctly reviewed due to lack of details.  For other actions such as suspension or termination of a study, an appeal letter may be sent to the R&D Committee.  Since the R&D Committee cannot override the disapproval action for a research activity made by any of its subcommittees, the objections and concerns of the subcommittee(s) must be addressed before the R&D Committee will take any final action. 

M. Exempt Human Studies Research

Projects that are exempt from IRB review must be reviewed and approved by the R&D Committee prior to initiation and have annual review.
VIII.  Research Records 

A.  Categories of Research & Development Committee Administrative Records 

R&D Committee records maintained by the Research Administration shall include the following categories: 

1. Written operating procedures 

2. Membership rosters for the R&D Committee and each of its subcommittees showing qualifications of the members

3. Copies of correspondence relating to membership appointments 

4. Training records (Reports or certificates of human studies protection training, other related training)

5. R&D Committee correspondence (other than protocol related documents)

6. Minutes of the R&D Committee and all of its subcommittee convened meetings

7. Research database information
8. Reports of all oversight activities for the R&D Committee and its subcommittees.
B.  R&D Records Relating to Investigators and Research Projects 

          Information of the qualifications and VA appointment status of each principal investigator shall be maintained by the Research Administration as part of the R&D records.  For each approved project, the R&D administrative files shall contain the following items: 

1. All materials submitted by the PI for initial review 

2. All materials from the PI related to protocol amendments, adverse events, continuing review, and termination of study. 

3. All correspondence sent by the PI. 

4. All study related correspondence sent or received by the R&D Committee or any R&D subcommittee.

5. Any other related documentation regarding the study received by the research administration.

C. Research Database

The Research Administration maintains all research protocols and investigators in the computer database.  The primary database, the Electronic Project Management & Information System (ePROMISE) is linked to VA Central Office R&D Computer Center responsible for maintaining the VA Research and Development Information System (RDIS). 

D. Access to and Retention of R&D Committee Records 

 All research records are kept confidential and secure in locked filing cabinets in the Research Administration Offices.  Normal access is limited to the ACOS/R&D, the Administrative Officer/R&D, research administrative staff, the, authorized VA representatives, officials of federal or state regulatory agencies and appropriate accreditation organizations.  All other access to R&D records is limited to those who have legitimate need, as determined by the NF/SGVHS Director, the ACOS/R&D, AO/R&D and VA Central Office. 

As a part of oversight responsibility, the Research and Development Committee must have access to all IRB records and protocols of NF/SGVHS reviewed by the IRB.

Research records relating to a study are retained for at least 5 years after approval for a study is terminated.  (This minimum requirement may be exceeded in accordance to applicable VA, FDA and DHHS regulations, or as required by outside sponsors of the study.)  The R&D records relating to an investigator are retained for at least 6 years after the PI leaves the NF/SGVHS. 

IX. References 

VHA Handbook, Dated March 2, 2007
VHA Handbook 1200.5, Dated July 15, 2003
Appendix A.  Organizational Chart – North Florida/South Georgia Health System R&D Program 
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Appendix B.  Schedule of R&D Committee and All Subcommittee  Meetings – 
All protocols must be received at least 5 days prior to the meeting to be assured consideration. 

A complete schedule of deadlines for VA proposals to be received in Washington is available at the VA R&D web site (http://www.va.gov/resdev/ps/psmr/mrs_programs.htm). 

Proposals must be submitted for review by the local committees at least 30 days before those deadlines; drafts may be submitted for local review. 

Current meeting schedules and deadlines for submission for the R&D Committee can be found on the website at:

http://www1.va.gov/visn8/nfsg/Research/committees.asp
Current meeting schedules and deadlines for submission for the SCI Committee can be found on the website at:

http://www1.va.gov/VISN8/NFSG/research/RESEARCH_Subcommittee_for_Clinical_Investigation.asp
Current meeting schedules and deadlines for submission for the VA IACUC can be found on the website at:

http://www1.va.gov/VISN8/NFSG/research/IACUC_page.asp
Current meeting schedules and deadlines for submission for the VA Safety Committee can be found on the website at:

http://www1.va.gov/VISN8/NFSG/research/RESEARCH_Safety_Committee.asp
Appendix C
Investigator Forms for R&D Committee Review and Approval of Research Protocols

All research proposals submitted for review and approval by the R&D Committee and its subcommittees must be accompanied by the appropriate administrative forms and statements as listed below. All forms are available on the NF/SGVHS research webpage http://www1.va.gov/visn8/nfsg/Research/committees.asp and/or the Research Administrative Office. 

1. RDIS Request to Review Research Proposal/Project* 

All sections of this form must be completed with approval signatures from the principal investigator’s section and service chief.  An abstract according to the RDIS abstract guidelines must accompany this form. 

2. NF/SGVHS Research Proposal Review Checklist* 

Some of the information on this form duplicates the information on the form above but the form serves a different purpose and must be completed.  On this form the PI should note all additional information or required forms, depending on the nature of the research. The PI’s service chief need only sign either this form or the RDIS form. 

3. RDIS Investigator Data Sheet (Page 18)  and Personal Data on Investigator Form  

These forms must be completed and submitted only if a proposal is being submitted at NF/SGVHS by the principal investigator for the first time.  Information will be used to enter the investigator into the VA research information system database. 

4. Service Impact Form* 

If a research study requires the support of other NF/SGVHS Services, such as clinical laboratory, radiology, cardiology, etc., a service impact form must be completed and approved by the appropriate service chief.  The PI should be aware that there may be charge back costs for the research activity if services are provided solely for the purpose of the research.

5.  Pharmacy Impact and VA Form 10-9012 Investigational Drug Information Record

If a study involves the dispensing of a pharmaceutical, Pharmacy Service must review the study to evaluate its impact on pharmacy. The Chief of Pharmacy or designee must approve this aspect of the protocol for it to be eligible for approval by R&D.  According to VA policy, drugs may only be dispensed through the facilities Investigational Drug service.  The Investigational Drug Information Record (IDIR, VAF 10-9012) must also be completed for all the drugs involved in the study.  Once the study is approved, the IDIR is signed by the SCI and the R&D Committee Chairs and the original sent to the Pharmacy for its files. Please note that a signed VA Form 10-1223 [Report of Subcommittee on Human Studies] is required by IDS before a study can commence.
6. Investigator Compliance and Assurance Form for Human Studies 

For conduct of a study involving human subjects, the PI must certify that he/she has received training regarding human subject protection in research and will abide by all relevant regulations governing human research.  A valid training certificate must accompany this assurance form. 

7. Informed Consent Form 

Unless otherwise waived or not required by the IRB, all human studies protocols must have a written consent form approved by the IRB for subjects to sign upon being recruited to be in a human research study.  The consent form must contain all the elements required by federal law. 

8. Animal Component of Research Protocol (ACORP)

Studies involving the use of animals must have a detailed statement or ACORP describing all aspects of animal use to be approved by the Institutional Animal Care and Use Committee.  This detailed statement accompanies a full research protocol and all necessary forms.  It is not, in and of itself, the research protocol although it may contain much of the information found in the research protocol, such as objectives and some methods.

9. Research Protocol Safety Survey Statement 

This statement must be completed for any research activity involving biological, chemical, physical and radiation hazards.  The Research Safety Subcommittee and R&D Committee must approve all such activities prior to commencement.  All investigators must provide assurance that all staff associated with the research project has received the necessary safety training. 


10.  Application to Possess and Use Radioactive Material 

Studies proposing the use of radioactive material must have the additional approval of the Radiation Safety Committee of the NF/SGVHS, requiring the completion of this application form.  


11.  Conflict of Interest Disclosure Statement 

A Financial Conflict of Interest disclosure is required from all principal investigators, co-investigators, and all other persons responsible for the design, conduct, or reporting of the research study.  This disclosure must be submitted whenever new or renewal application is submitted for review and approval by the Committee.  


12.  Investigator Acknowledgement of VA Research Reporting Policies  

All investigators must acknowledge on an annual basis that they are aware of the VA-mandated reporting policies.  These policies include acknowledging the VA support in any publication or public presentation, disclosing any inventions that may arise from VA supported research and filing final reports at the conclusion of a study or upon the PI departing from the VA. 

Appendix D.  Format for R&D Committee Agenda – Order of Review 

1. Reports and Announcements

2. Reports to the Committee shall be made by the chair, ACOS/R&D, AO/R&D and/or any other responsible individual on matters of concern to the Research Program that need to be called to the Committee’s attention.  

3. Compliance and Assurance Information Training/Continuing Education 

4. Minutes 

a. There shall be minutes of the last R&D Committee meeting and minutes of all subcommittee meetings held in the previous month, which shall be reviewed and approved.

5. Review of New SCI Protocols for Final R&D Committee Approval

6. Continuing Review of SCI Protocols 

7. Final Review of SCI Protocols

8. Initial Review of New Research Proposals

9. Review of Resubmission Proposals

10. Review of Amendments to On-going or Previously Approved Proposals

11. Review of Proposals Previously Deferred 

12. Other Business

13. Date, and time, of next meeting 

Appendix E.  Format for R&D Committee Meeting Minutes 

The minutes shall reflect the date, time and location of the meeting and there was the required quorum present.

Attendance:  Voting Members Present; Voting Members Excused; Voting Members Absent; Non-Voting Members Present; Non-Voting Members Absent; Guests present (if any); Recorder 


(Members may be noted as being excused if the Chair or the Recorder is notified in advance of the meeting that member will not attend.)

1. Reports and Announcements

2. Reports to the Committee shall be made by the chair, ACOS/R&D, AO/R&D and/or any other responsible individual on matters of concern to the Research Program that need to be called to the Committee’s attention.  

3. Compliance and Assurance Information

4. Training and continuing education information reviewed and noted 

5. Minutes of the previous R&D Committee Meeting and past meetings of the subcommittees (SCI, SRS, IACUC, IRB, OCCR) 

6. Minutes shall be approved or changes recommended for approval.

7. Review of New SCI Protocols for Final R&D Committee Approval

8. Continuing Review of SCI Protocols 

9. Final Review of SCI Protocols

10. Initial Review of New Research Proposals

11. Review of Resubmission Proposals

12. Review of Amendments to On-going or Previously Approved Proposals

13. Review of Proposals Previously Deferred 

14. 12.Other Business

Time of Adjournment 

The date, time and location of the next meting shall be noted 

Signatures: 

The minutes shall be signed by the Chairperson, the ACOS, the Chief of Staff and the Director. 

Appendix F.  Just-In-Time Policy for Initial Review of Proposals Being Submitted for Funding Considerations

The NF/SGVHS R&D Committee will implement a just-in-time (JIT) policy for the submission of research applications to those VA Research Services that currently accept JIT proposals (e.g., Medical Research Service (MRS) Merit Review, VHA Handbook 1202.1).  This policy also applies to submissions to those non-VA funding agencies that both conduct a full, formal review and accept JIT procedures (e.g., NIH, DoD).

Policy:  

Eligible proposals being processed through the NF/SGVHS Research Service for consideration of funding are only required to receive advance R&D Committee concurrence prior to submission. The R&D Committee will assess the appropriateness of the scientific methodology, relevance to VA, the investigator qualifications, and the adequacy of resources. This review can be done by an expedited review process conducted by the R&D Chair or designee.

The NF/SGVHS Subcommittee on Clinical Investigation (SCI), Safety, and Animal Subcommittees also adopt the JIT policy as presented, such that reviews by the subcommittees will not be required prior to funding submission.  However, preliminary information on subject or hazard use as required by the funding agency must be provided for R&D Committee review.  

Requisite Subcommittee approvals, with follow-up R&D approval, will be required before any funding award is made.  In addition, investigators are reminded that no data collection for any project - even if unfunded - can be carried out without approvals from all appropriate Subcommittee(s) and final R&D Committee authorization.

R&D Committee reserves the right to request that any research proposal be subject to evaluation by a relevant Subcommittee (or Subcommittee member or ad hoc reviewer) prior to R&D Committee approval for funding submission, even if JIT is allowed by a funding agency.
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