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SCIENTIFIC PROJECTS COMMITTEE

Charter•
1. Purpose.  The purpose of the Scientific Projects Committee (SPC) will be to aid VA investigators in maximizing the quality of their research; facilitate the grant submission process; facilitate the passage of research projects through required processes; monitor UF Institutional Review Board-01 (IRB-01) and VA Institutional Animal Care and Use Committee (IACUC) reviews to assist the VA Research and Development Committee (R&D Committee) in determining whether IRB-01 and IACUC are meeting delegated responsibilities for protection of human and animal subject safety; and assure that administrative processes established by the VA Research Office are adequately designed and executed to meet these objectives.

2. Authority.  Authority will be vested in the SPC through the R&D Committee.  The SPC will report on a routine basis (at least annually) to the R&D Committee, as requested by the Chair of the R&D Committee:

a. To make recommendations regarding specific research projects.

b. To keep the R&D Committee informed of research areas within SPC domain and make recommendations for changes in policy and process.

3. Membership.  
a. The SPC will consist of the number of VA investigators, funded or unfunded, and other staff deemed necessary by the Committee and its Chair to meet committee responsibilities for study review.  The SCP must include both clinical and basic scientists. It must include at least one member of the IACUC and at least one VA representative on IRB-01.  Some representatives will be recruited from each research center. Committee members will be recruited by the Chair or her/his designees and approved by a majority vote of the SPC.  Members will serve three-year terms but may be reappointed by the Chair, with the approval of the membership, to serve two or more consecutive terms.

b. The Chair of the SPC will be appointed by the R&D Committee.  S/he will serve a three-year term but may be reappointed by the R&D Committee to serve two or more consecutive terms.  The Chair may designate an SPC member to serve temporarily as Chair in case of absence.

c. Ad hoc members may be appointed temporarily by the Chair of the SPC as needed to review selected proposals and may vote.

d. The Associate Chief of Staff for Research (ACOS-R) and other research office staff designated by the ACOS-R will be non-voting, ex-officio members of the SPC.

4. Meetings
a. Meetings will be held at least monthly, at a stated date and time, as needed to coordinate with IRB, IACUC and R&D Committee review processes.

b. Research Office staff appointed by the ACOS-R or her/his designate will prepare an agenda in collaboration with the Chair of the SPC.

c. The SPC secretary appointed by the ACOS-R or her/his designate will document attendance.

d. Meetings of the Committee are open and interested non-members may attend and contribute but may not vote and may be required to leave during a vote.

e. Minutes of each meeting will be prepared by the SPC secretary; reviewed, edited and signed by the Chair; submitted to the Chair of the R&D Committee and the ACOS-R; and submitted to the SPC for review and approval at its next meeting.

5. Scientific Review
a. New proposals to be submitted to VA Office of Research and Development (VA ORD).  All new proposals to be submitted to VA ORD will be scientifically reviewed by the SPC.  The purposes of this review will be to optimize the quality of the research; maximize the potential for funding; and aid the investigator in the submission process.  Two types of review will be performed:

i. A “Big Picture” review, to be performed by a member of the SPC, will focus on grant organization; the scientific merit of the hypotheses/major questions and specific aims; relevance to the VA mission; experimental design; feasibility; clarity of communication to the likely study section audience; appropriateness of budget; and general issues of grantsmanship.  This review is not expected to be longer than two pages.  A standard format for this review will be developed and maintained by the SPC.

ii. A “Study Section Style” review, to be performed by a member of the SPC, a locally recruited expert in the field, or if no suitable local experts are available, an expert recruited from elsewhere, with the advice and consent of the principal investigator.  This review is expected to fully emulate a study section review in its thoroughness and rigor and to employ standard VA study section format.

b. Resubmissions to VA ORD.  Resubmissions will be evaluated by the original reviewers when feasible, or by additional reviewers as deemed necessary. They will provide advice regarding response to critique.

c. Research Center submissions and resubmissions to VA ORD.  The SPC may delegate full review responsibilities to Research Centers provided that these Centers provide documentation to the SPC of a review process that meets or exceeds the standards of the SPC review process. The SPC will review Center review processes annually.  Centers will have the option of delegating the SPC to review selected projects or relinquishing all project review responsibility to the SPC.

d. Proposals to be submitted to or involving other extramural funding agencies (e.g., National Institutes of Health, pharmaceutical companies).  Principal investigators may request both Big Picture and Study Section Style reviews prior to submission and the SPC will respond to all requests to the extent that it has the necessary resources.

e. Proposals not to be submitted for extramural funding.

i. Clinical. The SPC will perform a Big Picture review based upon the protocol submitted to IRB-01.

ii. Basic science.  Big Picture reviews will not be routinely provided because IACUC submissions do not contain sufficient scientific detail to enable such a review, and routine requirement of such detail could be a burden to investigators.  However, investigators may request such a review, contingent upon provision of a detailed scientific research protocol. Big Picture reviews will be provided for basic science proposals for which a detailed protocol already exists, e.g., proposals submitted for intramural funding.

f. Other proposals.  The SPC may develop review processes and require review of proposals not covered in sections 6 a-e, subject to approval of these review processes by the R&D Committee. 

g. Annual and final research reports by investigators.  The SPC will review these reports, together with documentation provided by the Research Office, in order to assure that Research Office compliance and reporting mechanisms are adequate and that the Research Office is meeting its responsibilities in assuring compliance by these protocols with VA regulations.

h. Applications for Career Research Scientist Awards and investigator promotion.  Applications originating in Research Centers and subjected to Center review processes will be reviewed by one SPC member.  Otherwise, such applications will be reviewed by two SPC members.

i. Research projects, funded or unfunded, involving VA investigators, but taking place entirely off VA premises with no use of VA resources, other than investigator time, and no more than incidental recruitment of veterans.  Investigators should notify the Research Office in writing of funded projects of this type.  These projects will not undergo either scientific review or oversight by the SPC.

j. Proposal submission process.  The SPC will work with Research Office staff to assure that proposals are submitted in sufficiently timely fashion to allow adequate scientific review in time to meet submission deadlines.

k. Review presentation and approval. A scientific proposal will be presented at a regular meeting of the SPC by the member who reviewed it.  This presentation will include a précis of the Big Picture and Study Section Style reviews and delineation of potential or actual conflicts of interest.  Project recommendations by directors of approved Centers may be accepted without further SPC review.  Individual proposals may be accepted by a majority vote of SPC members in attendance.  Accepted proposals will be recommended to the R&D Committee for approval, with or without qualifications.  A proposal may be conditionally approved, in which case approval may subsequently be granted by the Chair, contingent upon documentation of changes specifically addressing the issues in question and/or provision of missing documents.  Investigators will be provided all scientific review documents.

l. Expedited review.  In circumstances in which the funding of a research proposal might be jeopardized by delay of review until the next SPC meeting, expedited review by the SPC may be obtained with approval of either the Chair of the SPC or the ACOS-R.  Proposals of this type will be subjected to standard SPC review processes, expedited as necessary and feasible.  The votes of SPC members on expedited reviews may be obtained electronically.

6. Oversight. 
a. Animal and human subject protection 
i. The SPC will be responsible for monitoring the execution of responsibility for protection of animal and human subjects delegated to the VA IACUC and UF IRB-01, respectively.

ii. All new research protocols, funded or unfunded, will be evaluated as soon as possible after submission by the investigator to the SPC following IACUC/IRB-01 approval.

iii. Investigator initiated changes to protocols will be evaluated as soon as possible after submission by the investigator to the SPC following IACUC/IRB-01 approval provided that:

1. For animal studies, the chair of the IACUC determines that the changes are sufficiently important to warrant review.

2. For clinical studies, IRB-01 approval required full board review.

Investigator initiated changes not meeting these criteria will be approved automatically.

iv. Protocols will be evaluated by one SPC member, if possible a member of the IACUC or IRB-01 who was involved in the original discussion and approval, unless the committee or Chair determine that review by more than one member is indicated.

v. IACUC/IRB-01 recommendations will be accepted unless SPC reviewers determine that there are major issues of concern that have not been addressed.

1. Major issues of concern will be summarized succinctly and this report of concern, together with the protocol, will be returned to the investigator, who will submit a revised protocol to the IACUC/IRB-01.

2. Reports of concern, together with complete protocol documents, will be submitted to the Chair of the R&D Committee to support that Committee’s continuing review of the IACUC and UF IRB-01, and copied to the ACOS for Research.

b. Radiation safety. Clinical research studies in which subjects are exposed to radiation must pass review by the University of Florida Human Use of Radioisotopes and Radiation Committee (HURRC) prior to IRB-01 review.  Immediately following IRB-01 review, protocol documents will be sent to the VA Radiation Safety Committee for review.  Documentation of that review will be provided to SPC members prior to their presentation of the protocol to the SPC.

c. Conflict of interest.  Proposals for which possible conflicts of interest are noted in the IRB documents but not noted by the PI will be submitted to the VA Conflict of Interest Office by the SPC.

d. Review presentation and approval.  A research protocol will be presented to the SPC by the member(s) who reviewed it. Individual proposals may be accepted by a majority vote.  Accepted protocols will be recommended to the R&D Committee for approval, with or without qualification.  A proposal may be conditionally approved, in which case approval may subsequently be granted by the Chair of the SPC, contingent upon documentation of changes specifically addressing the issues in question and/or provision of missing documents.  Investigators will be provided all protocol review documents.

7. Relationship to Research Office
The SPC will act as an advisory board to the Grants Administration Core of the Research Office.

8. Charter Approval and Revision
a. Approval.  This Charter must be approved by a majority of the members of the R&D Committee to become active.

b. Revision.  Recommendations for revisions to this Charter may be forwarded to the R&D Committee following approval by a majority of the members of the SPC.  These revisions, as well as revisions initiated in the R&D Committee, must be approved by a majority of the members of the R&D Committee to become active.  
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