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Must Experiment
On Humans

But What Are
The Patient’s Righis?

P By WALTER GOODMAN

HEN, last winter, in the

course of his persistent cam-

paign against conditions and
practices at New York's hospitals,
State Senator Seymour R. Thaler
charged that thousands of indigent
patients were being used as guinca
pigs, he struck at a peculiarly sensi-
tive public nerve. Who in the past
20 years has been able to hear of
medical experiments on humans with-
out cringing again at the memory of
the German doctors and their work
on members of “lesser” races? Thaler
did nothing in his emotional speech
on the floor of the State Senate to
spare us fresh horror. He told of
500 mentally retarded children be-
tween the ages of 3 and 9 ,c.o.Em in-

jected with live hepatiti
part of a research program at Willow-

brook State School on Staten Island;

he charged that at Harlem Hospital
children sometimes have their con-
genitally deformed limbs removed as
a demonstration of surgical proced-
ures to intermes and residents, and
that a 23-year-old woman was made
to undergo a hysterectomy as part
of a similar educational process; at
Bellevue Hospital, said the Senator,
five out of 1,000 alcoholics died after
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doctors took liver biopsies for :Bwie
search program, Sgd

Thaler’s allegations were E.o:.%aﬁ
disputed by hospital officials. Thed
chief resident in surgery at Harlem
Hospital indignantly denied both the
hysterectomy charge and the asser-
tion that deformed limbs had been
amputated for demonstration pur-
poses. A spokesman at Bellevue said
that his records showed no case of
a patient dying from a needle biopsy
and that the biopsies were taken he-
cause liver damage is always sus-
pected of alcoholics. (He did not
pursue the question of using dereclicts
for cxperimental purposes.) As to
the hepatitis tests, the State Com-

missioner of Mental Hygicne defended

that program as having rvesulted in an

80- to 85-per-cent reduction in the

incidence of the disease at Willow-

brook,

So the particulars of the cases re-
main in controversy—and will no
doubt continue to remain there, since
doctors are famously loath to share
medical records with outsiders. And
even if the records werc opened, we
would have to be prepared for differ-
ences of interpretation among the
experts. Whatever Thaler's failures
as a reporter, however, the issue that
he brought onto Page One is real
Medical experiments on human beings &
are being conducted in hospitals)y




m_...ZOH World War II medical re-
search has flourished in the sun of
Federal largesse. In fiscal 1965, the
Nationa] Institutes of Health spent
$1.1-billion on medical studies, $1-
billion more than the amount spent
10 ycars earlier. Most of us auto-
matically cheer such evidence of
Washington's concern for our health,
without troubling to consider how all
this money is spent. A good deal of
it is spent on laboratory experiments
with chemicals—and nobody objects
te that. A good deal is spent on
animal experiments—and not many
people object to that. But in the end
medical research requires that a new
theory, a new drug, a new surgical
technique be tried on human beings.
There is no other way.

The benefits of such tests are im-
measurable. Every surgical operation
now in use is, obviously, a direct
result of human experimentation.
Both the Salk and Sabin polio vac-
cines required large-scale tests on
children before final acceptance. A
major complaint brought periodically
against drug manufacturers is that
in their haste to get profitable prod-
ucts on the market they have been
remiss about subjecting new drugs
no adequate tests—that is to say,

director of New York State’s Roswell
Park Memorial Institute, says that
he is much less worried about the
dangers of planned experiments on
humans than about the drugs, surgi-
cal techniques and diagnostic methods
that are commonly accepted for daily
medical care, yet have never been
proved worthwhile.

So the issue becomes not whether
one is for or against experiments on
humans (though that phrase alone is
enough to set off shudders) but under
what circumstances such experiments
may properly be conducted.

mmz.bq.ow THALER is not the
first to raise this issue in recent
years. Early in 1964, New York
City’s newspapers gave prominent
coverage to the case of 22 elderly,
seriously ill patients at the Jewish
Chronic Disease Hospital in Brooklyn
who had been injected with live
cancer cells as part of a research
project under the auspices of the
Memorial Sloan-Kettering Cancer
Center. Two doctors, Dr. Chester
Southam of Sloan-Kettering and Dr.

'Emanuel Mandel, medical director of

the Chronic Disease Hospital, were
reprimanded by the Regents of the
University of the State of New York
—who are responsible for licensing
doctors in this state—for “fraud and
deceit in the practice of medicine” for

their part in the experiment, and
were put on a year’s probation.

A few months later, the New Eng-
land Journal of Medicine carried an
impressively documented article by
Dr. Henry K. Beecher, Dorr Professor
of Research in Anesthesia at the
Harvard Medical School, titled “Eth-
ics and Clinical Research.” Dr. Beech-
er, who has directed the anesthesia
laboratory at Massachusetts General
Hospital for 31 years, is his pro-
fession’s pre-eminent critic of hu-
man experimentation. Convinced that
“what seem to be breaches of ethical
conduct in experimentation are by no
means rare but are almost, one fears,
universal,” he gathered from medical
papers of the past decade 50 cases
which seemed to him of doubtful pro-
priety, and he was certain that he
could have found hundreds more.
Twenty-two of the cases were re-
viewed in the Journal—with the names
of individuals and institutions omit-
ted. Example No. 16 concerned the
hepatitis experiment that became the
most credible part of Senator Thaler’s
indictment.

On some basic points, there is little
disagreement about experiments on
humans. Everyone is agreed that
such research ought to be motivated
by a specific intent to benefit human-

Kind and not by scientific curiosity .

{Continned on Page 29)

“"The issue is not
whether one is for
or against experi-
ments on humans
(though that phrase
alone is enough to
set off shudders)
but under what
circumstances they
should be done.”




ju- agreed that the research ought
to be planned and carried out
by skilled investigators under
the most stringent safeguards.
Finally, there is general agree-
ment that g doctor treating
his own patient must have
ample leeway in prescribing
new drugs or techniques, and
that he should deal as honestly
as possible with his patient,
keeping him informed of the
nature of his ailment and the
methods of treatment (though
most doctors hold that full
and unadorned disclosure is
not invariably in a patient’s
best interest).

So much for the areas of
relative agreement. Contro-
versy arises when tests are
made on persons who have
little or no prospect of direct
benefit from what is done to
them and, indeed, may suffer
harm.

To return to the most pub-
licized example, no one has
questioned the integrity of Dr.
Southam of Sloan-Kettering,
or the significance of his ex-
periment in Brooklyn. Re-
searchers at Sloan-Kettering
have been studying the body’s
ability to fight off cancer for
years. In 1956 they began
injecting live tissue-cultured
cancer cells into prisoners at
Ohio State Penitentiary. By
the time this test was com-
pleted, some 300 volunteers
had been injected and their
bodies had thrown off the im-

planted cells. Carrying for-
ward his tests on persons
with cancer, Dr. Southam

found that as the subject's
condition worsened the body
took longer to reject the
cancer transplants. In ap-
proaching the Jewish Chronic
Disease Hospital in 1963, he
sought to learn whether the
delay in rejecting the trans-
plants was rclated specifically
to the spreading cancer, as he
hypothesized, or just to the
body’s general weakness. For
this he needed a test group of
severcly debilitated patients
who did not have cancer, He
wished to inject them with
cancer cells and compare the
length of time it took their
weakened bodics to throw off
the foreign cells with the time
it took cancer victims to do so.

What brought Dr. Southam
and Dr. Mandel their repri-
mand from the Board of Re-
gents was the way they went
about obtaining—or failing to
obtain —the consent of the
patients, a group of old, very
sick, somewhat confused
people whose consent would
have been questionable in the
best of circumstances. They
were told that the test was
gmed at discovering their im-
“muhity or resistance to dis-
.eage; that they would receive
injection, and that a lump
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wMobzuld form at the site within
a few days and disappear
within a few weeks. This was
accurate as far as it went.
But the patients were not told
that the injections were not
for the purpose of alleviating
their own condition. Nineteen
of the 22 patients suffered
from ailments other than can-
cer—a word that was never
whispered to them.

The experimenters later ex-
plained their avoidance of that
fearsome word as an effort
to spare the patients needless
distress. Hundreds of previ-
ous tests had demonstrated to
the satisfaction of experts that
there was no danger in the
procedure. “We are not doing
something which is going to
induce cancer,” said Dr. South-
am in his defense. *“We are
going to observe the growth
and rejection of these trans-
planted cells. The fact then
that they are cancer cells does
not mean that there is any
risk of cancer to this patient.”

Had the patients been in-
formed that they were being
asked to receive cancer cells
in their bodies, subjects for
the experiment would proba-
bly have been lost. As it was,
no written consent was ob-
tained; no kin of even the
most muddled patient were
notified—which is the normal
practice in ordinary surgery.
The fact that the patients evi-
dently did not suffer any ill
effects from the transplants
does not lay to rest the ques-
tion of consent.

Dr. Mandel's role in the
affair was especially delicate.
One of his rcasons for par-
ticipating was the hope that
a relationship with Sloan-
Kettering might shed a bit of
favorable light on his relative-
ly obscure institution—not an
unnatural nor an unworthy
hope, but one that has no
standing in the tcmple of
medical cthics. As medical
director of the hospital, his
overriding responsibility was
to his patients. Threc staff
doctors resigned in protest
over the testing procedures
and it was their complaint to
the late Willlam A. Hyman,
a founder of the hospital and
a member of its board of di-
rectors, that brought out the
story.

If we think of this case in
the terms that some writers
have presented it, ie., as 22
old and helpless people vs.
science, it is cold-blooded not
to come down on the side of
the old and helpless. Dr.
Beecher asks, “Whoever gave
the investigator the godlike
right of choosing martyrs?”
But no one appears to have
been martyred. And suppose
that the Southam test, decep-
tively conducted though it in-
dubitably was, moves us to-

many lives will sugh: @iviras,

have to save, how:%iu' TSuf %
fering will it have to eliminate
before the ethical balance is
redressed and we can say that
perhaps the doctors were right
not to tell the whole truth?

YET. if we grant the

Sloan-Kettering  researchers
the benefit of every doubt,
the concept of a man's body
being put to the service of a
cause that is not his own re-
mains to nag at us. To return
to Dr. Beecher's study in the
New England Journal of Medi-
cine, several of the experi-
ments he notes seem unnerv-
ingly gratuitous. One, involv-
ing 18 children about to under-
go surgery for congenital
heart disease, had to do with
the effect of the thymus gland
on skin grafts. While they
were on the operating table,
all 18 had skin grafts sutured
to their chest walls. Eleden of
the children also had their
thymuses removed, while the
seven others served as a con-
trol group, The eleven were
thus subjected to an operation
—remova] of the thymus—
whose long-term effects on the
body are not known, in order
to study a relatively uncom-
mon phenomenon—skin trans-
plants—which had nothing to
do with their needs. H

In another, quite different
experiment which raises a
similar question of judgment,
50 inmates of a children’s cen-
ter, none of whom was suffer-
ing from any ailment worse
than acne, were given doses
of a drug that was suspected
—correctly, as it turned out—
of causing abnormal function-
ing of the liver. Again, the
test was, at best, unrelated to
the immediate welfare of the
subjects.

Still another type of trou-
bling experiment was carried
out in 1956 at the Francis E.
Warren Air Force Base in
Wyoming, on 585 Air Force
men who were suffering from
a bacterial infection of the
food canal. One possible com-
plication of their infection was
rheumatic fever, which may
cause permancnt harm to the
heart, According to Dr.
Beecher, it was known that
the rheumatic fever could be
prevented with  penicillin.
Nonetheless, the doctors with-
held penicillin from these men
because they were interested
in learning whether sulfa
drugs, too, could do the job.
Unfortunately, the sulfa failed.
Twenty-five men—14 who had
been given the sulfa andg 11
in a control group who were
deprived even of that ineffec-
tive substitute — deve]og;g
rheumatic fever, P

Medical officers Invilver
the experiment




¥

PEc 25 patients were given
no rea] idea of the risks to
which they were being sub-
jected. They had a right to
assume that they were receiv-
ing the best care available for
their infections.* In any case,
even if the doctors had told
the test group the whole
story, even if each airman’s
consent had becen asked, and
given, the situation would
have been suspect because of
the military status of the pa-
tients. Soldiers, like prisoners
hoping for parole, welfare
cases hoping for attention,
students hoping for good
marks, are favorite subjects
of experimentation. (“College
students are particularly apt
to believe that refusal to vol-
unteer as subjects in an in-
structor's  experiment wil
jeopardize their progress,)
notes a professor of medical
psychology at the Universit;
of Nebraska College of Mcd-
icine, “and they are often
right.”) |1

Another group that cannot
protest for themselves are
children—popular subjects fo!
all manner of tests, some o‘(‘
which have been hailed ad
medical achievements. In a!
celebrated
after the war, researchers pro-

duced conclusive evidence that '

the oxygen-rich atmosphere
customarily used for prema-
ture infants could cause blind-
ness. They thereby saved
countless babies from a life-
long handicap—at the expense
of six cases of blindness

*The only circumstances in
which alternative treatment of
an allment is permissible, ac-
cording to the British Medical
Research Council, is when doubt
exists as to which of two ap-
proaches is better. If the doc-
tors were certain of the benefits
of penicillin, yet did not use it,
their decision ran counter to the
basic rule of the physician, pri-
mom non noecere—tirst of all, do
no harm,

SCHOOL SHOT—The Salk p

among the infants who hap-
pened to be placed in the high-
oxygen group for purposes of
the test. Although there are
critics who charge that those
six cases were unnecessary,
that statistical evidence had
already established the dan-
gers of too much oxygen, this
experiment caused little con-
troversy. It was, after all,
successful in a way that
everyone can understand. But
what would our response have
been if babies in the low-oxy-
gen group had been injured
by being deprived of the need-
ed and available oxygen? How
many children saved from
blindness would it have taken
to make up for the loss of one

infant'’s life, arbitrarily haz-,
‘arded for the sake of an ex-

periment ?

What of the Willowbrook
test criticized by Dr. Beecher
and denounced by Senator
Thaler, in which 500 mentally
defective children were in-
jected with a hepatitis virus?
Their parents consented, but
whether they fully understood
the risks they were consenting
to is hazy. Was this test
l' (sponsored by the Army, which
is interested in the possibility

experiment done\ of develcping an immunization

to this highly contagious di-
sease) justified by the fact
that the incidence of hepatitis,
heretofore endemic to the in-
stitution, has been dramatic:
ally reduced? Dr. Beecher
eplies with a ringing nega-
F.iva: “There is no right to
risk an injury to onme person
for the benefit of others.”
Even a million others? Even
an 'enormous bencfit? Even
an infinitesimal risk of an in-
consequential injury ?

invisihle
SWIM-EZ Ye

iistantly with ari¢
ng and ONLY U.!
ble swim aid wit

$7.95 direct to; §
turer, Dept. N-69, Altadena,
Give WAIST-SIZE and sex.
back guarantee, For Airma

P

edle Point am
Beaded bags expert
ly mounted, re
slored. Custon

. - made bags, als
n 1 your material used
i T Fur. Silk, Tweed
e e etc. Ask for illug
o - - trated folder, esti
b - mate.

W MARTHA KLEW,

3783 Broadway,
New York 32, N.Y.
iom Gusrantee:

One point on which all
critics of human experimenta-
tion seem agreed is that no
person should be used without
his informed consent. “A
patient has the right to know

Sl

olio vaccine required

large-scale tests before final acceptance. Here, a
child is inoculated at a New York public school.

ients’ products and pub-
7 sent you free. Nothing to

sell, canvass, or learn. NO
SKML. NO GIMMICKS. Just honesty.
ails  from: RESEARCH, #T-16,
x 669, Mineola, N.Y. 11501

order directory to be
published in “The Ho;

Tel. (212) 566-73

Ly,



EBefe rules, the Helsinki Decla-
ration adopted by the World
Medical Association in 1964,
the AM.A's Ethical Guide-
lines for Clinical Investigation
put forth in 19686—all stress
free, informed consent of sub-
jects, careful assessment of
risks, and certainty that the
experiment is essential. These
several codes are clearly nec-
essary, and clearly not suffi-
cient without some means of
enforcement.

Last summer, the United
States Public Health Service,
which finances a large part of
the medi¢al research done in
this country, ordered its
grantees to give detailed as-
Surances that they are main-
taining  strict procedures,
Supervised by review boards,
to protect patients’ rights. Al-
though the United States
Surgeon General has urged
that ‘“gqualified individuals
from outside the scientific
area be involved in this re-
view,” as matters stand all of
the commendable codes rely
for enforcement on colleagues
of the investigators. (Recently
the reprimanded Dr. Southam
was elected vice president of
the American Association for
Cancer Research.)

It has been suggested, too,
that an independent physician
be interposed between re-
searcher and patient to serve
as a sort of attorney for the
latter, but such an idea is not
likely to receive the informed
consent of the medical pro-

fession. Doctors have no taste .

for independent supervision of
any sort. In order to meet
their objections, the Food and
Drug Administration recently
agreed to accept a waiver of
written consent in clinical
tests at the option of the phy-
sician. The new F.D.A, regu-
lation was further modified
before being published to eli-
minate the need to inform a
patient that he is being used
as a control. And instead of
uiring that the investigator
ive the patient “all material
ormation,” the regulation
rewritten to require only
pertinent information.” A
vision that would have
led upon the physician to

e into account the avail-
ity of other remedies be-

tal drug was deleted.

though the tome of some
of the criticism constitutes a
kind of esthetic inhumanity in
itself, the present concern over
experiments on humans is, at
its best, part of a larger con-
cern for the individual, set
against the institution. Our
doctors enjoy great prestige
and power over individual
lives; when they succumb to
the casual callousness of the
laboratory, to arrogance or
ambition or indifference, we
are al]l threatened. (Dr.
Beecher's suggestion that the
results obtained in unethical
research be denied publication
is aimed squarely at ambitious

e ROV T

deciding to try an experi-

young re, .
a quick name for themsetves
“Every young Man,” saj¥ Dr,
Beecher, “knows that he will
never be promoted to a tenure
post, to a professorship in a
major medical school, unless
he has proved himself as an
investigator.” Probe or perish.)

But critics have been known
to be arrogant, too, to arro-
gate the finer sensibilities to
themselves, The choices fac-
ing our medical investigators
are hard, and those who com-
pare these men to the Nazi
doctors are taking a self-
indulgent, cruelly self-righte-
ous line. These critics suffer
from the same defects of
temperament and intellect as
those who cannot speak out
for civil rights without charg-
ing that all policemen are
sadists and cannot be against
the war in Vietnam without
shrieking of genocide. It is
possible that a researcher, in
his craving for esteem or in
his bemusement with some
abstraction, will forget what
he owes to flesh and blood,
and he must not be allowed
to forget, But it is also pos-
sible that easy sentimentaliz-
ing over babies and old people
may so frighten patients that
they will resist helpful treat-
ment and bring unearned
abuse and discouragement to
decent men in whom our hopes
for medical accomplishment
are embodied. “All of us who
do this king of study put our
careers on the line,” says Dr.-
Moore. “And some of us have
bad dreams.” That self-re-
straint that we demand of the
scientist is also becoming in
the eritic,

SO we find ourselves in an
uneasy position—reluctant to
shackle the men who have
done us so much good, yet
unable to fee] quite comforta-
ble while they are entirely at
liberty. The simplest code for
the medical researcher re-
mains that of Claude Bernard, .
the so-called founder of ex: i
perimental medicine, who said %
that experiments  “that cam .y
only harm are forbidden, those *
that are innocent are permiss

sible, and those that may du@%
good are obligatory.” It SaYS;.

everything and settles noﬂﬁng«ﬁ

Today’s elaborate ﬁ
codes say some things, but ©
cannot settle everything. Bar- ¥
ring the unlikely introduction

of effective Government su-
pervision, the direction that a
researcher’s work takes, how
fast and far he moves in that
direction, and what rules he
observes along the way will
depend on his own sense of
decency and compassion, on
the spirit that emanates from
his colleagues and superiors,
and on the enforced regula-
tions of the institution where
he works. Finally, al] of these
can only reflect our national
sense of what one man may
and may not do td another. MW
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