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DEPARTMENT OF VETERANS AFFAIRS        VAMHCS POLICY MEMORANDUM 512-151/RD-104 
MARYLAND HEALTH CARE SYSTEM             VAMHCS RESEARCH SERVICE SOP HRP 01.01 
(VAMHCS)                    November 2007  
         
 

THE HUMAN RESEARCH PROTECTION PROGRAM (HRPP) 
 

1. PURPOSE: To define the functions, responsibilities, reporting structures and 
membership of the Human Research Protection Oversight and Compliance 
(HRPOC) Committee. 

 
2. POLICY: The VA Maryland Health Care System Research Service shall work 

within a systematic HRPP program designed to ensure the rights, safety, and well 
being of veteran patients and others in relation to their participation in VA 
research activities. The program shall consist of a comprehensive system of rules, 
documents, processes, and people to protect participating human subjects. 

 
3. RESPONSIBILITIES: A variety of individuals and committees shall constitute 

the HRPP program and are responsible for the following, including, but not 
limited to: 

• Medical Center Director – Institutional Official responsible for the Federal 
wide assurance and the Human Research Protection Program. 

• Executive Chief of Staff – Supervision of Research & Development 
functions 

• Associate Chief of Staff (ACOS) for Research & Development -  
Management of the Research & Development Program 

• Administrative Officer (AO) for Research & Development - Manages VA 
Research and Development program in absence of ACOS and is Director 
of the Baltimore Research and Education Foundation 

• Research Compliance Officer:  Development, implementation and 
ongoing quality improvement of human subjects protections programs and 
policies. 

• VAMHCS Research & Development Committee – Review and 
determination made (i.e. approval) of all research activities within the 
VAMHCS 

• Human Research Protection Oversight and Compliance Subcommittee –  
Comprehensive review of VAMHCS policies and procedures already in 
existence and development of new policies and guidelines for the 
protection of human subjects 

• University of Maryland Human Research Protection Office – ethical 
review of research and protection of human subjects 

• Investigators/Researchers – Ultimately responsible or their research 
protocols and protection of human subjects enrolled. 
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• Research staff – implementation of protocols as improved by Institutional 
Review Board and protection of human subjects 

• Performance Improvement staff – assist research in conforming to 
institutional policies as required (i.e. JCAHO) and assistance with quality 
assurance activities 

• Pharmacy Staff – adherence to policies and procedures for administration 
of investigational drugs. 

 
 

4. ACTIONS: 
 
A .Under the HRPP system, human subject research activities at the VA shall be 
guided by the ethical principles as outlined in the Nuremberg Code, the Belmont 
Report, and the Declaration of Helsinki and as described in the Common Rule, to 
which the Department of Veterans Affairs is a signatory. These include but are not 
limited to: 

 
1.Respect for persons – individuals should be treated as autonomous agents and that 
persons with diminished autonomy are entitled to protection; research subjects enter 
into the research voluntarily and with adequate information. 

 
2.Beneficence – persons are treated in an ethical manner not only by respecting their 
decisions and protecting them from harm but through maximizing benefits and 
minimizing possible harms. 

 
3.Justice – who ought to receive the benefits of research and who should bear its 
burdens. 

 
 

B .The objective of the Human Research Protection Program shall be to assist the  
institution in meeting ethical principles and regulatory requirements for the protection 
of human subjects in research. 

 
 
5. REFERENCES:  Association for the Accreditation of Human Research  

Protection Programs, 6/1/07 
  VHA Handbook 1200.5 

 
      6. .  RESPONSIBLE OFFICE:  The Associate Chief of Staff for Research and 
Development (151/RD) will be responsible for the contents of this memorandum.        
 

7. RECISSION:  None 
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8. RECERTIFICATION: This document is scheduled for recertification on/or  
before 11/10. 

 
 
 
DENNIS H. SMITH 
Director, VA Maryland Health Care System 


