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I. Introduction 

1 

I would like to begin my testimony by thanking you Mr. Chairman 
and the other members of this committee for the opportunity to offer 
testimony on a subject that is of great concem to those currently 
serving in our military, to veterans and to the American people. The 
issues of what our has nation done and what ought be done in the 
future to protect the interests and welfare of military personnel who 
serve as test subjects in war-related research is vexing, complex, 
controversial and of the highest ethical importance. 

I have been working in the field of medical ethics for more than 
fifteen years. I have held faculty appointments at Columbia 
University, the Hastings Center, the University of Pittsburgh, and the 
University of Minnesota. This month, I am assuming a new position 
as the Trustee Professor of Bioethics and the Director of the Center 
for Bioethics at the University of Pennsylvania. In the course of my 
academic career I have taught and written extensively on the ethics 
of human research. I have had the privilege of working with 
numerous Federal and state agencies and committees charged by law 
with protecting the interests of human subjects. 

In my work in the area of the ethics of human experimentation, I 
have come to understand what I think is a crucial point which ought 
to guide this committee's inquiries into activities involving new, 
innovative or experimental drugs, vaccines or protective measures in 
situations where military personnel are the subjects of intervention 
such as the Gulf War and in earlier conflicts. Ethical problems in 
research involving human beings often arise, not from the desire to 
cross over a moral boundary, or to cut ethical corners but, from a 
desire to pursue a goal that is thought by those doing the research to 
be an indisputable good. 

Even the most horrendous forms of human experimentation were 
justified by those who did the research on moral grounds. The 
outrageous experimentation conducted in the horrors that were the 
concentration camps of Hitler's Germany as well as the research 
undertaken in this country on the clinical course of syphilis during 
the forty year run of the ethical travesty that was the Tuskegee 
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Study are all examples of immoral research carried out by persons 
convinced of the propriety of their actions. 

Even outright fraud in research can occur from moral motives. While 
hardly credible, the explanation given by the physician/researcher in 
Montreal who is alleged to have falsified his research data in a 
crucial National Cancer Institute study aimed at determining the best 
way to treat breast cancer was his desire to help women gain access 
to the latest treatment. 

It should not come as a surprise that those undertaking even the 
most heinous of research inquiries or who knowingly commit fraud 
usually have persuaded themselves that their actions are right. Most 
people want to do what is right. In research involving human 
subjects there are often many valuable and important goals that can 
come into conflict. It is difficult to protect the interests of human 
subjects not because researchers set out to hurt or harm them but 
because they so often set out to zealously pursue knowledge and to 
find beneficial treatments. This is a pursuit which may make it 
difficult to see when the interests of subjects are being compromised 
in the pursuit of ethically laudable ends. 

The problem of mediating among valuable goals and worthwhile 
purposes is very much in evidence in the area of research related to 
the prevention or treatment of war-related injuries and diseases 
using military personnel as subjects. Those involved in undertaking 
research or unapproved uses of vaccines or drugs with American 
military personnel do so in the earnest desire to provide them with 
protection against hostile action by an adversary with few if any 
moral scruples as to what weapons they are willing to employ. Those 
who seek to understand the risks of biological or chemical weapons 
and how best to treat those subjected to them want to insure our 
troops can perform the missions given to them. These are morally 
worthy goals. The moral challenge facing those conducting this 
hearing and those who are responsible for protecting the interests of 
human subjects who are also military personnel when asked to 
participate in new, innovative or unproven medical interventions is 
whether the pursuit of these goals has or might in the future come at 
a cost that is dubious or patently too high. 

11. Conflicts Among Morally Desirable Goals 
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Those who serve our nation in the armed forces understand that 
they may be called upon to sacrifice their lives in the course of that 
service. Those who serve and those who command them understand 
that they have military objectives to accomplish which can and do 
require the sacrifice of lives. Military leaders know that they could 
become involved in conflicts in which adversaries may use not only 
conventional weapons but, various treaties and international 
covenants notwithstanding, biological or chemical means of attack. 
Those in the military and those in government have a duty to our 
troops to provide them with the best possible forms of defense and 
prophylaxis against such weapons. We have a duty to provide the 
best available treatments against any and all manner of weapons 
that there is reasonable reason to suppose may appear in combat. 

The clash of important values and goals--the importance of achieving 
the mission set for the military for our nation's well being and the 
need to protect our troops in order to allow them to accomplish their 
mission with minimal loss of life and morbidity must be weighed 
against the need to respect the rights of our fellow citizens who serve 
in the military. Every American must take responsibility for those 
who have been injured or made ill as a result of that service. And 
our government must be vigilant in its efforts in insure that the a 
proper and accountable balance is achieved among these various 
moral goods. 

111. Research in the Context of War: Hot and Cold 

The most difficult context for conducting research upon military 
personnel is when the nation is threatened with the prospect of war 
or is actually engaged in an armed conflict. The pressure to do 
something to prevent harm from weapons whqse possible effects are 
poorly understood can be enormous. During the past year we have 
begun to learn how the desire to learn more about the impact of 
radiation upon the human body in the context of the cold war led 
researchers to conduct experiments on unconsenting or 
uncomprehending subjects, both in the military and among civilians. 
The fear of nuclear weapons led to the exposure of thousands of 
unconsenting military personnel to radiation during atomic bomb 
testing in the Pacific just after the end of the Second World War. The 
fear of biological weapons and agents such as nerve gas apparently 
led to ethically suspect experimentation on military personnel 
involved in conflicts as far  apart in time as World War I1 and the 
Gulf War. Fear of mind control and the use of psychoactive agents 
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led to the conduct of dubious experiments involving the use of LSD 
and other agents on uninformed subjects during the 1960s. 

Some would argue that the entire category of ethically suspect 
research makes no sense in the context of war, hot or cold. When the 
threat to the nation's security is immediate, real and serious then the 
prevailing rules of human experimentation requiring the informed 
consent of subjects and prior review by research review committees 
must, of necessity, go out the window. The niceties of ethics 
regarding how to conduct human experimentation are for times of 
peace, not for the exigencies imposed by the threat or reality of war. 
But this argument is wrong. 

The prevailing standards for human experimentation were set down 
as a direct response to experiments conducting under conditions of 
war. The Nuremberg trials at the end of the Second World War 
promulgated a code of research ethics that has been absorbed into 
both professional ethics and law by many bodies and governments in 
the years since that war. The Nuremberg Code makes no exception 
for research conducted in the context of war. The enormously 
important goal of protecting the nation's security is not held to be a 
value that is so overriding as to obliterate the individual subjects 
rights. The Code states clearly and unambiguously that everyone 
involved in research is to be so informed and that they are to have 
the right to give or withhold their consent to that research. 

The need for informed consent and peer review of proposed research 
as essential prerequisites to jus- experimentation is not modulated 
by the existence of a state of war. Moral standards have not shifted 
concerning the requirement for informed consent at any time during 
the past fifty years. Our own current law governing the use of 
human subjects where funding for research comes from the 
Department of Defense is not ambiguous: 

"Funds ... may not be used for research ... unless the 
informed consent of the subject is obtained in advance ..." 
(P.L. 98-525, 1401 (c), October 19, 1984, 98 Stat. 2615.) 

What can be debated and what is more appropriate to debate is 
whether every untested and unproven medical intervention 
undertaken in the context of impending conflict or war constitutes 
research. What can and should be debated is the degree to which 
circumstances and conditions conspire to make the application of 
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standing moral principles governing research practical or impractical 
at times when war is imminent or has actually been declared. What 
can and should be debated is what steps should be taken when 
circumstances make it impossible to conform to standing moral 
tenets governing research and what responsibilities are owed to 
those individuals who are not afforded the same protections and 
options that would routinely be given to civilians. 

IV. What Is Research? 

One topic of much dispute when the subject of research arises with 
respect to military personnel is what counts as research. The 
standing definition of research in American law looks to intent to 
define research. If a goal of undertaking an intervention with a 
human being is to generate new knowledge then that activity counts 
as research. 

Some forms of intervention carried out by our military or security 
agencies indisputably fall into the category of research. When 
persons are subjected to high doses of radiation, when they are given 
LSD or other agents, when persons are asked to subject themselves to 
exposure to toxic agents in order to understand the impact of these 
agents on the human body the intent of such actions is clearly 
research. 

But, the label of research does not always clearly apply to actions 
taken in war. For example, during the War in the Gulf a number of 
actions were considered and taken to try and protect military 
personnel against the perceived risk of biological or chemical 
weapons attack. 

Pyndostigmine bromide tables were given to more than two thirds of 
the troops in the field, about four hundred thousand soldiers. These 
tablets were given in the hope that they might provide protection 
against the use of nerve-gas. The tablets have never been approved 
for use for th is  purpose. 

Consideration was also given during Operation Desert Shield to the 
mass administration of Botulinum Pentavalent Toxoid via 
vaccination. This vaccine, while used by more than 3,000 persons 
during the 1970s who worked in laboratories where exposure to 
botulism bacteria was possible, had also not been approved for 
licensure. No systematic data on safety and efficacy for this vaccine 
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has ever been collected. Still, when the request was made for 
approval to waive informed consent for the use of this vaccine to the 
Food and Drug Administration and the Department of Defense 
'informed consent waiver group' it was granted. Ultimately, it 
appears that as many as 8,000 troops were given one or two shots of 
Botulinum Pentavalent Toxoid. 

It may well be argued that the use of these agents to protect those 
involved in military operations against attack from chemical or 
biological weapons is not research. Indeed, that seems to have been 
the thinking of many of those involved in the decision to grant a 
waiver from standing informed consent requirements for the use of 
Botulinum Pentavalent Toxoid and anti-nerve gas tablets. There had 
been previous use of these agents in human beings. There were 
some reports in the medical literature about these agents. And, most 
importantly, the reason and intent behind administering these agents 
was to protect troops in order to minimize casualties and permit the 
performance of the military mission assigned to these forces by the 
President. 

But, these arguments against the appropriateness of applying the 
label 'research' to the use of these agents during Desert Shield are 
not persuasive. The use of unapproved, unlicensed agents clearly 
was understood by FDA and DOD to be research in as much as both 
agencies recognized the need to seek waivers from prevailing 
informed consent requirements. And regulatory and military 
officials understood that the very reasons why practical 
circumstances made it Micul t  to obtain consent for the use of 
untested, unproven agents in large populations deployed in t q m g  
environments under battlefield conditions meant that the use of 
these agents had to be seen as experimental. 

It can be argued that those who sought to use agents that might 
confer a prophylactic benefit on American military p e r s o ~ e l  did so 
by weighing carefully the cost, risk and potential benefits to be 
obtained. But, the fact that a careful weighing of risk and benefit 
comes out in favor of using untested, unproven and unlicensed 
agents in the hope of securing a benefit does not transform an 
experimental intervention into a therapy. Nor does the fact that 
those who use unproven, untested or unlicensed agents do so with 
the intent to benefit, treat or prevent harm transform what is 
experimental, innovative or research into therapy. If that were so 
then those who do research would merely have to change their 
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intentions and they could succeed in making the most innovative and 
experimental medical interventions into therapies merely by a 
change of mind. 

The regulatory definition of research, intent to create generalizable 
knowledge, is sound as far as it goes. But, it does not go far enough. 
For what is needed is a term that can capture activities that are 
manifestly experimental but are not conducted with the intent of 
generating new knowledge. 

This is obviously what took place in the Gulf with anti-bot toxoid and 
Pyridostigmine. These agents were used in large populations for 
purposes other than those for which they were originally designed in 
circumstances under which they had never before been tried. 
Moreover, in the case of both agents it was not clear exactly what 
chemical or biological agents might have put into the field by our 
adversary. This meant that the agents used may have had no 
efficacy or might actually have had an adverse effect in the case of 
the utilization of certain nerve gas agents. The circumstances which 
prevailed in the combat environment of the Gulf also meant that 
these agents were administered in a manner that deviated a great 
deal from the previous use of these agents such as when troops were 
given only one or two shots of anti-bot toxoid when three shots were 
believed to be essential in order to achieve efficacy. 

The case for considering the use of unapproved and unlicensed 
agents in dire circumstances as manifestly falling into the research 
end of the research to therapy spectrum is further cemented by the 
obvious uncertainty that accompanied the utilization of these agents 
as to the efficacy they would have in the field. In reviewing the 
documents that led to the decision to grant waivers of informed 
consent for the utilization of these anti-biological and anti-chemical 
warfare agents it seems plain that the most accurate description that 
can be given for the decision to grant the waiver is that there was a 
chance the agents would do more good than harm but that the 
efficacy of these agents to prevent harm was seen as fa r  from 
certain. 

V. Balancing Practicality Against Our Moral Ideals 

It seems correct to say that the agents employed in the Gulf as anti- 
biological and anti-chemical weapons were used in a way that is 
most accurately described as experimental, innovative and 
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investigational. This makes their use fall squarely into the category 
of research. But, the issue still remains as to how these agents 
should have been administered. 

Is it ever appropriate in conditions of impending war or actual 
combat to waive informed consent? And, if consent is waived, then 
what are the responsibilities generated to those who are not afforded 
the standing protections expected for those in medical research? 

One crucial distinction that has application to situations where 
informed consent is not possible is the distinction that is made in 
bioethics between informed c o n w a n d  m t .  When research is 
done in situations where, for a variety of reasons, full informed 
consent is not possible, researchers will at least strive to let 
individuals know that they are involved in an investigational, 
innovative or research activity. These would appear to be a 
requirement even in conditions of impending or actual war. 

If troops are to be subjected to unproven, unlicensed, or innovative 
interventions they should at least know that this is so. Assent is 
important for a number of reasons. It may result in greater 
compliance with the regimen that is being tried. It may also allow 
troops to report side-effects or problems that may arise either in the 
combat theater or subsequently. And even if refusal is not 
permitted or even practical, obtaining assent through disclosure 
demonstrates a respect for the individual which is not present when 
persons are merely given agents without any information as to why 
or what is being done to them. 

Those exposed to unproven and untested agents also have a right to 
expect that their administration will follow as closely as possible the 
best available information about the use of unproven agents. This 
does not appear to have been the case in the Gulf War in that the 
administration of vaccines and tablets was not always done in 
accordance with the best available knowledge at the time. Attention 
to compliance by those taking the agents was apparently not always 
as careful as it should have been. 

The use of innovative, experimental and investigational medical 
interventions may be warranted in a military theater. If so, it is 
important to understand that when circumstances make informed 
consent impossible or difficult there is a strong responsibility 
generated to carefully follow-up those to whom agents of unknown 
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and unproven efficacy and safety are administered. If conditions in 
combat make it impossible to follow all the requirements usually 
associated with research and investigation they do not excuse the 
failure to provide careful and comprehensive follow-up to those who 
do not receive them. 

Apparently, this did not occur in the context of the Persian Gulf war. 
Medical follow-up for those exposed to anti-biological and anti- 
chemical warfare agents seems to have been at most, minimal. Not 
only is this duty owed to those exposed in terms of establishing 
whether harm or injury has occurred but it is also morally 
incumbent upon those who waive standing ethical protections for 
research to compile as much information as possible about the 
benefits and risks associated with the use of new agents so that this 
information can then be brought to bear in future situations where 
military personnel are facing the prospect of chemical or biological 
warfare. 

VI. Recommendations 

The experience with the use of unproven and untested agents in 
Operation Desert Storm as well as earlier instances of 
experimentation for military or national security purposes involving 
human subjects points out a number of areas in public policy and 
regulation where improvements can and should be made. 

1. All persons involved in experimental, innovative, investigational 
or other forms of research activity should be notified and their 
consent obtained. If this is not possible then assent ought to be 
obtained. When deemed practical, the right to refuse participation 
ought to be respected. 

2. Medical follow-up of all subjects is obligatory both to protect 
subject interests and in order to obtain new information about 
untested, unproven agents. 

3. Systematic attempts to acquire information about safety and 
efficacy should be made following standard requirements for the 
ethics of human research prior to the involvement of the military in 
combat or war. 

4. Approval for waivers must always be sought on a case by case 
basis. 



Caplan 10 

5. Policies for the conduct of research in >onditions of war and 
combat or for the purposes of national security should receive 
greater public debate. No existing regulations governing military 
personnel should be finalized without such public dialogue. 

6.  Exemptions to prevailing standards for human experimentation, 
research and innovation should be seen as exactly that--exemptions. 
There should not be a two tiered system of morality for human 
experimentation, one for civilians and one for soldiers. 

Those engaged in decisions to use unproven, untested, unlicensed or 
otherwise experimental or research agents in the context of biological 
and chemical warfare or other battlefield circumstances must 
understand that conditions of war may lead to decisions which, while 
undertaken with the best of motives, may not serve to protect the 
welfare of military personnel or permit the completion of the 
assigned military mission. Americans when faced with a challenge 
often feel that it is better to try something rather than to do nothing. 
The history of human experimentation in this century shows that 
often, when faced with a crisis, doing nothing in the face of 
uncertainty can be the most prudent course of action to follow. 


