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DEPARTMENT OF VETERANS AFFAIRS (VA)

SALT LAKE CITY HEALTH CARE SYSTEM

Salt Lake City, Utah

MEMORANDUM 151.02
June 21, 2016
SUBCOMMITTEE OF THE R&D COMMITTEE

INSTITUTIONAL REVIEW BOARD

1.  
PURPOSE:


This memorandum outlines the functions of the Subcommittees of the R&D Committee (University of Utah Institutional Review Board - IRB) and the Veterans Affairs Central Institutional Review Board (VA Central IRB).

2.
POLICIES:

a.
All research projects which propose to involve humans at the VA Salt Lake City Health Care System (VASLCHCS) or at the University of Utah will be evaluated by one of the seven University of Utah IRB committees.  The research proposal will be submitted with knowledge of the office of the Associate Chief of Staff for Research and Development for processing and submission to the IRB (see Standing Memorandum of Understanding). VA Centrally Approved research (i.e. CO-OP Studies and HSRD Centers) may also be reviewed and approved by the VA Central IRB.
b.
The IRBs shall:


(1)
Establish policies and procedures pertaining to the rights and welfare of participants participating in research involving the use of investigational drugs, devices and/or procedures.  See VHA Handbook 1200.01, The Research and Development (R&D) Committee Handbook; VHA Handbook 1200.05, Requirements for the Protection of Human Subjects in Research; Department of Veterans Affairs (VA) – 38 CFR 17; Department of Health and Human Services (DHHS) – 45 CFR 46; Food and Drug Administration (FDA) – 21 CFR 50, 56; and University of Utah Institutional Review Board (IRB) Policy and Procedures.


(2)
Approve or disapprove research studies involving investigational drugs, devices and/or procedures upon specific application of an investigator.


(3)
Establish consent process for participants including surrogate consent.  See VHA Handbook 1200.05, Requirements for the Protection of Human Subjects in Research, regarding consent processes for participants and University of Utah Institutional Review Board (Health Sciences) Policies and Procedures.


(4)
Provide training, monitoring, risk management/compliance, resource evaluation, conflict of interest, complaint process, and record documentation pertaining to protection of rights and welfare of participants participating in research.

c.
Investigational drugs and devices are those supplied by the manufacturer to selected investigators for clinical evaluation but which have not been released by the Food and Drug Administration for general use.  Investigational procedures are those procedures that are performed solely as part of an approved research study and not for the participant’s benefit.

d.
Risk management, compliance and records (copies) of the actions of the Committees (IRB) for VA investigators shall be kept in the Human Research Protection Program office. 

3.
DEFINITIONS:  


This policy establishes policies and procedures that are permanent in nature and have VASLCHCS-wide impact on all individuals/investigators conducting research projects involving the VASLCHCS. 

4. 
COMMITTEE MEMBERSHIP:


a. 
University of Utah IRB


1.
Members representing the University of Utah shall be appointed by the University.  

2. 
Representative(s) of the VASLCHCS shall be appointed by the Director for a term of up to three years.  VA representative(s) may be reappointed without a lapse in time if it is in the Committee’s best interest.


3. 
A VA representative(s) roster will be maintained in the Research Administration Office.

b. 
VA Central IRB membership is established by Veterans Health Administration Central Office.


5.
RESPONSIBILITIES:


It is the responsibility of the R&D Committee through its subcommittees, including the IRBs, to ensure that all research performed at the VASLCHCS has scientific and ethical value, that the rights of human subjects are properly protected, that resources are properly evaluated, that safety concerns are addressed, and that all of the organizations responsible for review of research have done so. The IRBs are responsible to review for sound research design, assure minimum risk to participants, assess importance of knowledge gained, and determine that the research question is answered. Without approval by the applicable subcommittees and approval by the R&D Committee, no research may be carried out at the VASLCHCS.  
6. PROCEDURES:

a. 
The University of Utah IRB shall meet on average five times a month. At least one VA representative will be present for all meetings. Minutes will be maintained and unredacted copies will be forwarded for review to the R&D Committee.
b.  
The VA Central IRB meets monthly. Its role and responsibilities exist in the Memorandum of Understanding between the Veterans Heath Administration (VHA) Central Office and the George E. Wahlen Department of Veterans Affairs Medical Center, VA Salt Lake City Health Care System.
7.
REFERENCES:  

Federal wide Assurance Protection for Human Subjects, No. FWA00001900.
Statutory Provisions for Protection of VA Patients’ Rights – 38 U.S.C. (United States Code) Sections 7331-7334  

Regulations for Protection of VA Patients’ Rights:  38 CFR Sections 17.34 and 17.34a

Center Policy Memorandum 151.01, Research and Development Committee 38 CFR 16, “Federal Policy for the Protection of Human Subjects”  

Protecting Human Research Subjects.  Institutional Review Board Guidebook, NIH, 1993

Federal Register, Vol. 56, No. 117, June 18, 1991

Code of Federal Regulations – DHHS (Development of Health and Human Services) regulations pertaining to rights and welfare of patients participating in research supported by DHHS.  

Title 45, Part 46, Federal Register, Vol 56, No. 117, June 18, 1991 – “Federal Policy for the Protection of Human Subjects, Notices and Rules” 

FDA (Food and Drug Administration) regulations pertaining to rights and welfare of parties participating in research involving investigational drugs and devices:  21 CFR, Parts 50 and 56  University of Utah Policies and Procedures  

University of Utah Institutional Review Board (Health Science) Policies and Procedures   

Memorandum of Understanding between VASLCHCS and University of Utah 
Memorandum of Understanding between the Veterans Health Administration Central Office and George E. Wahlen Department of Veterans affairs Medical Center VA Salt Lake City Health Care System

VHA Directive 1200, Veterans Health Administration Research and Development Program
VHA Handbook 1200.01, Research and Development Committee 

VHA Handbook 1200.05, Requirements for the Protection of Human Subjects Research
9. 
RESCISSION:  Center Policy Memorandum 151.02, “Research Subcommittee on Human Studies,” dated March 20, 2012.

10. 
RECERTIFICATION DATE: This Policy is scheduled for recertification on or before the last work day of June 2019
11. 
FOLLOW-UP RESPONSIBILITY:  ACOS/Research and Development (151).

/s//
SHELLA STOVAL, MNA, RN, NE-BC
Acting Director
