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1. FWA: The VA NJ Health Care System maintains a Federal Wide Assurance (FWA) and has registered its IRB with the Department of Health and Human Services (DHHS) Office of Human Research Protection (OHRP) through the VA Office of Research Oversight (ORO).  

1.1. The signatory official for the FWA is the Director of the VA NJ Health Care System.  The FWA documents the VA NJ Health Care System’s commitment to human subjects protection regarding: ethical principles, review of research, informed consent, training, local procedures, resources and staffing.  Assurance is also given that human research for which the IRB provides review and oversight will comply with Federal Policy (the “Common Rule” Title 45 Code of Federal Regulations (CFR) Part 46 and Title 38 CFR 16).

1.2. In keeping with the FWA, the VA NJ Health Care System has done and pledges to do the following:

1.2.1. Develop and maintain policies and procedures for the human subjects protection program.

1.2.2. Designate the VA NJ Health Care System Institutional Review Board (IRB) to review all research covered by the Assurance. 

1.2.3. Provide sufficient resources, space and staff to support the IRB's review and record keeping duties.

1.2.4. Provide training and education for the IRB and Investigators.

2. Director: The Director ensures that the VA NJ Health Care System has a comprehensive and systematic approach to protecting human research subjects (the HRPP).  (AAHRPP I.1.A)
2.1. The Director of the VA NJ Health Care System is the FWA Signatory (Institutional) Official and is ultimately responsible for ensuring compliance with all Federal and VA regulations governing research and is accountable for the protection of human research subjects.  (AAHRPP I.1.C)  As the Institutional Official, the Director is the point of contact for correspondence addressing human subjects research with OHRP, FDA, and VA Central Office. [VHA Handbook 1200.5 3.i]  The Director fulfills all educational requirements mandated by VA Office of Research and Development and OHRP. (AAHRPP I.1.C)

2.2. The Director ensures effective coordination by and among the various individuals, offices and committees that comprise the Human Research Protection Program.  The Director ensures that procedures to ensure the safety of participants in research (such as the Patient Safety Program) are developed and monitored.  The Director delegates prospective and on-going review of research to the IRB and other elements of the HRPP to insure that protocols are adequate to insure safety.  The Director meets regularly with the Chief of Staff (COS) and Associate Chief of Staff, Research and Development (ACOS/R&D) concerning all aspects of Research.  The Director reviews problems and issues related to human research protection brought to his attention by the COS, ACOS/R&D and others.  

2.3. The Director, in consultation with the ACOS/R&D, is responsible for allocating sufficient resources to support the HRPP, including the IRB’s review and record keeping responsibilities.

2.4. The Director appoints the chairs and members of the R&D and all of its subcommittees.  In addition, the Director reviews all R&D Committee minutes.  The Director delegates the authority to administer the R&D program to the ACOS/R&D.

2.5. The Director delegates responsibility to the Associate Chief of Staff for Research and Development and the Research and Development Committee for:

2.5.1. Oversight of both the IRB and all VA investigators, (AAHRPP I.1.C)

2.5.2. Assurance that IRB members and investigators are appropriately knowledgeable to conduct research in accordance with ethical standards and all applicable regulations (AAHRPP I.1.C)

2.5.3. Development and implementation of an educational plan for IRB members, staff and investigators (AAHRPP I.1.C)
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