DEPARTMENT OF VETERANS AFFAIRS

          POLICY MEMORANDUM 151-03-03
South Texas Veterans Health Care System
San Antonio, Texas 78229-4404





                          June 30, 2003
HUMAN RESEARCH PROTECTION PLAN

1.  PURPOSE:  To identify the South Texas Veterans Health Care System (STVHCS) program for the protection of human subjects in research.
2.  POLICY:  The STVHCS, as a Department of Veterans Affairs health care system, will maintain a human research protection program to adhere to all directives related to the protection of human subjects in research as required by the Department of Veterans Affairs and all other responsible Federal agencies.  The HRPP is a comprehensive program to ensure the rights, safety and well being of human research subjects in relation to their participation in research activities.  The Belmont Report outlines the principles upon which the HRPP is based:  Respect for others, beneficence, and justice.
3.  ACTION:
a.  Scope:
(1) In order to fulfill its human research protection obligations, the STVHCS distributes responsibilities to various entities and individuals, creating an integrated system for protecting human research subjects.  This HRPP is not a single entity but consists of several interdependent components, each with its own set of responsibilities for human research protection.  The ethical conduct of research is a shared responsibility, requiring cooperation, collaboration, and trust.  The HRPP includes institutional officials, the Research and Development Committee, the IRBs, R&D staff, quality/compliance staff, pharmacy, investigators and staffs, and other elements and individuals.  
(2) This program is a flexible and dynamic program, continually being changed and refined to meet the goals of providing human research protection.  The program will consist of many aspects and documented in various formats. 
b.  Organizational Structure:
(1)  The Director is the official responsible for the implementation and performance of the Human Research Protection Program.  He is the Assurance signatory official and is ultimately responsible for overseeing the protection of human subjects within the facility.
(2)  The responsibility to administer the R&D program is delegated to the Associate Chief of Staff for Research and Development through the Chief of Staff.  The Associate Chief of Staff for Research and Development (ACOS/R&D) has overall responsibility for the entire research program at the STVHCS including implementation of the HRPP.  The ACOS/R&D is also responsible for reviewing and evaluating reports of compliance, quality assurance and quality improvement activities, following up to see that corrective actions are taken and assuring that HRPP implements any changes in VA or other federal regulations.  As such, the ACOS/R&D is a member of the R&D Committee reporting on the status of all aspects of research.  
(3)  The R&D Committee is responsible to the facility Director for maintaining high standards throughout the Research and Development program, including human research subject rights.  It provides the overall oversight to assure regulatory compliance.  It shall maintain a Subcommittee for Human Studies (Institutional Review Board).  The STVHCS, as authorized by VA M-3, uses the University of Texas Health Science Center at San Antonio’s Institutional Review Board as its Subcommittee on Human Studies.  The R&D Committee reviews all IRB actions, minutes,  policies, and reports.  A Memorandum of Understanding between the university and the STVHCS outlining responsibilities is currently in effect.  The Institutional Review Board must fulfill relevant legal and regulatory requirements.
c.  Assurance.  
(1)  The STVHCS has given written assurance in a Federal-Wide Assurance (FWA) with the Office of Human Research Protections (OHRP) that it will comply with the Department of Health and Human Services regulations for the protection of human research subjects, 45 CFR Part 46, as amended, to include provisions of the Federal Policy for the Protection of Human Subjects.  This Assurance states that the institution is guided by the ethical principles regarding all research involving human subjects, as set fort h in the report of the National Commission for the Protection  of Human Subjects of Biomedical and Behavioral Research entitled Ethical Principles and Guidelines for the Protection of Human Subjects of Research (The “Belmont Report”).  The Assurance sets out the responsibilities for protecting human subjects.
(2)  As a VA facility, the STVHCS follows the Federal Policy for the Protection of Human Subject (56 FR 28001-32).  The policy provides uniformity among Federal departments ensuring protection of the rights and welfare of human subjects.  This policy is incorporated in 38 CFR Part 16.  VA M-3, Chapter 9, implements 38 CFR Part 16 which applies to all research involving human subjects conducted completely or partially in VA facilities.
d.  Local Guidelines.  Various local policies and procedures will outline the diverse activities of the HRPP.  These will include but are not limited to policy memorandums and standard operating procedures.
e.  Accreditation. In accordance with VACO Office of Research and Development requirements, the STVHCS will pursue NCQA accreditation, a program of independent external review of human research protection programs.
f.  Principal Investigators (PI’s) are responsible for:  Implementing their research in accordance with all agreements with the IRB.  This includes protocol design which must minimize risks to subject while maximizing research benefits; ensuring that all members of the research team always comply with the findings, determinations, and requirements of the IRB; ensuring adequacy of both the informed consent document and the informed consent process.  Ensuring that all human subject research has received review and approval by the IRB and R&D Committee; continuing reviews are timely and research is conducted at all times in compliance with all applicable regulatory requirements. Providing evidence of completing required human subject education.
4.  REFERENCES:  Department of Veterans Affairs Manual M-3, Part I, Chapter 9; Title 38, Part 16, Code of Federal Regulations (Federal Policy for the Protection of Human Subjects); Federal Policy for the Protection of Human Subjects (56 FR 28001-32; Title 45, Part 46, Code of Federal Regulations, Protection of Human Subjects.  Federal-wide Assurance of Compliance with DHHS Regulations for Protection of Human Research Subjects, #FWA00001220, dated September 14, 2001.
5.  RESPONSIBILITY:  Associate Chief of Staff for Research and Development (151).
6.  RESCISISON:  STVHCS Policy Memorandum 151-02-03, dated February 15, 2002 .
7.  RECERTIFICATION:  March 2006.
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