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Prisoners: A Captive

Research Population

N July 1949 a medical advisory panel met in

Washingron, D.C., to discuss psychological
problems posed by radiation to crews of a then-
planned nuclear-powered airplane. During the
mesting an Air Force colonel noted that crew-
men were concerned about anything physically
harmiul, bur especially anything seen as a threar
to whar he delicarely called, using 2 euphemism
of that gentler era, the “family jewels."! The
nuclear-powered airplane was never builr, bur
concern abour radiation hazards to testicular
function in space flight, weapons plants, nuclear
power plants, and on an atomic battlefield
remained.

This concern provides some of the contex
for a brace of almost identical experiments car-
ried out berween 1963 and 1973 in which 131
prisoners in Oregon and Washingron submitted
1o experimental testicular irradiations swith na-
tional security and other societal goals, but
no potential for therapeutic benefit for the sub-
jects. The studies were directed by Carl G.
Heller, M.D., a leading endocrinologist of his
day, and by Dr. Heller's protége, C. Alvin
Paulsen, M.D. Perhaps because they involved
irradiarion of the testicles, they have caused great
public concern. They were also noted briefly
among the thirry-one experiments Representa-
tive Edward J. Markey of Massachusetts publi-
cized in his 1986 report on radiation research on

human subjecss.” Both studies were funded
solely by the Aromic Energy Commission. Drs.
Weiler and Paulsen were interested in the =ffects
of radiation on the male reproductive system,
especially the produc:ion of sperm cells. The
government was interested in the effects of ion-
izing radiarion on workers, astronaurs, and other.
Americans who might be exposed. in 2 nuclear
arrack for example.

Botch doctors viewed prisoners as i eal sub-
jects. They were healthy, adult males who were
not going anywhere soon. In 1963 few if any
researchers had moral qualms abour using them
as subjects, aithough there seems to have been 2
consensus in the research community on the
rules that should govern such experimentation.
By 1973, however, some ethicists, researchers,
and others, such as the investigative journalist
Jessica Micford, pointed out thar incarcerated
peopie were not well placed to make voluntary
decisions. In 1976, the Narional Commission
for the Protection of Human Subjects of Bio-
medical and Behavioral Research recommended
the banning of almost all research on prisoners.
Prison experimentation cffectively came to an
end in this country a few years after the com-
mission offered its recommendations.

The Heller and Paulsen experiments were
groundbreaking scientifically, and they were
conceived as having an important government
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purpose—protecting Americans engaged in
building the nation’s high-priority nuclear and
space programs. But looking back chrough the
lens of history, there appears to be an inconsis-
tency berween the way human subjects were
treated in this research and the srandards
intended to govern their treatment. Although
both Dr, Heller and Dr. Paulsen showed sensi-
tivity to some ethical issues, in both cases the
researchers themselves and some of those
charged with oversight at both the federal and
state levels did not completely live up to what
appear to have been well-understood standards
applicable to their research. In this failure chey
were no different from many if not most of their
sontemporaries. Times were changing, however,
and in the end, state officials shur down both sets
of experiments, bringing practice more into line
with the standards already on the books of some
government agencies and privare research orga-
nizations.

Among researchers who used prisoners as sub-
jects, as early as 1958 the Nuremberg Code was
recognized as a model set of rules for conduct-
ing human subject research.? It is equally clear
thar the work in the Oregon and Washingron
prisons did not carefully follow alt these rules.
Moreover, the funding agency, the Atomic
Energy Commission, had its own rules for the
conduct of research with human volunreers,
which were not fully observed in these experi-
ments. As discussed in chapter 1, in 1956 the
AEC’s Isotope Division program provided that
where healthy subjects were used for research,
they needed to be volunreers “to whom the
intent of the study and the effects of radiation
have been outlined.” A 1966 memorandum
from the AEC’s office of general counsel to the
director of the Division of Biology and Medi-
cine sheds some light on the agency’s standards
at that time, and why it had them. The specific
experiments referred to in the memo—pluto-
nium and promethium injections or ingestion—
appear not to have been carried out, but the “use
of human volunteers in experiments” is ad-
dressed in general terms. The memo calls for
“volunteer(s}” to sign a wrirten, witnessed agree-

ment attesting to their sound menral state and

free will, to their understanding of the purposes
and risks of the planned experimentarion, and

that the experiment was not being done for their
benefit. The relevant paragraph concludes:
“Assuming complete understanding and no un-
equal bargaining factors (e.g. pressure on pris-
oners to submit), such an agreement would pro-
tect against liability for unauthorized invasion
of the person.”

Finally, those attending a 1962 conference on
research using prisoners as subjects reached a
consensus on a higher standard for subject selec-

. tion and informed consent than was typically

observed in Oregon and Washington. For ex-

ample, the conferees argued thar potential pris--

oner subjects should have encugh information
to avoid their being deceived and that induce-
ments to prisonets should not be so high as to
invalidare consent.

The surviving researchers disagree somewhac
abour the genesis of the testicular irradiarion
experiments, which the available documentary
evidence does not completely resolve. Whar fol-
lows is a version based on and consistent wich
both the Heller and Paulsen accounts.

Early in 1963 the AEC held a conference in
Fort Collins, Colorado, for investigators who
were using radiation in studies of reproduction
in animals. Dr. Heller was invited. In a bedside
deposition taken after he suffered a stroke in
1976, he recounted whar happened:

The whole conference finally focused on man. A given
group at Fort Collins was working on mice and an-
other group was working on bulls, and then they con-
cluded, whar would happen to man[?] They extrapo-
lated the data from bulls or mice to man. 1
commented one day to Dr. (Paul} Henshaw, who was
then ... with the AEC, that if they were so interested
in whether it was happening to man, why were they
fussing 2round with mice and beagle dogs and canar-
ies and so on? If they wanted to know about man, why
not work on man[?}®

According to Dr. Heller, that remark stimu-
lated the AEC to solicir a research proposal from
him to study the effects of radiation on the male
reproductive system.

Dr. Paulsen, however, recalled a different sce-
nario in a 1994 interview by Comrmnittee staff ac
his office in Seattle.® He said he was invited to
the AEC’s Hanford, Washington, facility in
1962 to act as a consultant after three workers
were accidentally exposed to radiation. Like Dr.
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Heller, Dr. Paulsen had no previous experience
with radiation exposure. He said he was brought
in because of a chaprer he had written on the
testes in an endocrinology text. As a resuir of chat
expertence, Dr. Paulsen said, he became inrer-
ested in doing work on the effects of radiation
on testicular function, discussed his idea with
colleagues, and contacred the AEC to see if the
agency would be inzerested in funding his work.

Whether or not Drs. Heller and Paulsen ini-
tiated their projects separately, the pracrical re-
sult was thar both received AEC funding and
carried our their research projects during the
1960s and early 1970s in the Oregon and Wash-
ingron state prisons, respectively. Although the
two studies were very much alike in their meth-
ods and objectives, there were small differences.
They used different consent forms, different lev-
els and means of irradiation, and different sub-
ject-selection procedures.

This chaprer provides accounts of the Wash-
ington and Oregon experiments that focus on
the failure of these two research projects to live
up fully to ethical standards of their time; the
Commirtee's analysis of the risk to subjects in
the two experiments; capsule descriptions of a
number of other radiation experiments using
prisoners as subjects; and a general ethical analy-
sis of radiation experiments using prisoners as
subjects.

THE OREGON AND
WASHINGTON EXPERIMENTS

Oregon

In 1963 Carl Heller was an internationally
renowned medical scientist, a winrer of the im-
portant Ciba Prize. In the field of endocrinol-
ogy, he was a preeminent researcher, so it is not
surprising that when the AEC decided to fund
work on how radiation affects male reproduc-
tive function, they would rurn to him. He
designed a study to test the effects of radiation
on the somaric and germinal cells of the testes,
the doses of radiation thar would produce
changes or induce damage in spermatogenic
cells, the amounr of time it would take for cell
production to recover, and the effects of radia-
tion on hormone excretion.” To accomplish this

he had a machine designed and built that would
give a carefully calibrared, uniform dose of
radiation from two sides. The subject lay face
down with his scrotum in a small plastic box
filled with warm water 10 encourage the testes
to descend. On either side of the box were 2
martched set of x-ray tubes. The alignment of the
x-ray beams could be checked through a system
of peepholes and mirrors. Subjects were required
to agree to be vasectomized because of a per-
ceived small risk of chromosomal damage that -
could lead to their fathering genetically damaged
children. To carry out this work Dr. Helier was
to receive grants totaling $1.12 million over ten
years.

Mavis Rowley, Dr. Heller’s former laboratery
assistant, whe was interviewed by Advisory

. Commitree staff in 1994, said that the AEC “was

looking for a mechanism 0 measure the effect
of ionizing radiation on the humanbody. . . .”
She said testicular irradiation was promising
because the restes have “a cell cycle and physi-
ology which allows you to make objective mea-
surements of dosimetrv and effect withourt hav-
ing to expose the whole body to radiation.”

Airthough official documentation is fragmen-
tary, it is clear from other evidence such as
interviews and contemporary newspaper articles
that the concerns cited above—warker expo-
sures, porential exposures of the general popu-
lation as a result of accidents ar bornb blasts, and
exposures of astronauts in space—were of inrer-
est to the AEC.

In the case of the astronauts, the National
Aeronautics and Space Administration has been
able o find no evidence of direct involvemnent
in Dr. Heller's project. Yer Ms. Rowley remem-
bers with clarity that NASA representatives, even
astrenaurs themselves, atrended meerings with
their research team. In her 1994 interview, she
said, “NASA was also very interested in this.
. .. There was a section of acrivity which was
devoted to what effect would the sun flares and
so forth, which give out significant radiation
have on the astronauts. And so there were meet-
ings that went on which actually included some
of the astronauts artending them. . . .” Rowley
explained that the astronauts were concerned
that reduced restosterone production might
make them lose muscle function, which could
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compromise their mission, bur, belying the com-
ment of the colonel in the 1949 nuclear-powered
airplane meeting who said thar crewmen were
concerned abour anything physically harmful,
she said they seemed altogether unconcerned
“about their own health.” During his 1976
deposition, Dr. Heller remarked: “What we
would like to supply the medicai community
with is what happens when you give conzinual
very small doses such as might be given to an
astronaut.”'® Moreover, in 1965, Dr. Heller
served as 2 consultant to 2 Space Radiation Panel
of the National Academy of Sciences-Nationai
Research Council. And finally, Harold Bibeau,
an Oregon subjecr, recalls that Dr. Heller told
him when he signed up for the program that
" NASA was interested in the resulgs. 1!

Ac the time the Oregon experiment got under
way, using prisoners as research subjects was an
accepted pracrice in the United Scates. And in
this particular study Oregon law was interpreted
by state officials as permitting an inmate to give
his consent to 2 vasectomy, which they appear
to have seen as analogous tw consenting 1o
becoming an experimental subject. However,
important ethical concerns of today such as bal-
ancing risks and benefits, the quality of informed
consent, and subject-selection criteria appear, on
the whole, not to have been carefully addressed
or not addressed ar all by the investigators or
those responsible for oversight,

With respect to the health risks associated
with the testicular irradiations, there was very
lirtle refiable “human” informarion at the time
abour the long-term effects of organ-specific
testicular exposure to radiation. Hiroshima and
Nagasaki bomb data, however, which of course
were not organ specific, suggested thar the like-
lihood of inducing cancers with the amount of
radiation Dr. Heller planned to use was small.
By way of comparison, today’s standard radio-
therapy of the pelvis, for prostate cancer for
example, often results in doses to the testicles in
the ranges encountered in chese experiments.

So what did Dr. Heller tell subjects abour the
chronic risk? The answer appears to have been
nothing in the early years and, later on, perhaps
a vague reference to the possibility of “tumors”
but not cancer. In a deposition taken in 1976 a
subject named John Henry Atkinson said he was

never told there was a possibilicy of getting can.
cer or any kind of tumors as a result of the res
ticular irradiation experiments. Other subjects
deposed in 1976 also said they had not been
warned of cancer risk, and when asked by one
subject about the potential for “bad effects.” D,
Heller was reported to have said, “one chance
in a million.”'2 When asked in his own deposi-
tion what the potential risks were, Dr. Heller

said, “The possibility of tumors of the restes.”
In response to the question “Are you talkin

abour cancer?” Dr. Heller responded, “I didn't
want to frighten them so | said tumor; may
have on occasion said cancer.”13

The acute risks of the exposures included skin
burns, pain from the biopsies, orchitis (testicu-
lar inflammation) induced by repeared biopsies,
and bleeding into the scrotum from the biop-
sies. Using consent forms and depositions as a
basis for determining what the subjects were
told, it appears that they were adequately
informed about the possibility of skin burns;
sometimes informed, bur perhaps inadequately,
about the possibility of pain; informed about the
possibilizy of bleeding only from 1970 on; and
never informed of the possibility of orchitis.

As far as the quality of consent is concerned,
the evidence suggests that many if not most of
the subjects might not have appreciated that
some small risk of testicular cancer was involved.
It is also not clear thar all subjects understood
thar there could be significant pain agsociared
with the biopsies and possible long-term effects.

In selecting subjects, Dr. Heller appears to
have relied on the prison grapevine to get our
the word about a project he apparently believed
the Atomic Energy Commission did not want
publicized. In a 1964 memorandum he was
paraphrased as saying “at Oregon State Peniten-
tiary, the existence of the project is practically
unknown.”* In a 1966 letter to the National
Institutes of Health describing the review pro-
cess at the Pacific Northwest Research Founda-
tion, a respected, free-standing research center,
Dr. Heller and two colleagues wrote that “che
inmates are well informed by fellow inmates
regarding the general procedures concerned (i.e.,
collecring seminal samples, collecting urines for
hormone studies, submitting to testicular biop-
sies, receiving medicarion orally or by injection,
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and having vasecromies . . . )."*3 If the volun-
teers were healthy and normal they were
accepted for a trial period during which they
donated semen samples. If all went well, in a
matter of weeks they were accepted into the
radiation program, as long as the prison’s Ro-
man Catholic chaplain certified that they were
not Roman Catholics—because of the church’s
objection to their providing masturbared semen
samples—and they could pass what appears to
have been a cursory psychclogical screening
designed to ensure they had no underlying
ob;ecnons to the requlrcd vasectomy. A copy of
a form titled “Psychiatric Examination” pro-
vided by Harold Bibeau and signed wich the
initials of the examining psvchlamst WHC for

Williarmn Harold Cloyd_. savs tn full:

- 11—4-64 Seen for Dr. Heller—Never married, quite
: vague abour furure. Feels he doesn’t want children—
shouldn't have any. [ agree. No contraindication to
sterilization.

As far as potential hezlth benefits to the sub-
jects are concerned, there were none, and the
inmares who volunteered for the research were
told so. The benefits were in the form of finan-
cial incentives. A review of applications for Dr.
Heller's program, and depositions of prisoners
who sued Dr. Heller, various other individuals,
and the state and federzl governments for viola-
tion of their rights, clearly indicares that money
was in most cases the most important consider-
ation in deciding to voluateer, In prison indus-
try inmates were typically paid 25 cents 2 day,
For participating in the Heller program they
received $25 for each testicular biopsy, of which
most inmates had five or more, plus a bonus
e when they were vasectomized ar the end of the
program, which appears ro have been an addi-
tional $25. Some inmates indicated that they
were grateful for an opportunity o perform a
service to society. An obvious ethical questlon
is whether the money constituted 2 coercive of-
fer to prisoners.1¢

During the course of his study between 1963
and 1973 Dr. Heller irradiated sixty-seven
inmates of the Oregen State Prison. Nomi-
nally, three institutions had some oversight
responsibility for Dr. Heller's work—che
Oregon Department of Corrections, the Atomic
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Energy Commission, and the Pacific North-
west Research Foundarion, where Dr. Helier was
emploved. Pracrically speaking, however, it
appears that Dr, Heller condusted his research
independently. As an example of his indepen-
dence, as recounted by Ms. Rowley, the AEC
requested that Dr. Hel]er begin irradiating sub-
jects at 600 rad and work upward, bur he refused
and in the end ser 600 rad as an upper limic.'7
(Itis not clear whether Dr. Heller was concerned
about risk to the subjects’ health or other re-
search criteria.) Dr. Heller also was 2 member
of the commirree at Pacific Northwest Research
Foundation that had responsibil ity for overses-
ing his research, giving him a voice in the over-
sight process. Th:s commirtee was authorized
under a foundation regularion ticled “Policy
and Procedures of the Pacific Northwest Re-
search Foundation With Regard to Investiga-
tions Involving Human Subjects.” In a section
on ethical pol;c", the document savs: “Since
1958 the investigators of this Foundarion have
conducred all research under the ethical provi-
sions of the Nuremburg {sic] Code, modified ro
permit consent by pareats or fegal guardians.”!8
In January 1973, in a rapldlv changing
research ethics environment, the Oregon i rad-
fations were terminated when Amos Reed,
administrator of the Corrections Division, or-
dered all medical experimentation programs
shur down essentially because he concluded
that prisoners could not consent freely o par-
ticipate as suc;e”ts It is not known exactly what
was behind the tming of Reed’s decision, bur
according to Oregon Times Magazine, he had
recently read Jessica Mitford’s article in the

Azlantic Monthly citled “Experiments Behind .

Bars” and an arricle in The (Portland) Oregonian
headlined “Medical Research Provides Sourcg of
Income for Prisoners.”"? .

In 1976, a number of subjects filed lawsuirs
effectively alleging poorly supervised research
and lack of informed consent. In their deposi-
tions they alleged among other things that pris-
oners had sometimes controlied the radiation
dose to which they were exposed, that an inmare
with a grudge against a subject filled a syringe
with water mstead of Noveeszin, result;nc ina
vasectomy performed without anesrheuc, and
that the experimental procedures resuited in
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considerable pain and discomforr for which they
were not prepared.”® These suits were settled our
of court in 1979. Nine plaintiffs shared $2,215
in darnages.?!

For the last tweney years all efforts to put in
place 2 medical follow-up program for the
Oregon subjects have been unsuccessful. Dr.
Heller and Ms. Rowley explicitly favored regu-
lar medical follow-up. During the period
berween 1976 and 1979, the pending lawsuits

might have been the reason for the state’s reluc- .

tance to initate a follow-up program, but it is
less clear why during other periods such efforts
have also failed. Two possible reasons suggested
by state officials are the cost of such a program
and the difficuity of finding released convicts.
Other possible reasons are that a follow-up pro-
gram would not provide a significant heaith
benefit to former subjects and chat it would not
provide significant new scientific knowledge.
According to Tom Toombs, administrator of the
Corrections Division of the State of Oregon at
the time of the lawsuits, the Corrections Divi-
sion wrote to the AEC’s successor (the Energy
Research and Development Administration) in
eatly 1976 recommending medical follow-up for
the subjects. Mr. Toombs said there was no
record of a response to this request.?2 In 1990,
James Ruttenber, an epidemiologist at the Cen-
ters for Disease Control, designed a follow-up
program for Oregon, but it has not been imple-
mented. In an interview with Advisory Commiz-
tee staff, Dr. Ruttenber said state officials told
him that Oregon does not have sufficient funds
to carry out his plan.??

Washington

C. Alvin Paulsen was a student of Carl Heller at
the University of Oregon in the late 1940s, and
in the early 1950s he was a fellow in Heller's lab.
Bur by 1963 he was ready to direct a substantial
research program on his own. His chance came
when he was called ro Hanford to consult on an
accidental radiation exposure of three workers.

The upshor of this experience was a $505,000
-~ grant from the Atomic Energy Commission to
study the effects of ionizing radiation on testicu-
lar function. Dr. Paulsen remarked in the 1994
interview with Advisory Committee staff chat

the main research questions he was trying o
answer were what would constitute “a reasonably
safe dose” of ionizing radiation to the testes as
well as what dose “would cause some change in
sperm production and secondly, to determine
the scenario of recovery.” He recalled 2 1962
letzer to the Washingron State Department of
Institutions in which he wrote that he would like
to find out “the maximum dose of radiation that
would not alter spermatogenesis” and “the maxi-
mum dose of radiation that affects spermatoge-
nesis, but only temperarily.” Dr. Paulsen said
ina 1995 telephone interview, however, that for
reasons he can no longer remember, he limited
dosage to 400 rad, not enough to test a maxi-
mum-dose thesis. 26
In the 1994 interview, Dr. Paulsen said:

When I recognized a tremendous void of information
relative to human exposure, and space travel had
started and there was the question of solar explosions
and ionizing radiarion exposure in space, the nuclear
power plants were going in then, a few men through-
out the world were exposed . . . I then contacted the
Atomic Energy Commission to determine . . . whether
they would entertain receiving an application.??

Obviously, Dr. Paulsen too was interested in
the space applications of his research. In 1972
fie and a colleague published their work ticled
“Effects of X-Ray Irradiation on Human Sper-
matogenesis” in the proceedings of the National
Symposium on Narural and Manmade Radia-
tion, a NASA-sponsored symposium. And
Dr. Paulsen said that when he explained his
research to potential subjects, one of the things
he referred to was concern abour exposures
in space.?® An August 1, 1963, articlein the
Oregonian abour the Washington experiments
said, “Although one of the primary benefits of
the research will be in space exploration, the
findings are also expected to be of value to an
atomic industry where an occupational hazard
might exist.”??

One major difference between the Heller and
Pauisen projects was that from the ourset Dr.
Paulsen planned to eventually move from x FaYs
to neutron irradiation, which, among other
things, is more analogous than x rays with the
radiation encountered in space.® A neutron gen-
crator was purchased, calibrated, and shielding



was developed. However, the work rook vears to
complete, and this part of the research was never
carried out. Dr. Paulsen has expressed the belief
on a number of cccasions that one reason his
prOJcct was terminated by the state of Washing-
ron in 1970 was concern about the p0551bly
greater risks of exposing subjects to neutrons.
Another difference was that Dr. Paulsen used a
standard General Electric x-ray machine, which
he says he believed would deliver as precise and
well-targeted a dose of radiation as Dr. Heller's
specially designed machine.?!

Stilt another difference was that at a certain
stage of the Washingron study, Dr. Pavlsen
used the prison bulletin board to advertse for
volunteers. Under the headline “Subject: Addi-
tional Volunteers for Radiation Research
Project,” a notice said in part:

The projecr concerns effects of radiation on human
testicular functon and the results of the project will
be urilized in the safety of personnel working around
atomic steam plants, ete. . . . [tis possible that those
men receiving the higher dosages may be temporarily,
ar even permanently, sterilized. It should be under-
stood thar when sterilized in this manner, a man sll
has the same desires and can still perform as he always
has. . .. Submir to surgical biopsy. (This is a simple
procedure performed under local anesthesia. Itis not
a very painful procedure.)??

According to a March $, 1976, report pre-
pared for Ehen Governor Daniel J. Evans by
Harold B. Bradley, direczor of Washingten
stare’s Adulr Corrections Division, neither Dr.
Paulsen’s 1963 outline of his research project nor
the Novernber 1964 announcement to lnmates
mentioned a requirement to underge a vasec-
tomy at the end of the experiment to ensure thar
subjects would not father genetically damaged
children.3® Dr. Paulsen said he did not recall
precisely when in the recruitment process-the
vasectomy requirement was conveyed to sub-
jects, but he pointed out that once it was they
had the option of dropping out of the project
without penalry.?

Dr. Paulsen’s review process and consent pro-
cedures are less well documenred than Dr.
Heller’s, but he says his research application,
inciuding provisions for subjecr selection and
consent, was approved by whar he described as
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a “human experimentation committee” at the
University of Washington. He said the process
was “very informal,” noting that it was done over
the phone. Paulsen added that “somewhat later”
his work was also reviewed by a “radiation safery
committee.”* His recollection of both processes
is vague. The minures of a December 10, 1969,
meeting of a University of Washingron Research
and Clinical Investigations Committee at the
U.S. Public Health Service Hospital in Seattle
includes a recommendation that Dr. Paulsen’s
consent form be modified to indicarte that “a risk
of carcinoma of the restes exists although it is
extremely small.”* According to Mr. Bradley’s
report, his department’s records show that Dr.
Paulsen’s project was reviewed and approved on
two occasions~—March 1963 and June 1966—
by the University Hospital Clinical Investigation
Committee. The report shows no state Depart-
ment of Institutions review unril mid-1969.57
The Bradley report and related correspon-
dence from 1970 show thart at that time some
state officials had a sharp concern for research
thics. In mid-1969 a review of all experimen-
tation in the prison system was undertaken by
Dr. Audrey R. Holliday, chief of research for the
Department of Institutions. At chis time Dr.
Holliday took steps to temporarily halt the
irradiation phase of the project. After investigat-
ing the origins of Dr. Paulsen’s research, Dr.
Holliday asked the University of Washington to
conduct a new review of the study, emphasizing
her concern abour the state’s respensibility o
safeguard human rights. The university stood by
its initial findings allowing the research to con-
tinue, although at abour the same time it turned
down Dr. Paulsen’s request to move into the
neutron-irradiation phase of his project.?®
Dr. Holliday then debated the issue wich Dir.
William Conre, director of the Department of
Institutions, who was disposed to allow the
project to continue. On March 18, 1970, she

wrote a letter to Dr. Conte noting,

. .There is no question but what the Federal Gov-
ernment has made considerable investmenc in this
project. The Federal Government, however, as a read-
ing of any newspaper will show, has supported a num-
ber of projects over which there have been many
moral-ethical questions (both large and small) raised,
e.g., nerve gasses, toxins, erc. | remind you thar the
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Federal Government is not responsible for the care,
safety and safeguarding of human rights of popula-
tions under the purview of the Department of Insti-
tutions. This is 2 responsibility we must discharge,
regardless of the amount of money thar the Federal
Government is willing to invest in a project. . . .

There is no doubt bur what the prison setting is an

ideal serring for this type of research. . . . I suppose
concentration camps provided ideal setrings for the
research conducted in them. . . . If, in fact, non-

inmates were to volunreer in the subsrantial numbers
of persons Dr. Paulsen needs, then [ would have [ess
qualms about offering up a captive popularion for this
research, L.e;, I would have some evidence, assuming
the volunteers were, in fact, normal, that non-captive
populations might make the same decision as 2 cap-
tive population. . . .

T'am noc against high risk research. I have engaged in
some myself. I am not against federaily sponsored
research. I have engaged in some myself. However,
the risk should be commensurate with the probable
benefits to be received by the population or others iike

it to follow. I don't think we can argue thar in this |
g

case.

Neither am I opposed to use of a prison population
on a volunteer basis for research projects that may not
be of direct benefit to the population, but which are
of clear benefir to sociery or mankind. I don’t chink
we can argue that in this case either,®

Dr. Holliday also argued that the study should
have been done on “lower order primates” and
thar if the state allowed Dr. Paulsen’s study to
continue jt would forfeit its right to speak out
on behalf of human righes relating o future
research proposals.®?

While favoring continuation of Dr. Paulsen’s
research, Dr. Conte 2uthorized a review by the
Department of Institutions's Human Rights
Review Committee. The committee recom-
mended that the study be shut down, noting that
the Paulsen project “seems clearly inconsistent
with the standards laid down by the Nuremberg
Code” for the protection of human subjects with
respect 1o freedom of choice and consent. The
recommendation went on to say that “within the
context of Dr. Paulsen’s project, it is largely
irrelevant whether or not 2 yolunteer declares his
‘desire to undergo vasectomy’ since there is no
assurance that his real reasons would be ethically-
morally acceptable or that his reasons (whatever
they may be) will stand the test of reality after
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release.” It specified thac the money paid for
participation and the expectation of privileges,
“real or imagined,” could consticute undue
inducements. 4!

This review, according to the reporrt, “recom-
mended that Dr. Paulsen’s request for continu-
ation of his study be rejected as it was found
to be inconsistent with standards for the pro-
tection of the individual as a research subject,
The essential issue raised by departmental per-

* sonnel was that of informed consent.” On March
23, 1970, Dr. Holliday wrote to Dr. Paulsen
to inform him that his project was over.22 The
Bradley report added that “so far as is known ro
departmental personnel, no ill effects have been
reported by subjects of the experiments.”® [
1994, however, a former Washingron stace
inmate named Martin Smith told Karen Dorn
Steele of the Spokane Spokesman-Review thar
ever since participating in the experiment he has
suffered testicular pain.® Dr. Paulsen notes,
however, thar Smith was 2 control and therefore
not actually irradiated, although he did have one
testicular biopsy,**

There has been less debate than in Oregon on
the subject of medical follow-up. This may be
in part because Dr. Paulsen has taken the posi-
tion, based on his conversations with inmates,
thar the subjects of the Washington experiments
want their privacy protected, and he has refused
to disclose their names. A December 1975 AEC
memorandum from Nell W. Fraser, a gov-
ernment contract administrator, to Oscar J,
Bennett, director of the Contracts and Procure-
ment Division, paraphrases Dr. Paulsen as say-
ing thar a follow-up program was not medically
indicated and “a follow-up program would be
harmful because most of the prisoners wish to
disassociate themselves with the prison experi-
ence.” According to the memorandum, Dr.
Paulsen also noted thar his medical malpracrice
insurance would apply in the event that liriga-
tion resulted from his radiation study.¥” In
recent years, however, a handful of former sub-
jects have rold reporters such as Karen Dorn
Steele that they would like 1o be followed up.*
In late 1994 state officials said they would seek
federal funds te carry our a follow-up program
or ask the Department of Health and Human
Services 1o mount such a program.
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The Advisory Commitree conducted its own
analysis of the risks incurred by the Oregon and
Washington testicular irradiation subjects based
on a 600-rem dose, which was the maximum
testicular exposure of any subject in either state.
For purposes of this analysis we assumed that the
testicles have average radiation sensitvity; that
there is 2 linear relationship between cancer inci-
denceand dose, and that there is 5 linear relation-
ship beoween the risk of cancer and the amount
of tssue exposed. Using these assumptions, we
caleulated thar it would take more than double
the dose received by any prisoner-subject ro vield
an effective dose of 1 rem. This means that the
predicted increase over the expecred cancer rate
for the individuals who received the greatest
exposure would be less thar four-hundreths of
1 percent. For those who recetved smaller doses
of radiation, the risk would, of course, be smaller,
w00.%

OTHER RADIATION
EXPERIMENTS

There 1s no comprehensive list of radiation
experiments with prisoners as subjecrs, burin the
course of the Advisorv Commirtee’s historical
research a handful of such experiments other
than those in Oregon and Washingron has been
identified. In many cases there is only fragmen-
tary information available. which the Commir-
tee has not always been able o verify. To pro-
vide a sense of what else might have been going
on at the rime {(which may or may not have been
representative), consider the following:

* Aformer prisen administrator in Utah has
confirmed that experiments were con-
ducted on prisoner subiects in the late
1950s or early 1960s in which blood
appears to have been removed, irradiated,
and rerurned 1o the body. Prisoners at the
time who were interviewed by the Deserer
News, 2 Salt Lake Ciry newspaper, said they
believed that about ten prisoner-volunteers
were studied in this way. One subject said,
“They rold us nothing abour the tests. They
justsaid itwouldn’t bother us.” In 2 1959

confidentiai report to the president of the

University of Utah, Lowell A. Woodbury,
the radiological safery officer said: “One
group of medical experimenters with au-
thorization for human experimentation
was administering isotopes to volunteers ar
the state prison. This was in direct viola-
tion of the rerms of their license and while
not an extremely serious violation was apt
to result in a citation {from the Aromic
Energy Commission].”s!

Experiments were conducted at the Medi-
cal College of Virginia in the early 19505
under the sponsorship of the Army and
possibly the Public Health Service using
radioactive tracers. The goal was to study
the life cycle of red blood cells. As dis-
cussed in more detail in chaprer 13, Dr.

Evererr I. Evans, in a letter to the super- -

intendent of the state penitentiary, quoted
from a letter from Colonel John R. Wood
of the Army surgeon general's office,
which provided thar no information re-
lated to research being conducted for the
Army surgeon general be released without
review by the Public Informartion Office
of the Defense Department. Dr. Evans
said the reason for this was that “the prob-
lem of the use of prisoner volunteers is not
vet clarified.”?

During the 1960s “prison volunteers” in
the Colorado State Penitendary were used
as subjects in an experiment designed to
determine the survival time and characrer-
istics of red blood cells during periods of
rapid red cell formation and during peri-
ods of severe iron deficiency. Red cells
transfused into normal recipients were
tagged with either radioactive iron or radio-
active phosphorus.®® In a 1976 report on
the study, which used five subjects, the in-
vestigators wrote:

The rights of the prisoners were respected in
conformance with the Helsinki Declaration of
the World Health Organization and the Nur-
emberg Code. Approval was obrained from the
Governar, Attorney General, and Directer of
Institutions of the State of Colorado, the war-
den and psychiarrist of the Colorado Srate
Penitentiary, and the nearest of kin of each vol-
unteer.54




e T T T e Sk

It is not clear from this publication or other
documents available to the Committee pre-
cisely what use was made of the principles
stated in the Nuremberg Code and the
Declaration of Helsinki in obtaining the
consent of the prisoner-subjects in this ex-

- periment. However, if the investigarors did
accept Nuremberg and Helsinki as stan-
dards for consent in the 1960s it adds
weight to other evidence (for example, the
citation of Nuremberg by the Human
Rights Review Commircee of the Depart-
ment of Institutionsin the Washington tes-
ticular irradiacion experiment) thar these
standards were considered relevanr to re-
search on prisoners in the 1960s.

* Other federally sponsored experiments on
prisoner volunceers appear to have been
conducted in Pennsylvania (Holmesburg
State Prison, the effects of radiation on
human skin), Oklzhoma {Oklahoma State
Penitentiary, routine metabolic studies of
experimental drugs using eracer amounts of
radionuclides}, Illinois {Statevilie Prison,
measurements of radium burden received
from drinking water), and California (San
Quentin, tracking movement of iron from
plasma to red blood cells using a radioac-
tive marker),5?

HISTORY OF PRISON
RESEARCH REGULATION

Dr. Paulsen reported in'a recent interview thar
he had “asked a fot of people” in 1963 about the
use of prisoners as research subjects. He went on
to say that at that time “no one said no” to the
use of such subjects in his research. However, Dr.
Paulsen explained in the same intérview that he
had started to sense a shift in public opinion
around 1970. In particular, he pointed to com-
ments critical of prison experimentation that he
had heard at 2 New York Academy of Sciences
conference, “New Dimensions in Legal and
Echical Concepts for Human Research,” which
he attended in the spring of 1969.5 Of course,
we cannot rely solely on Dr. Paulsen’s recollec-
tions to provide historical context for experi-
ments in which he was so intimately involved—
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and which have now become controversial. But
ample evidence suggests that Dr. Paulsen was
essentially correct in his impression that testicu-
lar irradiation experiments in Washington and
Oregon bridged a transitional period in the his-
tory of human experimentation generally and
particularly in the history of experimentation in
American prisons.

. Isolated incidents of prison-based research

before World War I1 formed the foundarion for
a practice that would become firmly embedded
in the strucrure of American clinical research
during World War I1. Perhaps the most signifi-
cant wartime medical research project in which
American scientists employed prisoners as
research subjects was centered in Illinois’s
Stateville Prison. Beginning in 1944, hundreds
of lilinois prisoners submitred to experimental
cases of malaria as researchers attempted co find
more effecrive means to prevent and cure tropi-
cal diseases that ravaged Allied forces in the
Pacific Theater.” In 1947, a committee was es
tablished by the governor of Illinois to examine
the ethics of using state prisoners as research sub-
jects. The commitree was chaired by Andrew Tvy,
a prominent University of Illinois physiologist
and the chief expert witness on medicai ethics
for the prosecutors at the Nuremberg Medical
Trial, where prison research was a salient topic
(see chapter 2), The committee pronounced the
wartime experiments at Stareville Prison “ideal”
in their conformity with the newly adopred rules
of the American Medical Association concern-
ing human experimentation. The AMA rules,
which Ivy had played a key role in developing,
included provisions stipulating voluntary con-
sent from subjects, prior animal experimenta-
tion, and carefully managed research under the
authority of properly qualified clinical research-
ers.”® Perhaps most significantly, the findings of
Ivy’s committee were announced to the Ameri-
can medical community when the group’s final
report was reproduced in the Journal of the
American Medical Association.?® The appearance
of this report in the nation’s leading medical
journal both represented and reinforced the
sentiment that prison research was ethically
acceptable.

Publicly aired assertions that experimentation

on prisoners relied on exploitation or coercion
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were extremely rare in the United States before
the late 1960s. One criticism of medical research
behind bars did, however, emerge with some
frequency: prisoners who participated in research
were somehow escaping from their just measures
of punishment. Inmates were usually offered
rewards in exchange for their scientific services,
ranging {rom more comfortable surroundings,
to cash, to early release, Perhaps the most pow-
erful statement of the concern that convicts
should nos receive special treatment because they
had participated in an experiment came from the
AMA. In 1952, this organization formally ap-
proved a resolution stating its “disapproval of the
participation in scientific experiments of persons
convicted of murder, rape, arson, kidnapping,
treasorn, or other heinous crimes.” The AMA was
alarmed that some such criminals “have not only
received citations, put have in some instances
been granted parole much sooner than would
otherwise have occurred.”® {In the Oregon tes-
ticular irrzdiation experiments it appears that
this recommendation against using inmates
accused of “heinous crimes” was not always
observed.)

It should be noted thart the use of prisoners as
research subjects seems to have been a uniquely
American pracrice in the years following World
War II. The large-scale successes of prisen
experimentaticn during World War [I—and the
authoritative pronouncement of the Ivy Com-
mitree thar prison research rowld be conducred
in an ethical fashion—seem to have given the
practice a kind of momentum in this counrry
that it did not have elsewhere. In other countries
it seems that the first clause of the Nuremberg
Code was interpreted to preclude the use of pris-
oners in experimentation.®! This clause begins
with the assertion that the only acceprable
experimental subjects are those who are “so situ-
ated as 1o be able to exercise free power of
choice.”

Itis difficulr to overemphasize just how com-
mor the practice became in the United Stares
during the poscwar years. Researchers employed
prisoners as subjects in a multitude of experi-
ments that ranged in purpose from z desire to
understand the cause of cancer to a need to test
the effects of a new cosmetic. After the Food and
Drug Administration’s restructuring of drug-

testing regulations in 1962, prisoners became al-
most the exclusive subjects in nonfederaily funded
Phase | pharmaceutical trials designed to test the
toxicity of new drugs. By 1972, FDA officials
estimared that more than 90 percent of all inves-
tigational drugs were first tested on prisoners.®?

It appears that throughout the history of
medical experimentation on American prison-
ers many inmates have valued the opporrunity
o participate in medical research, One must
quickly add rthar such an observation points o
the paucity of opportunities open to most pris-
oners. The common perceprion among inmates
that parricipating in a medical experiment was
a good opportuniry has had an important im-
pact on the racial aspects of prison experimen-
tarion. Because of the large numbers of African-
Amerjcans in prison (and cthe overt racial
exploitation of the noterious Tuskegee svphilis
study, in which black men with syphilis were
observed but not treated), it might be assumed
that minorities predominated as research sub-
jects in prisons. The opposite has generally been
true; white prisoners have usually been overrep-
resented in the “privilezed” role of research sub-
ject. In most prison studies before and during
World War II, it seems that all of the research
subjects were white.®® In 1973, the National
Commission for the Protection of Human Sub-
jects of Biomedical and Behavioral Research
carefully examined the racial composition of the
research subjects at a prison with a major drug-
testing pregram. The commission found that
African-Americans made up only 31 percent of
the subject population, while this racial “minor-
ity” formed 68 percent of the general prison
population.®

The shift in public opinion against the use of
prisoners as research subjects, which began in the
late 1960s, was no doubrt tied ro many other
social and political changes sweeping the coun-
try: the cjvil rights movement, the women's.
movement, the patients’ rights movement, the
prisoners’ rights movement, and the general
questioning of auchority associated with the anti-
Vietnam War protests. Bur, as has been common
in the history of human experimentration, scan-
dal galvanized public attention, brought official
inquiry, and resulted in significant change. A
major scandal in prison experimentation came
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when the New York Times published 2 front-page
article on July 29, 1969, derailing an echically
and scientifically sloppy drug-testing program
thata physician had established in the state pris-
ons of Alabama.®® Even more sensational was
Jessica Mitford's January 1973 Atlansic Monthly
article. In this article, Mitford portrayed experi-
mentation on prisoners as a practice built on
exploitation and coercion of an extremely dis-
advantaged class.% When the article reappeared
later in 1973 as a chapter in her widely read book
critiguing American prisons, she had come up
with an especially provocative and suggestive
title for this section of the book: “Cheaper than
Chimpanzees.”” Mitford, and most of the grow-
ing number who condemned experimentation
on prisonérs during the 1970s (and after), of-
fered two arguments against the practice. First,
prisoners were identified as incapable of offer-
ing voluntary consent because of a belief that
most (some argued, 4/} prisons are inherencly
coercive environments. Another line of argu-
ment was based on a principle of justice that
stipulated that one class—especially a disadvan-
taged class such as prisoners—should not be
expected to carry an undue burden of service in
the realm of medical research. ‘

A few months after the publication of Mit-
ford’s article, Senator Edward M. Kennedy
of Massachusetts held hearings to investigare
human experimentation. Kennedy was primars-
ily fired into action by the revelations of che
Tuskegee syphilis study, which made headlines
in 1972, buzt he devoted one full day of his hear-
ings to the issue of prison experimentation.®
The chief outcome of Kennedy’s hearings was
the formation of the National Commission for
the Protecrion of Human Subjects of Biomedi-
cal and Behavioral Research, which, among
other topics, was specifically charged with inves-
tigating experimentation on prisoners (see
chapter 3).

The eleven commissioners, including Adviory
Committee member Patricia King—with the
assistance of twenty staff members—gachered a
wealth of data on prison medical research, made
site Visits to prisons, held extensive public hear-
ings, and engaged in long debates among them-
selves.®? After their deliberations, the commis-
sion concluded that it was “inclined roward

protection as the most appropriate expression of
respect for prisoners as persons.””® But the com-
mission did not call for an absolute ban on the
use of prisoners in medical research. A steadfast
minority on the commission held o a belief thar
prisoners should not arbitrarily be denied the
opportunity to participate in medical research.

~ An excursion to the Seate Prison of Southern

Michigan, where Upjohn and Parke-Davis phar-
maceutical companies had cooperatively buils
and maintained a large Phase [ drug-testing
facility, served to reinforce the opinions of this
contingent. In candid conversations with the
visiting commissioners, randomly selected
inmates spoke in convincing terms abour their
support for the drug-testing program in the
Michigan prison.”

The commission’s final reporr reflected this
hesitancy to call for a complete halt to the use
of prisoners in nontherapeutic experimentation.
The commission recommended that prisoners
could be considered ethically acceprable experi-
mental subjecrs if three requirements were sat-
isfied: (1) “the reasons for involving prisoners
in ... research [were] compelling,” (2) “the in-
volvement of [the] prisoners . . . satisfie(d] con-
ditions of equity,” and (3) subjects lived in a
prison characterized by a great deal of “open-
ness” in which a prisoner could exercise a “high
degree of voluntariness.” The final requirement
involved a detailed prison accreditation scheme
intended to ensure the possibility of voluntary
consent.”?

‘The National Commission derived its pri-
mary power from the fact that the secrerary of
the Department of Healch, Education, and
Welfare (DHEW) was legally compelled to
respond to the commiission’s findings and to jus-
tify the rejection of any commission recommen-
dations.” Joseph Califano, DHEW secretary in
the Carter administration, spent nearly a year
formulating his response regarding the use of
prisoners in medical research. Califano explored
the possibility of an accrediration scheme as sug-
gested by the commission. However, in a letter
to the commission, Califano reported that the
American Correctional Association, “the one
currently qualified [prison] accrediting organi-
zation,” had no inrerest in “accrediting correc-
tional institutions as pesformance sires for medi-
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cal research.” “On the contrary,” Califano went
on to explain, the ACA had recently decided ic
“would not fully accredir any institution which
permirted research on prisoners.”” After his in-
terchange with the ACA, Califano ultimately
decided to issue regulations thar, for almost ail
intents and purposes, brought an end to feder-
ally funded nontherapeuric medical research in
American prisons.”?

In the interest of uniform federal regulations,
Secretary Califano also “directed” the FDA 1o
issue similar rules governing the use of prison-
ers In “research that the FDA accept[ed] to sat-
isfy its regulatory requirements.”” The FDA
published final rules in the spring of 1980 thar
were intended, on the planned effective date of
June 1, 1981, to eliminarce prisons as acceptable
sites for nontherapeutic pharmaceutical test-
ing.”” However, in Julv of 1980, almost a vear
before the FDA’s regulations were scheduled to
take effect, a group of prisoners at the State
Prison of Southern Michigan filed suit against
the federal government. These inmates claimed
that the impending FDA regulations threatened
o violate their “right” to choose participation
in medical research. The case was settled out of
court when FDA attorneys decided to reclassify
the agency’s prison drug-testing regulations as
“indefinitely” stayed. The FDA’s regularions still
exist in this bureaucraric limbo.”8

Bur even before the FDA issued its proposed
regulations on the use of prisoners in drug test-
ing, pharmaceurical companies had already
largely abandoned a practice that had been so
widespread only a few years earlier. Most signifi-
cantly, pharmaceurical researchers, along with
other medical scientists, had discovered that
sufficient numbers of experimental subjects
could be found beyond prison walls. Students
and poor people proved to be especially viable
alternative populations from which to draw par-
ticipants for nontherapeutic experiments—if the
cash rewards were sufficient. The growing con-
troversy surrounding the use of prisoners as
research subjects, combined with the realizarion
that they could find enough alternare subjects
for their needs, led drug companies to make
decisions that were based not so much on ethics
as expediency. The comments of an administra-
tor associated with an Eli Lilly testing operation

7

b

at an Indiana prison are revealing and provide a
fiting conclusion to this brief historical analysis:
“The reason we closed the doggone thing down
was that we were getting oo much hassle and hear
from the press. It just didn’t seem worth it.””

ETHICAL CONSIDERATIONS

It is quire clear that ali of the radiation experi-
ments thar have come to the Advisory Com-
mittee's attention in which prisoners were em-
ployed as research subjects would have been in
violation of federal standards as they exist today.
Federal regulation stipulates an extrernely lim-
ited range of permissible medical research in
prison populations. Only four types of investi-
gations can currently receive approval: {1} low-
risk studies of “the possible causes, effects, and
processes of incarceration, and of criminal be-
haviar”; (2) low-risk studies of “prisons as insti-
tutional structures or of prisoners as incarcer-
ated persons”; (3) “research on conditions
particularly affecting prisoners as a class (for
example, vaccine trials and other research on
heparitis which is much more prevaient in pris-
ons than elsewhere . . .)"; and (4) research that
has “the intent and reasonable probability of
improving the health or well-being of the sub-
ject.” Almost cerrainly, none of the various
episodes of radiation research on prisoners
treated in this chaprer would have fallen into
any one of these categorjes.

But as noted above, widespread concern about
coercion and exploitation of prisoner-subjects—
which brought about these restrictive federal
regulations—arose relatively recently in this
country. For the period before roughly 1970, it
is almost cerrainly unfair to condemn, in retro-
spect, a research project as inethical solely because
researchers employed prisoners as subjects; his-
torical sensitivity dermnands some appreciation for
what seems 10 have been 2 genuine lack of wide-
spread professional or public concern for the
ethical problems of prison research thar came ro
the fore during the 1970s. Only in the case of
the Washington and Oregon testicular irradja-
tion experiments do we know enough to make
any legitimare claims abour the extent to which
researchers conformed with reasonable contem-
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porary standards for the ethical conduct of
prison experimentation. And, even for these rela-
tively well-known studies, the indjvidual com-
plexities of each series of experiments have grown
hazier with time.

One of the first known efforts to examine the
ethics of using prisoners as research subjects was
organized by the Law-Medicine Research Insti-
tute (LMRI) of Boston University. The confer-
ence was called “The Participation of Prisoners
in Clinical Research,” and it opened on Febru-
ary 12, 1962. The conference was part of a larger
LMRI project to study and report on “the ac-
tual pracrices, arritudes, and philosophies cur-
rently being applied in the legal and ethical as-
pects of clinical Investigation” (see chapter 2).
LMRT’s conference on prison research was one
of several “invitational work conferences” orga-
nized to gather information on several impor-
tant topics in human experimentation (other
conferences were devorted 1o “the conceprt of con-
sent,” pediatric research, and pharmaceutical test-
ing). The participants at each conference received
an agenda and briefing book in advance of
the meetings, bur discussions tended to be free-
ranging. Those who artended the conferences un-
derstood thar their words were being recorded,
but they tended to speak in a frank and revealing
fashion because LMRI pledged 1o preserve their
anonymity when reporting on the meetings.5

A copy of the list of participants at the con-
ference on “The Participation of Prisoners in
Clinical Research,” which survives ar Boston
University, confirms the following characteriza-
tion of those who artended:

[Tlhe thirgy-six invited participants comprised two
main categories. The first was composed of clinical
research administrators and clinical investigators with
a variety of academic, commercial, and governmen-
tal affiliations, who have had experience in conduct-
ing medical studies with prisoners as subjects. The
second category consisted of prison administrarors
and prison medical officers with various federal, state,
and municipal correctionat programs. Also participat-
ing in the conference were representatives of various
related fields such as behaviora) science, criminal faw,
organized medicine, pharmaceurical manufacturing,
and the military services,?!

Unfortunately, a copy of the acrual meeting
transcripe has not survived, However, the

lengthy unpublished “Analytic Summary,”

which contains many {anonymous) transcript '

excerpts, seems to be a fair representation of the
daylong meering 8 It is relatively easy to extract
several important points of agreement about the
proper conduct of experimentation in prisons
from this report. And, given the broad cross sec-
tion of those involved in prison experimentation
who attended this 19672 conference, it seems
reasonable to employ the standards enunciated
at this conference as evidence of prevailing in-
terpreation of ethical standards for prisoner
experiments that began in 1963.

First, the “conferees generally agreed that ex-
perimencal risks must be balanced against bén-
efits.” In the case of research thar was nor in-
tended to be of potential direct benefit to the
subject, which was generally the case in prison
experiments, most meeting participants believed
that the social or scientific value of new knowl-
edge that mighe result from an experiment
should be weighed as a benefic.83 However, when
“confronted with the direct question of whether
or not a relarively high degree of risk can ever
constitute a legitimare reason for the use of pris-
oner subjects, the conferees were almost unani-
mous in rejecting this position.” Interestingly,
those at the conference believed thar the general
public was less inclined to worry about subject-
ing prisoners to high levels of experimental risk.
Two brief transcript excerpts are revealing:

When the public hears thar inmartes are {participat-
ing in a seemingly very hazardous study], they ratio-
nalize, “Well, I wouldn’t do it, buc it’s all right with
prisaners.”® ‘

(TThe public will altow the investigacor to go a lor
further, with regard to risks taken with prisoners, than
the investigator would go himself 2

The conferees spent a large portion of cheir day
together discussing the matter of consent. They
reached agreement that meaningful consent
should be both voluntary and informed, pro-
vided the reach of these terms is carefully circum-
scribed. The reporr stated;

[Tlhe legal prerequisites of consenr are, first, not ab-
solute free will, but sufficient free choice to avoid
coercion or duress; and, second, not absolutely per-
fect knowledge, bur enough information to aveid
fraud or deceic.”

i




The conference participants “unanimously
agreed that rewards offered to prisor_ler volur}—
teers should not be so high as to invalidare their
consent ta participale as research subjects, 88
There seems to have been considerable disagree-
ment about exactly where to draw the line be-
rween ethically acceprable and unacceprable re-
wards 1o prisoners for service as experimental
subjects, but there was a general desire to “mini-
mize rewards” because it was “consistent with the
penological desirability of maximizing prisoners’
‘opportunity for altruism.™%? As for sentence
reducrions, some thought that small amouncs of
“good time” credits were appropriate, but-all
agreed that “maximum rewards of this tvpe, i.e.,
defirite promises of pardon or parole, should not
be given.”®® There seems 1o have been liccle dis-
cussion of the possibility thar the authoritarian
structure of prison life was in itself coercive and
therefore limited a prisoner’s ability to make an
autenomous decision.

The disclosure component of consent received
extensive attention at the conference. The fol-
lowing was offered as 2 summarion of whar the
conferees perceived as the “essential content and
emphasis” of the information that should be
conveved to “prospective prisoner-subjects”:

The explanation of a clinical research project . . .
should describe complewly the procedures enrajled
and should stress the possible consequences of these
procedures. Even though it mav be necessary ta “stop
somewhere short of full revelation when you reach
intricacies a layman would never comprehend,” there
should be no omission of any adverse consequences,
detriments. or risks."?

To suive toward chis level of communication,
the conference participants cited procedures that
were “sually” followed in most prison experi-
ments: a general announcement of the research
project to the inmates (usually by notices posted
on bulletin boards or printed in prisen newsler-
ters); a general explanation of the project {often
in an auditorium) to groups of prisoners who
expressed initial interest in an experiment; and,
finally, one-on-one meetings berween prospec-
Tive participants and research persorinel.”2 Con-
ferees who had administered or conducted
prison experiments also reported that prisoner-
subjects “usually sign[ed] some type of ‘consent
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agreement.”” (Generally spezking the provi-
sions specified above were followed in che Wash-
ington and Oregon experiments, but che infor-
mation provided was often inadequare.)

Even with all of these [measures, some meet-
ing participants asserted that the “ideals of com-
prehension, evaluation, and decision on the part
of prisoners were seldom attained in practice.”
They pointed o two general difficulties in
achieving chese ideals. First, “the lack of intelli-
gence, education, or ‘medical sophisticatien’
among many prisoners.” Second, they cited
“various ‘motives or pressures which so often
stand in the way of objective understanding. "%
The pardcipants in the conference also recog-
nized that the consent forms used in prison ex-
periments were often less than perfect. They
understood that the “waiver or release” compo-
nenss of many forms were probably inappropri-
ate. They also recognized thar reasonably pre-
dictable risks of an experiment were not always
carefully listed on consent forms, bur at the same
time they “agreed thar ‘no serious’ risk should
ever be disguised or concesled” on these formsg. %

In sum, the records from this conference sug-
gest that even apart from formal, federal rules
for experimentartion on prisoners, ethical condi-
tiens for the conduct of prison research were
articuiated in the early 1960s. Now, with these
conditions in mind, ler us turn to a more detailed
analysis of the Washingron and Oregon testicu-
lar irradiation experiments.

As we have noted, the Commirree’s ability to
assess the quality of consent obtained from 2
research subjecr thirty or forty vears earlier can
be confounded in 2 thousand ways. To begin
with, the records zre invariably incomplete: then,
the investigators are either no longer alive or
their memories have grown hazy or selective with
time; the same is true of subjects; and, of course,
there are confidentiality considerations, which
limit the availability of records, the concern of
researchers for their repurtarions, and so on. All
of these considerations, to greater or lesser de-
grees, apply to the Oregon and Washingron
experiments. :

Wich respect to these experiments, however,
we believe we have 2 clear—enough picture of the
standards and. pracrices of the time to evaluare
the conducr of the research against themn wich-
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out reference 1o the standards and practices of
today. - -

In both Oregon and Washingron, seme sub-
jects were not warned, warned only after enrolling
in the experimental program, or inadequately
warned that there was potential risk, albeit small,
of testicular cancer. While it might not have been
uncommon at the time for physicians to avoid
using the word cancerwith sick or even terminally
ill patients for paternalistic reasons, such avoid-
ance is harder to justify, even by the standards of
the time, in the case of healthy subjects who are
participating in research thar offers them no di-
rect benefir.%

As far as acute effects are concerned, the pain
of testicular biopsy may have been understated in
both programs, and the risk of orchitis from re-
peated biopsies seems to have been ignored. Some
former subjects have complained of long-term
pain, sexual dysfunction, and skin rashes. It is not
clear whether these conditions were caused by the
‘experiments, nor is it cerrain that long-term medi-
cal follow-up can answer this question.

Subjects in both sets of experiments were
required to have 2 vasectomy at the end of the
program because of concerns abour possible
chromosomal damage. In both cases the vasec-
tomy consent forms signed by the subjects, and
their wives if they were macried, adequately de-
scribed the procedure, its consequences, and the
small possibility it could be reversed. However,
appropriate questions have been raised abour the
reasons inmates might agree to vasectomy in the
circumstances of prison research, and the possi-
bility, as actually occurred in 2 number of cases,
that in the end the subjecr would refuse to
undergo the procedure.

Finally, there appears to be little doubt that
the financial incentives offered for participation
were the main reason most inmates volunrteered.
Payments totaling more than $100 could be seen

‘as unduly influencing the judgment of potential
volunteers. While money also is a powerful
incentive for research participation outside
prison walls, we believe that the conditions of
confinement can magnify the perceived value of
the reward. Whether the payments offered to
participants in these programs constiture an
unfair inducement to parricipate in research may
vary from inmate to inmate.

While the prison experiments were unethical
wich respect to current requirements for disclo-
sure of risk and noncoercion, the researchers
functioned during a period of rapid evolution
of the interpreration of ethical principles in the
prison context. Their actions, however, were less
than fully consistent with the existing AEC
requirements, especially concerning the infor-
mation the prisoner-subjects were provided.
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1. OBJECTIVES

To derermine the nature of the cywlogical changes,
both semaric (Sertali cell) and germinal (spermatogo-
" nia} induced by acure irradiation.

" - Toderermine the dosage required to produce these
changes, as well as the dese to induce permanent
damage 1o spermatogenic cells.

- To determine recovery time.

- To determine radiation-produced alteration of tes-
ticular paramerers, such as roral gonadotropin,
interstitial-cell hormone exererion, estrogen excre-
tion, and androgen excretion.

1. METHODOLOGY

Subjects received varying deses of X-irradiation to
both testes from 8- to 600—rad single dose. Testicular ef-
fects were determined by histological (light microscopy)
examination of pre- and serial postirradiation biopsy speci-
mens. Sperm counts, motility, morphology, 2nd seminal
fiuid volume were menitered in serial postirradiation
ejaculates. Hormonal excretion was ro be monirored by
serial urine and plasma analyses.

- Radiation exposure was conrrolled by a speciallv
constructed device that assured uniform (plus or
minus 5%]} irradiation at a dose rate of 100 r/min,

_ approximarely 140 kVp with 3 mA tube current,

L and 2 mm Al filter.

L Some subjects received 10 mCi 3H-thymidine

injected intratesticularly to assess (via auroradiog-

raphy) effects of radiation on incorporarion into-
spermatogonial DINA as a measure of chromo-
some replication.

II. RATIONALE FOR THE USE OF HUMAN

SUBJECTS

- To determine radiosensitivity of germinal elements
in man. According to Dr. Heiler, man is unigue
among commonly studied species in being able ro
submit to serfal testicular biopsy withour damage
and biopsy-induced testicular arrifacts. (Mavis
Rowdey has pointed our thar improved techniques
have made it more practical to do biop-sies on
large animais.) )

- To determine germinal cell recovery, thereby ailow-
ing prognosis in cases of accidental irradiacion.

TV. FINDINGS

- Sperm count reduction and recovery of sperm
count are both dose refared. Ar 406600 rad, sperm
count was zero at 156 weeks.

- By autoradiographic studies of 3H-thymidine up
take into spermarocytes in nonirradiared subjecrs,
it was shown that there are approximarely four
cycles of spermatogenesis of approximately sixteen
days each, so thart the complete evolurion of sper-
mategonia 1o mature sperm s approximately sixcy-
four days. This is approximarely the same as other
mammalian species.

- Utinary and plasma gonadatropins rose in propor-

tion to testicular dose and fell with germinalre-

covery. Plasma FSH and LH also rose. Urinary es-

R R R i S e T i e s <

Prisoners: A Captive Research Population

trogen remained unchanged. Urinary testosterane
fell slightiy afrer irradiation.

Histologically, spermatogonia were the most radio
sensitive, Spermatocytes were damaged above 200—
500 rads. Spermarids showed no overt damage.
Germinal cell recovery time increased as radiation
dose increased. Complete recovery accurred with
in nine to eighteen months for doses of 100
rad and below. Complete recovery required five
of mare years for doses of 400—600 rad. Germi-
nal tissue appears to be somewhat more radiosen-
sitive in humans than other studied species.
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ace to the final report: “A Study of the Legal, Ethical,
and Administrative Aspects of Clinical Research Involv-
ing Human Subjects: Final Report of Administrative
Practices in Clinical Research, Research Grant No.
7039,” Law-Medicine Research Institute, Boston Uni-
versity (1963) (hereafier cited as LMRI final report);
both chapter and page numbers will be provided be-
cause pages within chapters are numbered separacely.
The second, and lengrhier purpose statement is taken
from page 1 of chapter 1 of the LMRI final report, “Fo-
cus of the Inquiry.” This unpublished report is in the
collections of the Mugar Memorial Library, Boston
University (ACHRE No. BU-053194--A}. This report,
which is more than 360 typewritten pages, is a wealth
of informacion that has remained largely untapped by
recent scholars interested in the development of re-
search ethics in this countrv. The few citarions of the
project that do appear in the published literacure almose
all refer ro the summary that appears in William .
Curran, “Governmental Reguiatien of the Use of
Human Subjects in Medical Research: The Approach
of Two Agencies,” Daedaius 98 {spring 1969}: 346-
548. In this very brief reference to the project, Curran
makes no menrion of the “invitational work confer-
ences,” which the project staff identified as the inves-
tgational rechnique thar “vielded che most valuable
informition.” This characterization appears on page
8 of chapter 2, which is devoted 1o research merhod:
pages 3—5 of the same chapter provide more details
on the specific methodology emploved in these con-
-
ferences.

81. LMRI final report. chapter 8. Roger W.
Newman, LL.B. {of the project staff], “The Parrici-
paticn of Prisoners in Clinical Research: Anabvtic

Summary of a Conference,” 1-2. A collection of doc-
uments related o the project is located in the files of
the Center for Law 2nd Heaith Sciences, School of
Law, Boston University. This eatity is the suceessor
to the Law-Medicine Research Institute (ACHRE No.
BU-062394-A).

82. Newman’s “Analytic Summary” is more than
100 pages of rypescript and seems o cover the con-
ference in considerable derail. Also, comparisons
between the transcripts of other LMRI “invira-
tional work conferences” that have survived wich
the related summaries produced for the final report
reveal a skillful and fair rendering of the meetings.

33. LMRI final report, chaprer 8, 27.

84. Tbid., 18.

85. Thid,, 31.

86. Ibid.

57. Ibid., 85.

88. Ikid., 71.

89. lbid., 72.

20. Ibid., 74.

91. Ibid., 88-89.

92. Ibid., 85-86.

93. Ibid., 93.

94. Ibid., 89-90.

95. Ibid., 96.

96. Deposition of Carl Heller, 19 July 1976, 32.
Heiler said he avoided the word cemcer because
‘T didn’t want to frighten them [the prisoners].”
Dr. Paulsen said in a telephone interview on 12
Seprember 1995 that he explined to the inmares
that data from Hiroshima and Nagasaki “showed
no additional incidence of testicular cancer.” Undated
consent forms from the Washington experiment differ.
Some specify an “extremely small” risk of testicular
cancer, and others do not specifically mention cancer.
C. A. Paulsen, interview with ACHRE staff, 12 Sep-
tember 1995 (ACHRE No. ACHRE-091295-A).




