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DEPARTMENT OF VETERANS AFFAIRS (VA)

SALT LAKE CITY HEALTH CARE SYSTEM

Salt Lake City, Utah

MEMORANDUM 151.05
 
RESEARCH REVIEW COMMITTEE

1. 
 PURPOSE:

To establish the Research Review Committee (RRC) to function as a subcommittee of the Research and Development Committee (RDC) and define policies and procedures for the RRC to review certain research projects conducted at the VA Salt Lake City Health Care System (VASLCHCS).

2.
POLICIES: 

a. The RRC is responsible for reviewing and monitoring the scientific, ethical, regulatory, and administrative appropriateness of VA research and development protocols, applications, and programs of VA researchers, including VA funded, non-VA funded, and unfunded research for studies that are not assigned to another sub-committee.  This includes projects which the Institutional Review Board (IRB) determines to be non-human subjects research, human studies which are determined to be exempt from IRB review, research related education projects, and other programs and projects that do not fall in the purview of another subcommittee.  The role of this subcommittee is expected to be dynamic and is subject to additional directions/assignments from the RDC.
b. The RRC will complete an initial and annual review of each protocol, project, and program assigned to it. 
c. The RRC will evaluate complaints, quality assurance, legal and conflict of interest activities for protocols, projects, and programs assigned to it.  It will also evaluate these issues for human studies if the RDC or Research Administration determines that the IRB is not adequately addressing VA specific requirements.   

3.
DEFINITIONS:

a. Ex-officio members are members of the RRC based on their position and may be voting or non-voting.

b. Quorum is more than fifty percent of the voting members. 

c. Project.  For simplicity and for the purposes of this policy only, any research protocol, project, program, or research related education project shall hereinafter be referred to as a “project”.
4. MEMBERSHIP:  

a. Members of the RRC will be appointed in writing by the Medical Center Director for up to a three year term. Members may be reappointed without a lapse in time if it is in the Committee’s best interest.

b. The Chair will be appointed in writing by the Medical Center Director for up to a three year term. The Chair may be reappointed without a lapse in time if it is in the Committee's best interest.
c. Voting Members.  RRC membership will include at least 5 voting members, including the following.  Individuals may fill more than one role. 
(1) Chair.
(2) Members chosen to represent a cross-section of the types of research conducted at VASLCHCS.
(3) Community member (optional).

(4) RDC Liaison.  At least one voting member must also be a member of the RDC and be selected by the RDC to serve as liaison between the two committees.  If the Chair serves on the RDC, the Chair will normally serve as the liaison.  

d. The RRC will include the following ex-officio members and consultants:

(1) ACOS for R&D (non-voting)

(2) Administrative Officer for R&D (non-voting)

(3) Deputy ACOS for R&D (non-voting)
(4) Human Subject Protection Program Coordinator (non-voting)

(5) Program Support Assistant / Recorder (non-voting) 
(6) Research Compliance Officer (consultant/non-voting)
(7) Other ad-hoc non-voting consultants may be asked to attend a meeting as needed to advise the RRC on a specific agenda item or subject.

e. A membership roster will be maintained in the Research Administration Office.

5. 
RESPONSIBILITES:

a. The RDC, through its subcommittees, is responsible to ensure that all research performed at the VASLCHCS has scientific and ethical value, has relevance to the VA Mission, that the impact of the research on the VASLCHCS is thoroughly evaluated, and that all of the relevant subcommittees and offices responsible for review of the research have done so. Without approval by the RDC, no research may be carried out at the VASLCHCS.
b. The RRC is responsible to the RDC for the initial review, annual review, and oversight of all research projects at VASLCHCS that are not assigned to another subcommittee. 
c. The RRC is responsible for scientific review of basic science projects when the Subcommittee on Research Safety is the only other subcommittee involved.
d. The RRC will review and advise the RDC on the R&D Portfolio, issues that arise from the IRB that require additional VA specific attention, conflict of interest issues, and additional directions/assignments as requested by the RDC.

e. The Principal Investigator is responsible to provide the RRC with the “Request to Review Research Proposal/Project” form, an abstract, a copy of the grant application, annual review form, progress report, and any other item(s) the RRC deems necessary for the committee to perform a proper review of the project.

f. Research Administration will provide administrative support to the RRC, including tracking of research projects and coordination between the various subcommittees to ensure that the RRC is aware of all projects that it is responsible for. 
6.
 PROCEDURES:

a. Meetings.  The RRC will normally meet on the second Thursday of the month.  Members will recuse themselves for the deliberation and action on any item for which they have a perceived or actual conflict of interest. A quorum must be maintained throughout the meeting for business to be conducted. Excused absences require the member to notify the RRC Chair or Recorder in advance. 

b. Minutes.  The RRC minutes will be reviewed for approval at the next properly convened meeting.  Approved minutes will be forwarded to the RDC for review and approval.  In the interim, a list of all projects approved by the RRC that require RDC approval will be submitted to the RDC for final approval.  The list of approved items will be signed by a voting member of the RRC. 

c. Initial Review.  The RRC will conduct an initial review of all assigned projects, including a review of the science portion of the grant application if applicable, the “Request to Review…” form and abstract if applicable, and other documents relevant to the project.  The RRC will develop a checklist-type form for members to use in reviewing projects to ensure all required Federal, VA, and local requirements are met.  One RRC member will be assigned to review each project in advance, present a narrative about the project to the committee, and complete the form.   
d. Annual Review.  The RRC will conduct an annual review of all assigned projects.  The RRC will develop an annual review form for the investigator to complete.  The form will include basic identifying information (PIs name, project title, date of initial approval, etc.), any changes in the nature of the project, a progress report, and any other items deemed appropriate by the RRC or RDC.   
e. Timing of Annual Project Reviews.  The initial RRC approval date will start a 365-day annual approval period.  Each subsequent continuing review (CR) must be accomplished prior to the anniversary of the initial approval date.  
f. Amendments.  Amendments for projects that the IRB determined to be non-human studies need to be submitted to the IRB so the IRB can determine if the change affects the non-human determination.  Once this has been done, and for all other projects assigned to the RRC, amendments will be submitted to the RRC for review and approval on a form developed by the RRC for this purpose.  Minor changes may also be described on the annual review form rather than submitting an amendment form.  Amendments will be placed on the agenda for review/approval at the next RRC meeting. Generally reviewers do not need to be assigned in advance for amendments, but this may be done for complicated amendments. 
g. Final Reports. Final reports may be submitted as the progress report for an annual review, or anytime when a project is ready to be closed.  The annual review form will be used for the final report regardless of the timing.
h. Reporting of Problems.  The RRC will report violations of directives or serious non-compliance issues discovered in its review and oversight of projects to the ACOS for R&D and the RDC within 30 days of identifying the problem.  The RRC does not have the authority to suspend research, but it may make a recommendation for suspension or other actions deemed appropriate to the ACOS for R&D and/or the RDC.  
i. Annual Review of Effectiveness.  The RRC will do a self-assessment of the RRC and its effectiveness in fulfilling the duties in this policy and other applicable standards.  A report documenting these annual reviews will be submitted to the RDC for its consideration. 


7. REFERENCES:    

a. VHA Directive 1200, Veterans Health Administration Research and Development 

b. VHA Handbook 1200.01, The Research and Development (R&D) Committee  

c. Center Policy Memorandum 151.01, Research and Development Committee
d. Center Policy Memorandum 151.02, Institutional Review Board
8. 
RESCISSION:  Center Policy Memorandum 151.05, “Research Review Committee,” dated March 20, 2012.

9. 
RECERTIFICATION DATE: This Policy is scheduled for recertification on or before the last work day of
10. 
FOLLOW-UP RESPONSIBILITY:  ACOS, Research and Development (151).

SHELLA STOVALL, MNA, RN, NE-BC
Acting Director
