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SUBJECT:  Human Research Protection Program
1. PURPOSE:  To assure the safety and welfare of all subjects enrolled in research projects sponsored or supported by this institution. 

2. POLICY:  All activities related to human subject research, regardless of funding source, will be guided by the ethical principles of respect for persons, beneficence and justice as outlined in the Belmont Report.

SFVAMC’s human research program is governed by Federal Policy (the Common Rule) codified by the VA at 38 CFR 16.  Additionally, SFVAMC adheres to the DHHS regulations at 45 CFR 46, and the FDA regulations at 21 CFR 50, 56, 312, 361, and 812.

SFVAMC maintains a Federalwide Assurance (FWA), Number FWA00000280. The Medical Center Director serves as the Institutional Official for all matters regarding the protection of human research subjects. 

SFVAMC utilizes the resources of the Committees on Human Research (CHR) at the University of California San Francisco, under a Memorandum of Understanding (MOU), for Institutional Review Board (IRB) Services.  The UCSF CHRs maintain FWAs with the Office for Human Research Protection (OHRP).

The ethical conduct of research is a shared responsibility.  It requires cooperation, collaboration and trust among the institution, investigators and their staff, the subjects who enroll in the research, and the members and staff of the CHR.

3. PROCEDURES:
Education:  SFVAMC requires all CHR Committee, R&D Committee and Clinical Research Subcommittee members, and all investigators and research staff to commit to an ongoing program of research education.  It is expected that all individuals involved in human subject protection will make every effort to remain current on regulations and interpretation of policy. This will be accomplished through a combination of focused human subjects education, availability of newsletters and other publications, as well as participation in ongoing education programs and conferences. In addition, a mandatory training module is required of all personnel to help them understand the clinical research and human protection program.

Budget:  The annual budget for the HRPP is submitted as part of the overall research budget to the medical center management in the spring of each year. The Northern California Institute for Research & Education (NCIRE), the SFVAMC’s non-profit, augments the HRPP budget through salary support.  

Organization and Process:  The Clinical Research Program is administered by the Deputy Associate Chief of Staff for Clinical Research (D-ACOS/R for Clinical Research) who reports to the Associate Chief of Staff for Research (ACOS/R) and to the Medical Center’s Chief of Staff (COS) as directed.   

The Clinical Research Office consists of the Human Research Compliance Officer (HRCO), the Human Protection Advisor (HPA) and administrative support staff.  Staffing levels are considered in the annual review process.  The Clinical Research Office coordinates the HRPP and maintains copies of all research approved at the SFVAMC. 

The UCSF CHR and the Clinical Research Subcommittee of the R&D committee review studies before research can begin, and at least annually thereafter, providing feedback to the investigator as necessary.    Current approval of both the CHR and R&D Committees are required for all research to be conducted at the SFVAMC, or involving SFVAMC patients, staff or resources. Only when these approvals are in place will copies of the approval documents be released to the principal investigator or designee.  

4. RESPONSIBILITIES:

The Institutional Official is the SFVAMC Director and is ultimately responsible for overseeing the protection of human subjects within the facility.  The COS is responsible for clinical activities at the SFVAMC and works very closely with the Director, the Deputy ACOS/R for Clinical Research and the HRCO to ensure the protection of human research subjects. 

The Deputy ACOS/R for Clinical Research has overall responsibility for the clinical research program, and the application of the HRPP. This includes reviewing and evaluating compliance and continuous quality improvement (CQI), ensuring (as appropriate) education, implementation or corrective action.  The Deputy ACOS/R for Clinical Research assigns primary reviewers for research review and has the authority to place a hold on approved research as necessary.  The Deputy ACOS/R for Clinical Research serves as chair of the Clinical Research Subcommittee and as a voting member of the R&D Committee, and has signatory authority for the VA 10-1223.  

The R&D Committee (R&D) provides the oversight of the HRPP to assure regulatory compliance.  Generally this is exercised through review and approval of the CHR and Clinical Research Subcommittee recommendations, minutes and periodic reports on compliance and CQI activities.  The R&D Committee may, at its discretion, seek additional review or apply other contingencies to the final approval of a study.  

The Clinical Research Subcommittee of the R&D Committee provides support for and guidance to the Deputy ACOS/R for Clinical Research in the management of the HRPP.  In addition, the subcommittee provides the expertise to review clinical research for scientific merit and appropriateness to the VA setting.  This review is in addition to the CHR review.  The findings of the Clinical Research Sub-committee are relayed to the investigator in the form of recommended and required changes to be incorporated into the research plan.  The committee makes recommendations for approval to the R&D Committee.  Committee members are expected to demonstrate integrity and professional judgment at all times.  In particular, members must recuse themselves when there is a conflict of interest.

The CHR serves as the SFVAMC’s IRB reviewing all research proposals following its Guidelines and forwarding written decisions to the investigator through the Clinical Research Office.  

The HRCO serves as the AO for Clinical Research, with day-to-day responsibility for the program including the direction and oversight of Clinical Research Office; drafting policies; training, supervising, and evaluating Clinical Research staff; developing and implementing procedures for efficient document flow and record maintenance; serving as principal liaison with the CHR; directing CQI activities including evaluation, audit, and monitoring of human subject research; and assisting with regulatory visits.

The HPA has the primary record keeping, reporting, communication, and education responsibilities; receives all requests for and documentation of CHR action; documents and maintains the human subjects database; ensures the study files have copies of all the correct, approved documents; communicates with coordinators and investigators on status of review and distributes CHR and R&D/Clinical Research Subcommittee correspondence; prepares materials for committee review including agendas, reports, and minutes; notifies the HRCO of compliance concerns and assists the HRCO in resolving issues as directed. 

Principal Investigators (PIs) are responsible for the conduct of the research as approved.  The PI ensures that research is at all times conducted in compliance with all applicable policies and regulatory requirements.  The PI therefore ensures that:  research is designed to minimize risks to subjects while maximizing research benefits; all members of the research team complete and document human subjects training; prospective consent of subjects is obtained using good informed consent process; full CHR and R&D approval are in place before research is initiated or changes undertaken; research complies with the findings, determinations and requirements of the CHR and R&D at all times; ongoing reviews are timely and all adverse effects are promptly reported to the Clinical Research Office and the CHR.
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