.

A CASE STUDY IN HISTORICAL RELATIVISM
The Tuskegee (Public Health Service) Syphilis Study
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introduction

. This paper discusses the problem of making transhistorical moral judgments
using the case of the so-called* Tuskegee Syphilis Study as an example. Can a later

generation validly place moral blame on Public Health Service (ps) physicians

who began the study in 19322 Are past decisions and actions morally relative only
to the standards of the times and within the social circumstances in which these
standards apply? What reasons count for and against a retrospective moral judg-
ment? Some personal and historical comments are followed by an overview of an
approach to these questions. ’

Personal and Historical Comments

Not then a reader of the venereal disease literature, I learned of the ps syphilis
study through Jean Heller’s 1972 news story.! In 1966, Peter Buxton, then a pus
venereal disease investigator, courageously tried to stop it. After six years of pus
resistance to his efforts, he turned to a journalist friend and the news broke to an
incredulous public. Ironically, in 1966 the pus reformed policy to protect human
subjects of research. In July 1966, Surgeon General William H. Stewart mandated
prior group review of human-subjects research.? The same month I began a two-
year study of the ethics of medical research at the National Institutes of Health’s
(~z1m) Clinical Center. Thereafter, research proposals to the N1H’s extramural pro-
gram that involved human beings had to undergo local review of the rights and
welfare of subjects, the appropriateness of methods for informed consent, and
relation of risks to benefits.> How could both events—resistance to the Buxton

*I say “so-called” because a more accurate name is “The Public Health Study (PHS) of Partially
Treated Syphilis in Macon County, Alabama.” The PHS was morally responsible for the study in
its entirety. The misnaming of the study is an illustration of how racism works against black
persons. Tuskegee University and the townspeople are touched by a legacy of shame, each time
the name is used. Changing popular usage if afost cause, but one must protest the usage.
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protest and policy on prior group review—have occurred virtually side by side in
the same agency? I later learned from James Joness 1981 classic history of the
experiment that in 1965 a Detroit physician had written a letter of moral protest to
a scientist at the Centers for Disease Control (cpc) who had written an article on
thirty years of observation of the subjects.® The letter went unanswered. As a
bioethicist at the Nin’s Clinical Center from 1977 to 1987, I learned personally how
a large and complex scientific bureaucracy can house the best and the worst on a
moral spectrum.

My interest in the ps syphilis study and its legacy has several sources. Alabama
was my home until early adulthood. There I idealistically entered the Episcopal
ministry in 1956.* Encouraged by a then-liberal religious tradition to engage in
issues of social justice, I worked with others of like mind for a “new South” to
emerge out of poverty and segregation. Since southern reformers looked to the
federal government as an ally in the 1950s and 1960s, it was a harsh blow to learn
that government physicians and agencies did research “on” rather than “with”
uninformed black Alabama sharecroppers.**

At the N1 from 1966 to 1968, I must have come close to learning about the
experiment. I assembled ten meetings, now called “focus groups,” of leaders from
each institute to discuss a question: “What are the most important ethical issues
that your institute’s research poses for society in the next five to ten years?”
Although the question was future oriented, some participants commented about
past research activities that were “beyond the pale” of research ethics in 1968. The
NIH received and analyzed spinal fluids and autopsy specimens of the Alabama
subjects, but none of dozens of officials mentioned the study.’

Later, I.taught biomedical ethics at the University of Virginia’s School of Medi-
cine for ten years (1987—97). The three rus officers who led the study until 1943

. graduated from this medical school. Dr. Taliaferro Clark had the idea for a study of

untreated syphilis for a brief period. The occasion for his idea was the loss of
income to the Julius Rosenwald Fund caused by the Great Depression. The fund
had no more resources to continue support for a pHs project of syphilis detection
and treatment demonstration in six sites in the South, including Macon County,
Alabama. At an impasse, Clark salvaged a convenient sample of infected and
untreated black subjects to study. He wanted to compare the outcomes of black
persons with untreated syphilis with those of whites, because such a study had

*I found the profession rewarding for its proximity to life’s most important questions and
passages but requiring loyalty to a theistic worldview which I cannot accept with intellectual
honesty or bring to bear on the most important issues in bioethics. After many years of struggling
with these issues and myself, I resigned from the Episcopal ministry in 1990.

**Mortimer Lipsett, director of the Clinical Center, NIH (1976—81) discussed the change in the
ethos of clinical research in his lifetime by the use of these prepositions. Dr. Lipsett employed me
as his assistant for bioethics in 1977.
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been done with all-white Norwegians with syphilis in Oslo in the early twentieth
century.®

Dr. Hugh Smith Cumming (1869-1948), surgeon general of the United States,
made the official decision to approve the study. Dr. Raymond Vonderlehr suc-
ceeded Dr. Clark when he retired in 1933. Vonderlehr’s dedication to continue the
study as director of the pus’s Division of Venereal Diseases (1933-43) in large part
explains the study’s longevity.* He was succeeded by Dr. John R. Heller, a pus

officer (but not a Virginia-trained physician) with extensive field experience in.

Alabama. I met Dr. Heller at the n1x1 in the late 1970s. He adamantly denied that
any moral wrongdoing had occurred in 1932 or on his watch.” Dr. Heller became
director of the National Cancer Institute in 1948.

Lalso cochaired the Tuskegee Syphilis Study Legacy Committee with Dr. Van-
essa Northington Gamble. With funding from the cpc, the committee met at
Tuskegee University in January 1996. I was invited, due to my lobbying the pus
from early 1994, to make an official apology for the study.® The committee’s
mission was to alter the study’s destructive legacy. We discussed the social wound
left by the study, which is large and fresh in the collective memory of African
Americans who associate the study to conspiracy and genocide aimed at people of
color. Even further, the committee recognized, this legacy seriously impedes par-
ticipation of African Americans in A1Ds prevention and research.?

We pressed our cause that President Clinton should apologize to the survivors,
‘their families, and the community of Tuskegee, which unfairly bears the shame of
the study’s name. To his administration’s credit, President Clinton made an apol-
ogy at a ceremony held at the White House on 16 May 1997. The apology was
certainly apropos, but it was offered at the wrong place. The committee had
strongly urged the site of Tuskegee itself to enhance the symbolism of the event, to
promote racial healing, and to make it feasible for more family members of the
sub)ects to attend.’® I conclude these comments with two questions: How many
black persons, even now, remember an apology for the experiment that was given
at the “White House”? How many would remember an apology given by a presi-
dent who journeyed to Tuskegee?

Overview of the Approach

This four-part paper addresses the question of the validity of transhistorical
moral judgments about the pus syphilis study. Part One describes a method to
assess the validity of a transhistorical moral judgment. Part Two uses this method
to evaluate the validity of moral judgments made by an official body and others in
1973 that the study was unethical at its inception, due to lack of informed consent

*The key figures and their many colleagues are hereinafter referred to as Clark and Vonderlehr
etal.
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to research. This part includes a section pointing to two bodies of moral guidance
in 1932 by which Clark and Vonderlehr et al. could have been challenged.

Part Three argues for a graded approach to moral blame, focusing on pas
researchers and officials in the 1950s and 1960s for their moral blindness to the
most objectionable features of the study. Part Four examines two concluding
questions: Why did the pxs study endure so long without serious internal moral
challenge, and what lessons can be learned from the experiment about protection
of human subjects in our own era and in the future?

Part One. A Method to Judge Past Standards and Conduct

This paper originated as a response to a question posed to me by the Advisory
Committee on Human Radiation Experiments in 1994: “Can we judge the stan-
dards and conduct of those who preceded us?”!!

We plainly can and do make transhistorical moral judgments. Indeed, we must
make such judgments to be loyal to moral norms and to transmit moral evolution
to a new generation. The task of transmitting moral evolution also requires ac-
curacy and truthfulness about the history of reform of social practices, which must
document the most serious moral lapses and errors. The history of the morality of
human experimentation and the role of the pus syphilis study is a significant case
in point. The United States is considered a world leader in innovation in the ethics
of research; however, the pxs leaders who began a public process of reform were
among those who condoned the syphilis study.

If we fail to judge the past, however measured our judgments, we will lose in
our collective memory the harm and suffering caused by older practices. We will
lose, too, in our moral evolution the ability to change those harmful practices.
Making such judgments is risky; it invites the fallacy of misplaced moralism,
caused by imposing present-day judgments onto the past, but it is not necessary to
commit this fallacy. To avoid doing so, valid transhistorical judgments require two
tasks. The first, with the aid of historical research, is to put ourselves as much as

possible in the moral position of those who are under scrutiny. Were they morally ..

culpable in their own time? (L

To pursue this task, task, one must examine both the practice of wrongdoing and any " ~ ; .

movement to abolish it by law or to reform it in social practice.The challenge is to
identify the moral norms of the day, as well as any social movements aimed at
shifting those norms to abolish certain practices. For example, we now cast moral
blame on past practices of slavery, racial segregation, and economic exploitation of
child labor, and we object to the conduct of those who defended such institutions
and practices by the standards of their times. However, each of these practices and
the movements to reform them have long and complex histories which were
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prefaced by the moral witness of gifted individuals. Slavery required three cen-
turies to abolish in the United States; racial segregation is illegal in its overt forms
but still embedded in our social practice; although children are legally protected in
this nation from exploitative labor practices, multinational corporations operate
today in countries where child labor is cheap and loosely regulated, if at all,

Every reform movement has a moral dimension, and we find reformers appeal-
ing to moral ideals that did not prevail at the time of the objectionable practices
because the majority of people were loyal to competing moral standards. Aboli-
tionists and reformers in these movements mainly appealed to the supremacy of
moral ideals of equality and respect for persons, whether these ideals emanated
from religious tradition or a theory of natural rights. The ideals required specifica-
tion and reformis of morally discredited practices to penetrate society and win the
loyalty of larger numbers.

The second task is one of historical comparison with a moral aim: comparing
present to past pri§>i:~f.i‘é>és_( and the standards that undergird them. The moral aim is
to view the past as é-}i‘egative “paradigm case,” to enhance moral education for
future decisions and to prevent reoccurrences.

Part Two. Was the pHs Study “Ethically Unjustified in 1932”2

Did the Study Violate the Norm of Informed Consent?

When the pus syphilis study was reported in the press, the assistant secretary
for health appointed the Tuskegee Syphilis Study Ad Hoc Advisory Panel in 1973 to
review the study. The panel concluded that the study was “ethically unjustified in
1932,” that is, at the study’s inception.!? Also, Senator Edward Kennedy stated that
the study “was an outrageous and intolerable situation in which this Government
never should have been involved. . . 713 Are these moral judgments valid?

The panel’s judgment was based on a premise that the subjects had been de-

 prived of informed consent to a study of a disease with a known risk to human
life.’* Butin 1932 the norm of voluntary informed consent when based on a concept
of respect for the individual’s autonomy that outweighs the beneficence of medical
 treatment or research was not a part of the ethos of American researchers. Thus the
pg_rl_el’f l'lidghment”i’s flawed because informed consent was not an intact norm of

. Tesearchers at the til}—?-e. It is true that a few exceptional investigators, like William
. Beaumnont and Walter Reed in the nineteenth and early twentieth centuries, sought
j the voluntary informed consent of their subjects for dangerous studies. But Beau-
" mont and Reed were exceptions to the norm in nontherapeutic research. s
Notwithstanding, it is a historical fact that no one protested the pHs study of
untreated syphilis at the time on the basis of informed consent. Not until the 1960s
was there any organized movement to reform human experimentation motivated
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by loyalty to any particular moral norm. Moreover, the pus study was not cited' in
Henry Beecher’s famous article of 1966 naming twenty-two unethical or marglfl-,
ally ethical studies.'¢ Beecher may have known of the study but omitted it due to its
inception in a much earlier era. .

The original study design was a six- to eight-month investigation of the natural
history of untreated syphilis, using comprehensive physical examinations a}nd X
rays, lumbar puncture, and specimens from autopsies. There was never an intent
to seek informed consent for this study. On the contrary, the intent was to disguise
the study as treatment to make it acceptable. Dr. Clark’s own words were: “’ljo
secure the cooperation of the planters . . . it was necessary to carry on this
study under the guise of a dermonstration and provide treatment for those cases
uncovered . . . in need of treatment.”"’ :

Notably, the decision to give some treatment resulted from an objection to the

original design. When Dr. Clark presented the plan to Alabama public health

officials and local physicians, they insisted that the subjects should receive some
treatment. An agreement was reached that subjects who tested positive for syphilis
were to receive eight doses of neoarsphenamine and some additional treatment
with mercury pills, unless contraindicated on medical grounds.'® All of the men in !
the study received one or the other drug or both, which were known at the timF to
be inadequate to treat syphilis.!® The standard of care for treatment of syphilis at ’
the time was a one-year treatment regimen of arsphenamine and bismuth of |
mercury.?®

In Bad Blood, Jones saw the objection as political, arising from concern that the
landowners for whom the subjects worked would not cooperate with a»plan that
lacked treatment.?! However, the physicians and officials may have operated with a
degree of medical beneficence. Clark and Vonderlehr and the others were ph)'rsi—
cians who quickly compromised to give therapy. Also, state public-health officials
could have been trying to stay within reach of an Alabama public health law passed
in 1927. This and later laws were probably violated by the experiment.”?

The compromise in study design had two morally relevant consequences. First, !

st o

I3
Pt

1 1 . v
it brought a “fatal flaw” into the original scientific plan to study untreated syph- /

£

ilis.?> Due to partial treatment, all i_g{qﬁr‘ma;ipn,was_bz;s'ialﬁy uninterpretable. Pe- : ;
spite the scientific idealism (mixed with concepts of racial medicine) that inspired "
it, the study has to be viewed as a scientific failure that _e@lgiﬁt_eﬂgl@gg(i _then wasted ;
the sacrifice and suffering of the subjects. prs officials through the years worried
about the same Mls:u‘:i)r Austin Deibert discussed the contamination of results by
partial treatment in 1938.2 Dr. Albert Iskrant, chief statistician of the Division of
Venereal Diseases, sounded the same alarm in 1948 and also asked whether the
study was in accord with Alabama law.?> His concluding comment about the study
was: “Perhaps the most that can be salvaged is a study of inadequately treated

syphilis.”?6 The pus took no action in 1948 but in 1951 expended a significant effort
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under Dr. Sidney Olansky to strengthen and overhaul the structure and efficiency
of the experiment. No one proposed to stop it for either scientific or humanitarian
reasons. _ <
Secondly, even partial treatment provides a valid context within which to dis-
cuss the issue of informed consent and the ethics of Clark and Vonderlehr et al. as
. physicians. Did they violate the medical ethics of the time since some treatment
| was involved and they failed to obtain consent to it?

Scholars’ Views on the History of Informed Consent in Medicine

Scholars of history and ethics are divided about the prevalence and force of a
norm of informed consent in nineteenth- and early to middle twentieth-century
medicine. In a fine review of this question, Faden and Beauchamp compare the
widely divergent views of Martin Pernick, a social historian, and Jay Katz, a psychi-
atrist member of the Yale law faculty.?” They write: “Where Katz sees no informed
consent, Pernick finds it in abundance”?® Pernick acknowiedged differences be-
tween historical practices and the modern concept of “informed consent,” but his
study of nineteenth-century materials and cases concluded that “truth-telling and
consent-seeking have long been part of an indigenous medical tradition.”? He
found that the concept and practice were prompted by efforts to benefit pa-
tients therapeutically, rather than by any theory of individual rights or self-
determination. Katz, on the other hand, while accepting the historical existence of
such concepts and their role in early-twentieth-century legal cases, wrote of the
“history of silence with respect to patient participation in decision making, . . .
When I speak of silence I do not mean to suggest that physicians have not talked to
their patients at all. . . . They have not, except inadvertently, employed words to
invite patients’ participation in sharing the burden of making joint decisions.”3
Katz’s main point is that up until the 1970s, physicians did not have meaningful
discussions with patients about their choices and alternatives in treatment and
research. Faden and Beauchamp concede more to Katz than to Pernick as to the

lack of a pervasive practice of informed consent in medicine.

Faden and Beauchamp compared these two views from a perspective on models
of ethical justification. They argued that the earlier practices that Pernick found in
abundance were defended by a “model of beneficence” that used disclosure and
consent seeking to further the aim of therapeutic benefits for the patient. Educa-
tion and motivation improved patients’ chances for a better response to therapy.
Both Pernick and Katz acknowledge the influence of this view. Thus, there is a real
historical link between treatment given in the pus study and a paternalistic prac-
tice of informed consent in medicine in the early twentieth century. Disclosure
and seeking the consent of patients for the patient’s welfare but not participation
was a famiiliar practice in medicine at the time. '

The primary aim of Clark and Vonderlehr et al. was not treatment of syphilis.
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Two ideas, one scientific and one ethical, motivated them. First, Clark saw an
“unparalleled opportunity for the study of the effect of untreated syphilis.”>' A .
theory of a different natural history of syphilis in blacks, compared to whites,
was commonly held but unproven among Clark’s physician contemporaries. Dr.
Joseph Earl Moore, a well-respected expert on syphilis, gave a favorable peer
review of the proposed study. He was convinced that the course of syphilis in
blacks was different than in whites. The common view, shared by Moore, was that
the disease attacked the cardiovascular functions in blacks and the neurological
functions in whites. Moore’s review carried great weight in moving the study
forward. A large element of racial bias was thus embedded in the study’s hypoth-
esis. The Norwegian study, published in 1929, showed that cardiovascular com-
plications were common and neurologic damage was rare. As Jones put it, “Any-
one who was not predisposed to find differences might have looked at these facts
and concluded that the disease was affecting both races in the same way”*? None-
theless, at its inception, a reasonable scientific argument could have been made for
a six-month to one-year study of untreated syphilis in blacks and whites along
with following those who died to autopsy. 4

The other imperative was one of medical beneficence. The investigators and
other central characters in this unfolding tragedy, like Nurse Eunice Rivers and the
physicians at Tuskegee’s John A. Andrew Hospital, believed that the benefits of
bringing the subjects into the orbit of “government medicine” with its complete
physical examinations, detection of co-morbidities like tuberculosis and other
problems, was so preferable to the status quo, that the attention the subjects would
receive more than justified the effort.

However, if research was the overriding goal, Clark and Vonderlehr et al. de-
ceived themselves as scientists by adding therapy. The Oslo study had investigated
the natural history of totally untreated syphilis. Now the two studies would not
be comparable. In the ethos of the time, Clark and Vonderlehr et al. are more
blameworthy at the\éﬁiégFFS;ﬁayggi_ science than as physicians who failed to seek
informed consent. A short-term study of untreated syphilis would likely have.

* refuted the racial ‘ilypothesis‘ Nonetheless, Clark and others lacked the courage to
defend a nontherapeutic study to the end. If they had stood this ground and failed,
the nation would have been spared the legacy of the study. However, they suc-
cessfully compromised to start the study, which from the outset was a scientific
mistake leading down a true ethical “slippery slope” and resulting in an eventual
avalanche of moral problems. When Dr. Vonderlehr and others extended the
study, especially into the 1950s, the risks of death due to withholding effective
treatment were vastly higher, as well as violations of other ascending norms of
research, like informed consent.

My conclusion is that the ad hoc_ ‘c_gm_@i'tt_e_gﬁiggggrgggigﬂtsl}zv_pl”z‘lc‘gd moral
blame on Clark and Vonderlehr et al. by using a contemporary ethical understand-
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- tice of informed consent from within government

ing of participatory informed consent. Faden and Beauchamp describe this under-
| standing as defensible on the basis of an “autonomy model,” within which respect
! for the principle of autonomy and the value of self-determination had a higher
‘i societal value than the beneficence principle. These scholars find no evidence for
i any version of this understanding until the 1950s. Also, the record shows no debate
about consent whatsoever among Clark and Vonderlehr et al. or any other inter-
ested parties at the time.
The histclr_y'(_),f‘thg»gga_d_ggl‘_gs_c,gngi_aprcy»__of an autonomy model over a benefi-

jix}_»g@ggg_;h_ is marked by contré\;ersy and resistance to the full prac-

i

cence mode

e nt agencies charged with regula-
tory oversight, such as the Food and Drug Administration in the :

*jtself.3 Th]i Eifrf:rih\y\Of values was still notmﬁ"rfnl-y in place in Amer an medicine
anIE&Q&L@h.,EXSQ.A.iQ, the eatly 1980s, when a president’s commission affirmed
“shared decision making” in health care, a term that clearly reflects Katz’s view of
the order of values at stake.3 Indeed, as the concluding part of this paper will
show, there are significant weaknesses in the current system to protect human
subjects by prior group review and informed consent of subjects or their legal
representatives.

The Ethos in 1932: “Formless Relativism™?

James Jones viewed the ethos of research in the United States in the early 1930s -

as follows:

In medical research, as with medical practice, work was evaluated by peer
review, The scientific method provided the yardstick for.fneasuring the validity
of inves,itigations, and the assessments of fellow workers determined which
researchers received kudos. Results were what counted. Many investigators
whose work involved nontherapeutic research on human beings no doubt were
enlightened souls who viewed their patients as people and thought in terms of
“informed consent” decades before the term was coined, but there was no
system of normative ethics on human experimentation during the 1930s that
compelled medical researchers to temper their scientific curiosity with respect
for the patients’ rights. Here, as in private practice, a formless relativism had
settled over the profession, holding that one investigator’s methods of conduct-
ing an experiment were about as ethical as another’s.3

. Itis true that “there was no system of normative ethics on human experimenta-
tion during the 1930s.” However, there were two contemporary ethical resources
that could have challenged the stady. One was specific to human experimentation
in Germany and the other was the common morality.

German physicians prompted substantial debate about the ethics of clinical
drug trials by a powerful German pharmaceutical industry. In 1930, after bitter
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debate about exploitation of subjects in drug trials, including prisoners, the Berlin
Medical Board appealed for prior group review of research, that is, that there
should be “an official regulatory body to which proposals for experiments on man
should be submitted.”* This body would have been similar to a National Human
Investigation Board that Jay Katz recommended for the United States in the 1973 ad
hoc panel review of the prs study and on several other occasions.?” This idea has
not been implemented except in the form of ad hoc national reviews of specific
research as required by federal regulations.

The idea of national prior group review was easily defeated in Germany due to
opposition from leading researchers and the drug industry. However, out of this

- debate came a remarkable set of guidelines on new therapies and human experi-

mentation, released by the German minister of the interior in February 1931.3® One
guideline held that it was contrary to-medical ethics to take advantage of social
distress and deprivation. Clearly it was relevant to the pus syphilis study but was
not applied; in the realm of medical research ethics America was isolated in these
years.” Surgeon General Camming was doubtless unaware of these guidelines and
their relevance to the Alabama project. In much the same way, the Nazi doctors’
cruel research made a mockery of the 1931 guidelines, which, in my view, were
more comprehensive and insightful than the Nuremberg Code itself. But the
Nuremberg Tribunal did not use them to judge the Nazi experiments.Their legal
status in Germany during the 1930s and 1940s was questioned during the trial .4
The 1931 guidelines did not mention prior group review. In 1932, Clark con-
ducted a conventional peer review of the proposed study, selecting his own re-
viewers from peers in syphilology.*! The earliest practice of prior group review was
probably at the n1x1’s Clinical Center in 1953. It was a form of partially disinterested
peer review in a group deliberately designed for the purpose.# It was not until
after the revelation of the pus syphilis study that Congress in 1974 required local
prior group review by disinterested parties of all federally funded human subjects
research. The N1#’s intramural program was not covered by the law until 1993, thus
showing how slowly the process of reform of research ethics works in relation to
federal agencies. Prior group review is still not legally mandated for privately

.funded studies involving human subjects. This problem will be discussed further

in Part Four.#

Another source of moral challenge could have been from the common morality
of the time. There one could find a prima facie moral rule that persons ought to be
honest, not deceive others without justification, and be truthful with those who
have a moral claim on the truth. How does one access the common morality of
past times? Ronald M. Green, a Dartmouth College philosopher, adapts the strat-
egy of the “reasonable person” rule in law to morality. Such a person should have a
good grasp of the facts of the case and be well informed as to the prevailing moral
standards of that time.%*
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In 1932, how would a reasonable person have answered this question: do these
black men with syphilis, and the planters for whom they work, have a just moral
claim to know that the men are being recruited for a study in which the best
known treatment for syphilis (a one-year program of treatment with arsenicals
and mercury) will be withheld in order to study the natural history of syphilis?

“One can easily imagine a challenge.

Clark and Vonderlehr et al. labored hard to be deceitful. Their effort is indirect
proof of some level of awareness of violating a commonsense standard of honesty.
Believing that the subjects could not understand the truth, they carried out a
systematic program of planned deceit mainly to secure cooperation. When ap-
proaching potential subjects, they did not discuss a medical diagnosis of syphilis
but used the local colloquialism of “bad blood.” In doing so, they exploited the
economic and social distress of their subjects to facilitate their research.%s They did
not disclose the experiment but deliberately disguised research activities as treat-
ment. A dramatic example was the presentation of a required spinal tap performed
in John A. Andrew Hospital at Tuskegee, the site of a former treatment center, as a
“special treatment.”*¢ Spinal taps at the time had much greater risk of serious
complications of paralysis and blinding headaches than the procedure as we know
it today. Dr. Clark’s discussed deceit in 2 memo to Dr. Vonderlehr: “I agree with
you that the treatment work should continue during the period of spinal fluid

testing in order to minimize the amount of attention that will be given to this .

activity by the people of the community.” Clark later explained his beneficent
deceit to his consultant, Dr. James Earle Moore of Johns Hopkins: “These negroes
[sic] are very ignorant and easily influenced by things that would be of minor
significance in a more intelligent group.™
Would a reasonable person, well-informed and motivated in 1932, have excused
Clark and Vonderlehr et al. from the ordinary moral duty of honesty? One can
certainly imagine a plausible challenge from this source. The argument here is
simply that ordinary moral challenges could have been made in 1932. However, one
cannot with historical confidence go on to judge that these ought to have been
made or that Clark and Vonderlehr et al. were morally deficient by not considering
the likelihood of such a challenge. The system of human experimentation then was
virtually closed to the common morality and to external oversight, especially from
nonscientists. It is doubtful that the trustees of the Rosenwald Fund or the Mil-
bank Fund, which later supported the study, knew of the deception used in recruit-
-ment. The point here is that the lack of a “system of normative ethics on human
experimentation” in 1932 does not imply that there were no moral norms at all
from which to measure the morality of the motives and actions of Clark and
Vonderlehr et al. It is implausible that they would have been held personally or
professionally accountable in terms of these norms. At the time there was no
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specific moral context of accountability for researchers whose activities breached
common morality or lagged behind advanced German thought in research ethics.
Bodies of ethical guidance have to be created from actual historical experience and

reflection on moral error.

Part Three: A Graded Approach to Moral jJudgment

Placing Moral Blame Accurately

The two major core values that compete and conflict in the tragic history of this
case are: 1) society’s interests in research to understand disease and to alleviate or
prevent human suffering and untimely death, and 2) the protection owed by
society and physician-investigators to human subjects of research, whose individ-
ual welfare and rights, as well as their autonomous and informed choices to
participate in research, deserve the highest respect regardless of their condition or
rank in society. The argument thus far blames Clark and Vonderlehr et al. more for
disloyalty to the first value than to the second, which was barely visible in Ameri-
can research ethics in the 1930s.

Where does the locus of moral blame, in the name of the second value, truly
belong in this infamous case? An accurate transhistorical judgment must be made
to transmit a reliable account of moral evolution to future generations. Using the
approach demonstrated above on the informed-consent question, it is now appro- s
priate to ask: were the leaders of the pus study in the post—World War II period |
until 1966 morally culpable according to contemporary standards?

Protests of the Study

One looks in vain for moral protests on behalf of the well-being of the subjects
before 1965. As described above, there were several protests from within the pus in
the name of the first value, but none for the second. An external protest came in a
June 1965 letter from Dr. Irwin Schatz of the Henry Ford Hospital in Detroit. After
reading a report on the study, he wrote to the primary author, Donald H. Rockwell:

I am utterly astounded by the fact that physicians allow patients with a poten-
tially fatal disease to remain untreated when effective treatment is available. 1
assume you feel that the information which is extracted from observations of
this untreated group is worth their sacrifice. If this is the case, then I suggest
that the United States Public Health Service and those physicians associated
with it need to reevaluate their moral judgments in this regard.*

Dr. Anne Yobs, coauthor of the report, received the letter and filed it with this

attached comment: “This is the first letter of this type we have received. I do not
4
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plan to answer this letter”s® Dr. Schatz’s lone voice must be heard in a context of
moral silence from the thousands of readers of the thirteen published articles
(1936-73) about the study.5!

The next protest was Peter Buxton’s. He was more informed than Dr. Schatz
about the moral features of the whole study. His protest was wide-ranging. His
strategy gradually alerted officials to the risks of remaining passive in the face of
moral questions about lack of treatment and racial implications. Finally in 1969, a
panel of outside experts (all physicians) were assembled by the ps to review the
study. Only one, Dr. Gene Stollerman of the University of Tennessee, raised moral
questions whout the study and the obligation to treat the subjects maximally.5 His
lone view did not prevail and the study continued until it was exposed.

The Ethos of Human Experimentation (1947~1966)

Turning to the evolving ethos of medical research in the period from 1947 to
1966, there is historical evidence of slow but progressive advocacy for the second
value. Some major benchmarks of this progress are the Nuremberg Code (1947),
the Helsinki Code of the World Medical Association (1964), and the pas human
subjects policy itself (1966). However, the ascendancy of the second value in re-
search practice and of socialization of researchers in loyalty to a new hierarchy of
values was painfully slow; it met with deep resistance, and is still controversial in
some respects today. The history of the ethics of human experimentation in the
twentieth century is an ongoing struggle for a hierarchy of values placing the
second above the first value. The evolution of a “system of normative ethics
on human experientation™ has in retrospect taken half a century and is still
evolving.

For valid transhistorical judgments, there must be a relevant moral context at
the time within which decision makers would have been morally accountable. Due
to the slow and gradual change in the ethos over this period, and the resistance to
moral insights from within government itself, it is wise to take a graded approach
to moral blame for the worst features of the pHs study. In effect, this would mean
that Senator Kennedy’s categorical judgment is far more fitting for the period of
the 1960s than for the 1940s or 1950s. One can, however, find enough of a real
moral context to assign some blame at this earlier time. The main criteria is that
judgment must be proportionate to the degree to which loyalty to the second value
had penetrated a previously closed system of human experimentation and begun

_to transcend the first value.

Others have described the tumultuous history of the reform of human experi-
mentation in this period.” The events of these years dramatically posed progres-
sively stronger claims of the second value, a score of crises and scandals depicted in

*This quotation is from Jones’s description above of the ethos of the 1930s.
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TABLE 1. Research Ethics Scandals

Thalidomide and FDA 1962
Jewish hospital cancer study : 1963
Baboon-to-human heart transplant 1964
Willowbrook hepatitis study 1965
Beecher article 1966
“Tea Room Trade” 1967
Tuskegee (PHS-CDC) study 1932-72
Fetal research 1973

Table 1, and a government that had to overcome deep resistance among its own
scientists to higher loyalty to the second value.

During this period the ethos of research did not lack for expressed moral
obligations to benefit and heal the sick and to do the least harm possible in each
endeavor. The Nuremberg Code in 1947 was a special point of entry of loyalty to
the second value. Historically, we know that the moral claims of the code, espe-
cially in reference to informed consent, were more influential at the time and
throughout the 1950s with researchers in the military than in the PHs or in aca-
demic medicine.* Many American researchers self-righteously viewed the code
as promulgated for Nazi physicians but not for Americans. Dr. Heller said in
interviews with James Jones that he made no association between the code and
the syphilié study.”> However, there were clinician-investigators at the n1xr’s Clini-
cal Center who used the Nuremberg Code to shape policy for the institution in
1953 and as they innovated use of prior group review.5s By 1964, the World Med-
ical Association had adopted a very detailed code for researchers that distin-
guished between obligations in the contexts of therapeutic and nontherapeutic
research.”” The United States was a member of this body. A progressively different
ethos from that in 1932 and in 1947 had begun to take shape. After 1964, there was a
clear moral context of accountability very much like a point of no return on a long
journey. o

Dr. John Heller led the study from 1943 to 1948. Some moral blame must be
assigned to him and others for totally ignoring the implications of the Nuremberg

Code for the study. Although he and many American researchers viewed the code :

as only for Nazi barbarians, his colleagues at the N1H were already using the code to |

shape practices to protect human subjects. It is implausible that a reasonable |

person at the time could make a judgment that Dr. Heller ought not to have
associated the content of the code to his study. '

The next section ranks the most serious moral violations of continued support
of the study, which began with Dr. Heller and increased in moral blameworthiness
along a succession of pHs officials. They failed to recognize or remedy severe moral
violations progressively blameworthy by the moral lights of the period.
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Specific Moral Wrongs and Harms
Adding to Risks of Death and Ill Health. First, the pus maintained a study for
forty years that did great harm to the study’s subjects who had syphilis and
shortened their lives. Subjects from ages 25 to 45 when the study began had a 20
percent lower life expectancy than controls of the same age.5® The subjects were
also in a condition of poor health and in higher danger of death from other
conditions than controls.?®
Penicillin was available and effective to treat syphilis by 1943. In fact, the pus
began giving penicillin to patients with S);philis in some clinics across the nation.®
The. Alabama subjects were never informed of this development. In 1943, Dr.
Heller became director of the Division of Venereal Diseases and could have given
penicillin to the subjects and stopped the study. Dr. Heller and subsequent direc-
tors of the venereal disease division bear moral responsibility for déliberately
shortening lifespans and inflicting remediable human suffering. They were: Dr.
Theodore J. Bauer {(1948—52), Dr. James K. Shafer (1953—34), Dr. Clarence A. Smith
(1954—57), and Dr. William J. Brown (1957—71). All of the surgeons generals of this
period were also morally responsible.
In 1951, when the pus syphilis study was being reviewed after Dr. Iskrant’s
criticism, Dr. Heller acknowledged that the experiment shortened subjects’ lives
. but defended it with a scientific duty to extend the study. His statement reveals two
;‘ breathtaking realities: 1) he viewed the lives and health of socially and econom-
ically distressed human beings as expendable for the cause of science, and 2) he
" was morally blind to the central issue. He claimed:

We have an investment of almost 20 years of Division interest, funds and
personnel . . . as well as a responsibility to the survivors for their care and really
to prove {to them] that their willingness to serve, even at risk of shortening life,

e —

‘as experimental subjects [has not been in vain]. And finally a responsibility to
add what further we can to the natural history of syphilis.s!

Heller elevated science as a moral cause over the welfare of human subjects. He
also distorted reality by attributing motives of “service” and altruism to persons
whom he knew were uninformed as to their role as subjects. When subjects died,
Heller and others did not inform their survivors of the likelihood that death could
be attributed to having been enrolled in this study. _

As the study endured and became routinized in the bureaucracy, it became an
end in itself, and the human beings it used became purely means to this end. The
supporters of the study knew full well that subjects were dying sooner and were
sicker than controls. The Helsinki Code states: “In the purely scientific application
of clinical research carried out on a human being, it is the duty of the doctor to
remain the protector of the life and health of that person on whom clinical
research is carried out”® In the context of accountability to this code and their

‘
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profession, the second generation of pHs officials must be viewed in the moral
position of scientists who consciously condoned incréased premature death and ill
health to pursue flawed science.

The reflections of philosopher Hans Jonas in 1969 help to frame the major
moral wrong done by the study. Contrary to Walsh McDermott, who argued for
the moral priority of the first value, Jonas defended the dignity of the individual
over the advancement of knowledge. McDermott had said in 1967:

. . . the hard core of our moral dilemmas will not yield to the approaches of
“Declarations” (i.e., Helsinki) or “Regulations” (i.e, the FpA’s 1967 human
subjects regulations); for as things stand today such statements must com-
pletely ignore the fact that society, too, has rights in human experimentation.®

In response, Jonas wrote that socjal progress through medical research

is an optional goal, not an unconditional commitment. . . . Let us also remem-
ber that a slower progress in the conquest of disease would not threaten society,
grievous as it is to those who have to deplore that their particular disease be not
yet conquered, but that society would indeed be threatened by the erosion of -
those moral values whose loss, possibly caused by too ruthless a pursuit of
scientific progress, would make its most dazzling triumphs not worth having.**

The pus syphilis study was clearly a “ruthless” pursuit of knowledge but no
“dazzling” triumph of knowledge. To appreciate the contrast, one should measure
the costs in human suffering and death with the fact that no joint article was ever
published comparing outcomes of the Oslo study and the pHs syphilis study.

Racial Bias and Unfairness. A second moral violation of the study was to the
standard of justice or fairness by the racial bias involved in selection of subjects. A
just research enterprise distributes the benefits and burdens of research as fairly as
possible over a whole population. Even in the face of the 1960s civil rights move-
ment, pHs authorities were unmoved by the unfairness and racial bias involved in
selection of subjects. Each subject was a poor black male, the main point of
Buxton’s protest. The study would never have been done, especially with such
deception, in a social context of white persons with syphilis. By 1966 or earlier; this
thought certainly ought to have moved someone in the pHs to action.

Moral Inconsistency between pus Policy and Practice. Leaders of the pHs in the
mid-1960s were guilty of a glaring and unfair moral contradiction, as well as
hypocrisy. They made pus policy to protect human subjects of research and were
morally blind to violations long since done to the subjects’ health, autonomy, and
dignity as persons. From 1966 to 1972, pHs leaders protected the Alabama ‘study

-from Buxton’s criticism with one hand and with the other effected reforms pro-

voked primarily by loyalty to the second value. Loyalty to this value would clearly
condemn the pHs for violating the norm of informed consent and for deception.
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research cultures and one research bureaucracy met but with apparently little

put w_\,{" Condoning Deception in Research Activities, Fourth, significant moral harm was
creative or critical interaction. The first was an older prewar research culture

'rf'k done to the dignity and autonomy of the subjects by deliberately masking the real

purpose of the study to facilitate recruitment. Subjects were also deliberately
deceived into believing that tools of research were “treatment” Moral debate
about the justification for deception in experimentation-began in earnest in the
_ early to mid-1960s around the Milgram authority experiments®® and Humphreys’
“Tearoom Trade” study of homosexuality.5 A practice of poststudy debriefing
subjects about the use of deception gradually became normative in research in
this period. This development shows how far loyalty to the second value had
progressed.

Philosopher Robert Nozick argued in 1968 that, even if justified, when a prima
facie moral obligation must be infringed upon, the infringement leaves “moral
traces”” and cannot simply be set aside.58 Debriefing of deceived subjects responds
to the “moral traces” of infringing on the claims of informed consent to seek
knowledge that could not have been otherwise gained. There were hosts of scien-
tists in the pHs at the time aware of the massive degree of deception involved in the
syphilis study. Moral blame for the indignities suffered due to this cause must fall
on them. No review of this feature of the experiment occurred until the ad hoc

"panel did so in 1973.

Part Four: Final Questions

This discussion would be ':incomplete without addressing two final questions.
. First, how could the study have endured so long without serious internal moral
challenge? Second, what moral lessons from the study are vital to carry into the
future?

Moral blindness and racism do not adequately explain why the pHs study
endured. Other main causes had to be chronically poor communication and
systematic avoidance of ethical issues within particular branches of the pus. It is
also difficult to understand how reform efforts at the 11 did not motivate more

attention to the syphilis study in the pus. These efforts from 1953 to 1977 to
' innovate in methods of prior group review are described elsewhere.? As in the
wider research community, the norms of the 11 culture permitted wide latitude
with regard to informed consent and did not require prior group review of each
-research project with patients or of a single experiment involving one or a few
patients.” Nonetheless, the insulation of the syphilis study from criticism could
not have occurred if communication between branches of the pis had been better.

There may well have been a contribution to the failure of dialogue from the N11
side, as well, because the N11 was involved scientifically in the syphilis study. In the
1950s and 1960s, the N1H was a relatively new agency where streams from two
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marked by a few general moral norms and a large degree of ethical relativism, as
noted by Jones. It was this culture that created and supported the pHs syphilis
study from 1932 to the 1960s. The second wés a post-Nuremberg research culture.
It was marked by high commitment to the best science, to informed consent
(tinctured heavily with flexibility and the therapeutic privilege), and to new forms
of prior peer review of proposed research. The founders of the n1’s intramural
program were largely members of this second culture. A third stream, a research
bureaucracy with written ethical requirements on human subjects of research,
grew up around the N1#’s extramural grants and contracts program in the 1960s.
The 1966 and 1971 PHs-N1H policies requiring local institutional review boards and
prior group review were required of grantees and contractors in this program.

More historical research is needed about whether the principals in these three
arenas ever discussed ethical issues among themselves. If they did so, it was with-
out much perspective on the implications that strong commitments to post-
Nuremberg research ethics within the intramural program had for the extramural
program or for earlier research like the pus syphilis study. Did the right hand
(pus-cpc) know what the left hand (Ni—extramural/intramural) was doing? If
great spaces of social distance between these three arenas could be demonstrated, it
would help greatly to explain how the syphilis study endured.

In conclusion, what are the main lessons of the experiment for the task of
protecting human subjects of research now and in the future? The first is clear,
namely, to be vigilant about social and economic vulnerability to research exploi-
tation. Vulnerable groups that come to mind are among the stigmatized and
legally vulnerable citizens or strangers in our midst, e.g., substance abusers, illegal
aliens, persons with Hrv-aips, the homeless, or the poor who lack health care of
any type.

Also, private-sector research, rather than research conducted by government,
may pose greater risks of exploitation because there is an unfinished task in
extending the legal protections of informed consent and prior group review to all
citizens equally. Current U.S. law and regulations extend only to subjects in certain
federally funded or regulated projects. Universalizing the scope of legal protection
to research subjects regardless of source of funding, as has now been done by the 21
member countries of the Council of Europe, is a moral imperative for the U.S.
Congress.” A large and unknown number of human subjects are at risk in re-
search projects funded through the private sector. Once the world’s leader in
initiatives to protect human subjects, the United States has fallen behind.

A second lesson is that reliance on one main ethical resource, e.g., the profes-
sional ethics of individual investigators, the major ethical resource of previous
eras, did not prevent the pHs study from occurring. The relevance of the lesson is
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that overreliance on the major resource of prior group review will not be adequate
to prevent research projects that, on reflection, should have never been done. We
need a plurality of resources to protect human subjects: a strong body of ethical
guidance for researchers, effective institutional review boards (irBs), and enlight-
ened federal and state policies about human experimentation.

Today 1rBs have authority to approve, alter, or deny proposed human-subject
research projects. However, all is far from well with 1rs. According to a recent
investigation of the Office of Inspector General (o16), “the effectiveness of IRBs is
now in jeopardy.”” The report cites these escglating pressures on 1RBs: expansion
of managed care leading to pressure to accommodate research sponsors for in-
come, increased commercialization of research, proliferation of multicenter trials,
new types of research such as genetic testing, an increased number of proposals,
and increased consumer demand for access to research.

According to the report, the main problems of today’s IRBs are: 1) IRBS review
too much, too quickly, with too little expertise, 2} 1rBs conduct minimal continu-
ing review of approved research, 3) 1rBs face conflicts that threaten their indepen-
dence (e.g., locating IrBs in offices of grants and contracts that bring in research
dollars), 4) institutions provide little training for investigators and board mem-
bers, 5) institutions make little effort to evaluate 1rB effectiveness, and 6) there are
an alarming number of violations of informed consent and unethical advertise-
ments for subjects. The report warns about the potential for self-serving motives
in the emergence of for-profit independent 1rBs that contract with pharmaceutical
firms and hospitals to review research. Vigilance is especially required on this
front. The 016 report makes several important recommendations for reform,
which include relaxation of requirements of time-consuming routine review to
enable more time to focus on projects with significant risks, federal requirements
for education and training of investigators and 1k members, mandatory registra-
tion of all 1rBs with the government, and insulation of res from conflicts of
interest.

A third lesson from the study is about the human potential for moral and
institutional blindness. Moral sensitivity can be overwhelmed by excessive loyalty
to the welfare of an institution and one’s role within it. Strong and uncritical
loyalty to an institution and role impair independence of observation, judgment,
and action, especially to prevent or moderate conflicts of loyalty and conflicts of
interest. The syphilis study became an institution unto itself, and loyalty to it
desensitized pus officials and scientists to their conflicts of loyalty and conflicts of
interest. They were appointed by society to protect the public health, yet they were
officially charged with supporting a study that did great harm to subjects and to
the public interest.

Some professions are better prepared and trained than others to detect and
prevent conflicts of loyalties and conflicts of interests. Physicians and biomedical
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researchers do not receive the same degree of education and training about such
issues as attorneys and behavioral scientists. For this reason, “because physicians
are not trained to look for conflicts of interest, they often find themselves en-
meshed in them without recognizing the problem.””* The challenge for moral
education about research ethics lies in a critical view of the contemporary con-
sumer and market-place driven research environment. Large research organiza-
tions and enterprises, rather than individually funded researchers, have the mo-
mentum and resources in today’s environment. If the moral focus ought to be on
large organizations, conflicts of loyalty, and conflicts of interest, ther there will be
a place for the pus syphilis study in moral education. Discernment can be aidgd by
accurate judgments of how and why the Public Health Service of the United States
ornce abandoned its moral compass in the name of science.
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THE TUSKEGEE SYPHILIS EXPERIMENT
Biotechnology and the Administrative State :

BENJAMIN ROY

Beginning in 1932, the Public Health Service (pus) conducted a project at the
Tuskegee Institute that withheld treatment from a group of black men who had
contracted syphilis. Ostensibly, its purpose was to further the understanding of the
natural course of the disease. The study continued for 40 years until its exposure in
1972. The US Department of Health, Education, and Welfare convened an ad hoc
panel on the Tuskegee Syphilis Study.! The panel did not formulate questions, but
investigated questions assigned to it by the government using documents indicated
to be directly related to the Tuskegee Syphilis Study, thereby excluding documents
judged to be indirectly related to the study. On this basis, all reviews to date have
examined narrow aspects of the administration of the study and concluded that
the Tuskegee Experiment was a clinical study by well-intentioned but scientifically
naive investigators whose decisions, against the historical background, were not
overtly racist."? This portrays an effort to benefit the many by unraveling funda-
mental questions of disease process. This is a primary reason that the government
puts forward to engage in human experimentation with its citizens. '

This article rejects these conclisions and maintains that the Tuskegee Syphilis
Study was instead the economic exploitation of humans as a natural resource of a
disease that could not be cultivated in culture or animals in order to establish and
sustain US superiority in patented commercial biotechnology. Its use was for the
applied science of syphilis serology. Initially, the Tuskegee Experiment served to
evaluate and standardize the nontreponemal syphilis tests. Later, the Tuskegee Ex-
periment was a resource to develop and commercialize specific treponemal tests.
Furthermore, by the 12th year of the study, there was evidence that many subjects .
did not have syphilis at all. The Tuskegee serological and clinical studies did not
address any basic science questions of the pathogenesis or immunology of syphilis
other than the practical applied science of serologic testing. The basis of these
conclusions are the documents considered to be indirectly related to the study.

In the late 1920s, the pus pursued three avenues of syphilis research. The first
was the Clinical Cooperative Study initiated in 1928. The second study was a
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