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I am pleased to appear before you to discuss the Army's current policy and 
procedures for protection of human subjects of m h .  One of my c m n t  duties is as 
Acting Chairperson of the A m y  Surgeon General's Human Research Review Board, or 
HSRRB. The HSRRB is an Institutional Review Board, or IRB, with responsibilities for 
fmt level human participation review of protocols for those Army organizations which do 
not have a local IRB, and a second level review board for all Army research protocols 
involving more than minimum risk to the volunteer subjects, other than routine clinical 
investigations conducted in Anny hospitals. My background is that of a neuroscientist, 
with a Ph.D. in Biology Psychology from Duke University. I have also served in a variety 
of adminismtive and staff positions in research and development during my career. It was 
during my most recent previous assignment as Deputy Commander of the U.S. Army 
Research Institute of Environmental Medicine at Natick, Massachuseets that first became 
personally immersed in the social, ethical, and legal issues surrounding participation of 
humans volunteers as subjects of research. As a member of the Quality Assurance 
Committee and Chairman of the Scientific Review Committee, f worked closely with the 
Chairman and Members of the Natick Human Use Review Committee to assure that 
experimental procedures were both scientifically and ethically sound, as well as in the 
development of local policy and resolution of specific issues involving participation by 
human subjects in research. 

The HSRRB of the US. Army operates under the authority of Army Regulation 
70-25, which was first issued in 1962 and has been revised four times, the most recent in 
1990. The sixteen member Board, like any typical IRB, is composed of a mixture of health 
care providers, scientists, religious leaders, legal scholars, community representatives, and 
ethicists. As Acting Chair, it is my responsibility to assure that every protocol reviewed by 
the Board is thoroughly discussed and evaluated to detemine if the risks inherent in the 
proposed procedures are adequately balanced by the potential benefits of the research, and 
that the description of risks, benefits, and other conditions of the study will be clearly 
understood by potential volunteers based on the wording of the informed consent form. 
The focus of the Board is on the risks and benefits from the perspective of the human 
volunteer, and not the scientific details or merit of the individual study. Although local 
scientific review panels are responsible for determining the adequacy of the scientifk 
design. the Board does consider these factors to the extent they impact the risks and 
benefits accruing to the volunteer subjects. 

The Army Medical Department's concern with participation by human volunteers in 
research predates the 1947 Nuremberg Code, Maj. (Dr.) Walter Reed having obtained 
written informed consent from research volunteers in his pioneering studies on Yellow 
Fever. However, there appears to have been no written DoD policy until 1953 and no 
Army Regulation governing human subjects of research until 1962. It should be noted that 
the accepted concept for informed consent prior to the 1970s did not mean fully informed 
as we understand it today. The basic elements of informed consent for these early studies 
were often limited to signed statements that there were risks involved and that the decision 
to volunteer was not coerced or made under duress. Although existing policy did provide 
for review of research proposals involving human subjects by the Surgeon General and the 
Army, the national security concern and attendant requirements for secrecy of the Cold 
War period appear to have compromised this provision. as well as the guidelines for 
informed consent. In the mid-l970s, the US. A m y  appeared before Congress to discuss 
the LSD studies conducted by the US. Army Chemical Corps which were performed 
without approval of the Surgeon General of the US. Army. These revelations led to the 
transfer of the biomedical research division of the Chemical Systems Laboratory at 
Edgewood Arsenal to the US. A m y  Medical Research and Development Command and 
oversight of all research involving human subjects by the HSRRB. 
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Full responsibility for policy development, review and appmval of human research 
proposals, was not passed to the Surgeon General of the A m y  until the 1974 mrision of 
-70-25. This revision was prompted in part by changes in the federal Health, Education, 
and Welfare xegulations. The HSRRE was established in 1975. Since this time a number of 
national commissions, federal laws, and regulations have sewed to further shape Army 
policy on the participation by the human research subjects in research. Among these are the 
1978 report (the Belmont Report) of the National Commission for the Protection of Human 
Subjects of Biomedical and Behavioral Research, the 1981 Resident's Commission on 
Ethical Problems in Medical and Behavioral Research, and a progncssion of law and Wth 
and Human Services regulations such as 10 USC 980,45 CFR 46, and 32 CFR 219. 

The Army and DoD are corporately comxuitted, as each of the members of the 
HSRRB are individually, to providing research volunteers in military sponsored research, 
whether they are civilians or military service members. In fact, our system of multi-level, 
local, and HSFUU3, =view for m h  proposals involving greater than minimal risk to 
the research subject provides a additional measure of safeguards for those volunteer 
subjects who participate in m a r c h  outside the confines of a medical wmrnent facility. 


