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The remarkable progress in biomedical research has
led to a number of complex ethical problems. Dr.
Kurt Stern, Professor in the Department of Life

Sciences of Bar-Ilan University, addresses a contro-

versial issue from a halakhic perspective.

EXPERIMENTATION ON HUMAN SUBJECTS: A

SEARCH FOR HALAKHIC GUIDELINES-

The unprecedented progress of bio-medical research, achieved
during the last decades, has not only provided new exciting
theoretic insights into the nature of life and some of its most
intricate processes, but it has also been translated into revolu-
ionary changes in the practice of medicine, lending to prolonga-
tion and savings of lives on a global scale. As impressive and

gratifying as these accomplishments are, they have also given
rise to serious bio-ethical problems concerning specific applica-
tions and methods of scientific investigation. One of the most
thorny issues is colloquially known as use of "human guinea-
pigs." Its complexity and abrasiveness derive from the fact that
it touches on a number of sensitive problems. It raises the age-
old conflict between the right and protection of the individual
versus the needs and demands of the community. Human experi-
mentation, however, jeopardizes the patient-physician relation-
ship, which is built and dependent on trust, by pitting the
seemingly overweaning authority of the physician-scientist against
the presumably ignorant and incompetent layman. It places in
question the motivation of the investigator who, instead of

engaging in an altruistic quest for truth and search for relief of
suffering, is suspected to be driven by personal ambition and
, even desire for material gain. Finally, any discussion of the
problem is burdened by the heavy emotional charge evoked by

the memories of the unspeakable atrocities committed in Nazi
Germany under the guise of scientific studies, as documented in
the Nuremberg war crie trials.
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Mass media, as to be expected, have focused public attention
on the subject of human experimentation intermittently; especi-
ally when evidence of presumed or proven abuses was brought
to light. Physicians, lawyers, and sociologists have engaged in
intensive exploration of the topic of which here only a few
articlest, monographs2, and symposia3 are cited. Jakobovits4,
Sofer5 and Goren6 have discussed some halakhic aspects, which
were also dealt with in a symposium of the Society for Medicine
and Law in IsraeF and a panel session of the Association of

- Orthodox Jewish Scientists8 . No articles have been written by a
scientist active in the field and committed to Torah and Halakhah
on experimentation on human subjects.

Experimentation of human subjects falls into at least. three
distictive categories requiring separate consideration.

The first category is made up of situations, encountered with
increasing frequency, in which new forms of treatment--rugs,
surgery, irradiation, immunization, physical therapy-are applied
to patients, usually seriously or critically ill. Even though such
treatmentis experimental, i.e., its consequences are incompletely,
or not at all, predictable, it is without any doubt intended to
provide short-range or long-range benefits to the patient, speed-
ing his recovery, alleviating his pains, or even saving his life.

Investigations of new treatments, e.g., drugs, carried out on
presumably healthy persons or patients with diseases unrelated
to the treatment used, in order to determine the general safety

and detailed effects of the therapeutic measure under study, com-
prise the second category. While these efforts, too, are expected
to yield results promoting health and saving lives, the benefi-
ciaries are not the subjects directly involved, but other persons,
viz., future patients.

The third category differs radically from the first two, inas-
much as the studies are not motivated by the desire to obtain
immediate benefits, but they are carried out for the acquisItIon
of "new" knowledge. Eventually, of course, such broadened and
deepened bio-medical knowledge paves the way for novel and

better methods of combatting and preventing disease.
Using short-hand notations, we may designate the last cate-

gory as "research experiments," as contrasted with the term
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"therapeutic experiments" applied to the first two categories. In
practice, research experiments can be further subdivided on the
basis of their particular design. In one of them, the subjects are
hardly aware of the ongoing studies in which laboratory tests of
blood samples or other body products, done for their benefits,
include additional studies that are unrelated to their disease and
its treatment. Possibly this may sometimes require collection of
larger quantities of specimens, and increased frequency of test-
ing may necessitate asking the patient's permission for these
procedures. This blurs the border line between this and other

types of experiments which are specifically planned for a par-
ticular purpose. For example, bodily functions, or chemical and
physical properties of blood and excretions may be determined
in groups of people; in some instances, this is done before and
after the subjects were placed on a special diet, or undertook
some physical exercise, or were exposed to some other proce-
dure. The most serious implications derive from experiments in
which the participants undergo specific treatments, such as injec-
tions of chemicals, blood, or other biologic materials; this is
followed by sfudy of their responses to the treatment, as ascer-
tained by additional testing procedures.

A few concrete examples, some based on personal experience,
may serve to illustrate different types of research experiments.
Serving as instructor in the department of bio-chemistry durig
my early years at medical school, I participated in performing
laboratory tests on blood samples of patients in the ùniversity
hospitaL. At the same time I was initiated into research concerned
with a blood test proposed for diagnosis of cancer. It was a
matter of course and convenience to utilize, for part of these
studies, blood specimens left over from the routie. work that
otherwise would have been discarded.

Another series of experiments that I carried out as post-
doctoral fellow involved more direct participation of patients,
most of whom suffered from cancer. Data derived from anmal
e~pe:iments suggested a significant role in cancer for cells widely
distributed throughout the body and equipped with the ability
of removing foreign particles from the blood (reticuloendo-
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thelial cells or macrophages). In order to assay the functional
activity lof these cells, patients with various forms and stages of
cancer were injected with a dye the disappearance of which was
measured in subsequently collected blood samples. The absence
of any harmful effect of the dye had been previously established,
and consent of the patients for carrying out the procedure was
obtained.

The classic example of a planned research experiment-
equally innocuous for its participants as far reaching in its con-
sequences-was carried out by the beginning of this century.
This investigator collected small amounts of blood from a num-
ber of his colleagues in the laboratory, separated the specimens

into blood cells and the liquid part, called serum, and studied
the reaction (clumping) that occurred in some instances when

the blood cells of one particular person were mixed with the
serum of another one. Landsteiner's discovery of blood groups
in man, resulting from these experiments, not only provided the
scientific basis for the safe and effective use of blood transfu-
sions, but it also was the point of departure for ever-expanding
research that contributed immensely to the development of
immunology and genetics.

Knowledge of blood groups also established the cause of a ~ '
previously mysterious, often fatal, aflction of newborn infants
whose blood was rapidly destroyed. This disease was found, most
commonly, to result from immunization of the pregnant woman
to a blood factor, called Rh, present in her fetus, but absent
from her own blood. As a rule, this immunization occurs after
termination of the first pregnancy, thus jeopardizing children

subsequently born. Additional insight was needed into the spe-
cifc factors that are involved in this harmful maternal immuni-
zation, with the ultimate goal of finding a method of preventing
it. In an attempt to simulate events occurrig in pregnant

women, my colleagues and I immunized healthy men by inject-
ing them with blood differing from their own in specifc blood
groups. Results of this work, together with those obtained by
other investigators, made it possible to devise a treatment that,
if used soon after delivery of women at risk, prevents immuniza-
tion to the Rh factor and thus protects infants born in subsequent
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pregnancies from disease.
These examples of research experiments help us to under-

stand some basic requirements that must be met by the investi-
gator engaging in such work. Indeed, during the last three
decades, numerous attempts have been made in the Western

wòrId to elaborate and codify guidelines for researchexperi-
ments with human subjects. Reference is made to the ten points
of the Nuremberg code formulated under the impact of the war
crime trials9, the declaration of the World Congress of Jewish
Physicians in Jerusalem 10, and the Declaration of Helsini

(1964 )11. While these codes carry no binding legal authority in
the strict sense, adherence to them is reinforced by regulations
adopted by prestigious research agencies, such as the National
Institutes of Health and the National Science Foundation in the
United States,. ànd similar organizations in other c~:)Untries.

Moreover, the editorial policy of scientific journals makes it
difcult to publish results of bio-medical research that was not

carried out in compliance with the accepted rules. Finally,
specific mèasures have been introduced by most universities,
health centers, and other institutes conducting bio-medical

research, according to which experiments with human subjects
must obtain prior approval of special review boards composed
of competent and unbiased scientists.

In this manner, a fairly consistent pattern of interdependent

criteria has evolved which control research involving human
subjects:

1. the proposed investigation must have been preceded by adequate
animal experimentation;

2. the procedures to be used are free of predictable serious risks;
3. there is a reasonable chance for meaningful results to be obtained

by the work;

4. the prospective participants have given their voluntary and in-

formedhconsent, that is, they have agreed to participate in the
study without any coercion or ulterior motivation, and the nature
and possible consequences of the experiment have been explained

to them;

5. the investigator must stop the experiment at the fist sign of any

untoward effect on the participants;

45



TRITION: A Journal of Orthodox Thought

6. the participants must be permitted to withdraw from the experi-

ment at any time, even without giving any specifc reason for their
action.

Theoretically, observance of these conditions should ade-
quately protect the participants in the experient, and at the
same time they should enable qualified investigators to pursue
worthwhile, and often indispensible, research. Nevertheless,
numerous articles published within the last years12 attest to the
many problems as yet defying solution. One of them is the defi-
nition of "voluntarism" in participation. Are students in medical
schools or other university departments truly free of undue
influence when requested by their teachers to participate in
experiments? What about the use of prisoners, hospitalized or
institutionalized children, or inmates of mental hospitals? How
is "informed" consent obtainable when the background of the
planned investigation is so complex that its evaluation is diffcult
even for professional people not directly involved in the particu-
lar resarch? As has been facetiously remarked, for truly informed
consent in such situations it might be necessary to use only
subjects with an Ph.D. in the specific res arch topic. (Another
area involving experimentation with human subjects, excluded
from the present discussion is that psychologic and behavioral
studies in which reactions of participants to unexpected situa-
tions are tested. Obviously, prior transmission of information on
the experimental design is incompatible with the goal of the

study. Aspects of this type of experiments have been discussed

by Feldmann.)
Another serious problem is that of "control" subjects. For

proper evaluation of some studies, a fair number of properly
selected persons is required who are not subjected to the proce-
dure to be investigated, in order to permit comparison of results
in experimental and control groups. Assuming that a certai

treatment is found to be effective in relievig or preventing

disease, what justification is there for withholding it from spe-
cific subjects? When does one reach the "cut off" point at which
use of controls is superfuous and hence unethical?

Finally, it has become all too clear that professional compe-
tence by no means guarantees that the investigator is wilg to
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properly balance risks and benefits inherent in human experi-
mentation.

On the basis of the preceding comments, one cannot fail to
arrive at a conclusion that is applicable to, but goes far beyond,
the topic under discussjon: ethical behavior cannot be derived
from, nor regulated by, rules based on relativistic secular stand-
ards, but it can only be established on the basis of Divine

authority and commandments, represented for us in the Torah.
What ,then is the proper conduct prescribed for us by Halakhah
in experiments using human subjects? *

Returning to the division of pertinent studies into therapeutic
and research experiments, as defined above, there has been
general agreement by halakhic authorities that the former is
permissible and even mandatory/4 since it offers the opportunity
of saving lives that otherwise would be lost. Goren 15 justified
this decision by the principle "we do not fear the (possible)

life-shortening effect"16 of a new treatment, and he adduced
supporting opinions for this view expressed in several responsa.
Hence even uncertain therapeutic measures are permissible.

Concerning research experiments, J akobovits invoked the
admonition "you shall not stand by idly when your fellow's life
is at stake" (Leviticus 19: 15), as encouraging, or even requir-

ing, voluntary participation in research that is likely to benefit
health and lives of our fellow men. This conclusion accords with
Maimonides' ruling17 that "anybody who is in a position of

saving (the life of a person) and does not do so, transgresses

(the commandment of) "do not stand by idly when your fellow's
life is at stake." After analyzing pertinent decisions of early and
late halakhic authorities, Sofer18 concludes:

*1 have no intent to offer pis'he Halakhah, halakhic decisions. While my lack

of qualifications for such a task is so obvious that even mentioning this possi-
bilty smacks of impertinence, I do not hesitate to present some personal views

on the subject, along the lines of "y'lamdenu rabbenu," addressing a plea to

rabbinic authorities for continuing elucidation of Halakhah on this important
issue.
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on the one hand, one is prohibited to subject oneself even to
questionable danger in order to save the. life of another person. On
the other hand, if there is no reasonable chance of danger to the health
of the person. he is obligated by the law of loving kindness to do

everything and offer his body if some medical benefit can be derived
from it (emphasis added).

The value placed by Halakhah on preservation and restora-
tion of physical health has been especially clearly enunciated

by Maimonides.19 Scriptural support for this overriding duty of
maintaining a state of unimpaired bodily functions and avoiding
any possible damage to one's health, is seen in the admonition
"take exceedingly good care of yourselves" (Deuteronomy 4: 15).
Over and above this general statement, the authority of the
physician to engage in the practice of medicine is derived from
the injunction "and he shall surely heal" (Exodus 21: 19) which
the Talmud interprets20 as "The school of Rabbi Yishmael1taught
'and he shall surely heal' (is the source whence it can be derived
that) permission is granted to the physician to heaL." In a valu-
able analysis of the halakhic basis of the practice of medicine
Rosner21 concluded that, in spite of some differences of opinion,
the prevailing view is that providing, and seeking, medical care
are not only permissible, but even obligatory, for physician and
patient, respectively.

Significantly, the situational framework of the biblical refer-
ence to healing (Exodus 21: 19) is that of a fight between two
persons in which one of ,them injures the other. This is astutely
commented upon by Tosafot.22 "(Possibly the permission to heal
applies only to injury caused by man) but he who heals disease
from Heaven ("natural disease") may appear as if defying the
decree of the King? Thus he lets us know that it (healing of
natural disease) is permissible." Simlarly RashF3 rejects the
possible objection to medical intervention that only "He who
sends disease should be expected to heaL."

These comments by Rashi and Tosafot clearly indicate a
unified concept of medicine, applicable to diseases of diverse

origins, specifcally to the two main categories known to man
from early experience: traumatic disease, including injuries
inflicted by human agency, as opposed to the vast number of
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diseases of unknown etiology. Thus in spite of the tremendous
changes in the boundaries between the categories of diseases
with established causes and those of still uncertain nature, which
took place over the centuries and, in particular, during the past
50 years, there was no need for a shift of the halakhic frame-
work dealing with them. Accordingly, this consideration also
applies to the most modern and effective branch of health
sciences, viz., preventive medicne, especially since this field was
by no means unknown to the Sages. On the contrary, hygienic
measures capable of eliminating or preventing disease are the
subject of numerous discussions in the Talmud. An illuminating
example of the importance assigned to this aspect is found in
connection with various proposals offered for proper bowel

hygiene. When, in this context, Rabbi Huna questioned his son
Rabbah about his absence from classes of Rabbi Hisda treating
this subject, Rabbah attempted to defend himself by pointing to
the "secular nature" (mile d'alma) of the matter. This view was
rejected by his father who stated: "He (Rabbi Risdal treats
matters of health (life of the people l, and you call this secular
discourses ?"24

Another basic concept of Judaism reinforces the legitimation
of, and need for, research aiming at eradication of disease. Man
is commanded to do his share in correcting imperfections of the
physical world. A poignant expression of this view is found in
the statement by Rabbi Akiba that not only in relation to cir-
cumcision, but also in processing grain of the field into edible
products, it is incumbent upon man to improve the Divine
creation. 

25

Thus there is cumulative evidence for Halakhah permitting,
and probably favoring, research capable of advancing bio-
medical knowledge, including studies requiring participation of
human subjects, provided the later are not exposed to any undue
risk. Obviously, this imposes upon the investigator engaged in
such work the obligation of employing all precautionary meas-
ures currently available, as described in the foregoing.

However, an unambiguous answer is still needed for the criti-
cal question referred to earlier in connection with the prevailing
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codes and guidelines for conduct of experimentation with human
subjects: how can externally imposed regulations be truly effec-
tive as long as both those enforcing them and thdse subject to
their enforcement are individuals differing widely from each
other in their basic outlook on life and society, often strongly

influenced by preconceived ideas? Exactly in this sensitive area,
Halakhah points to a solution that is unavailable within the
limits of secular standards. One of the laws most profoundly
affecting the relationship between man and his fellow, is ex-
pressed as "You shall not deceive one another, and you shall
fear your God, for I am your God (Leviticus 25: 17). The juxta-
position of the two parts of the commandment is placed in its
proper light by Rashi:

Here we deal with deceitful words; a person must not harm his fel-
low by offering him itproper advice which accrues to the benefit of
the advisor. If you ask who can know whether the advisor had this
evil intention r when giving the advice, the second part of the com-
mandment) says 'you shall fear your God,' Who knows man's thoughts.
All matters relating to man's thoughts, known only to the One Who
knows all thoughts, are subject to "and you shall fear your God."

Rashi repeats this observation concerning man's innermost
thoughts in connection with the subsequently presented injunc-

tion against unduly rigorous ,behavior toward one's, servant
(Leviticus 25: 43) .

This line of thought, I propose, should be also applied to the
topic under discussion. Similar to the situation. encountered in

,other complex human activities, the investigator engaging in
research involving human subjects, must pass through three
essential processes leading from the conception 10 the execution
of his idea. They can be identified as:

1. motivation-the reason(s) responsible for initiation of the work;
2. evaluation-careful and honest assessment of the possible risks

inherent in, and benefits likely to be derived from the work;
3. implementation-development of the detailed experimental design

and its performance under conditions minimizing infringements of
the rights of the participants and maximizing their protection from
any harm.
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External measures of advice, control, and review, as currently
practiced and previously described, should be employed in order
to assure that these steps are properly carried out. However, the
ultimate ethical responsibility for his actions remains that of the
investigator himself. The person who is committed to Torah and
observance of Halakhah is guided by the commandment "and
you shall fear your God." And this will prevent him from engag.
ing in any activity that he cannot justify before the ultimate

authority.
Admittedly, this view may be criticized as utopian. Indeed,

Judaism has nevèr claimed that its goals are within easy reach.
Nevertheless, every Jew is subject to the covenantal obligation
of accepting and obeying the One God as creator, ruler, and
redeemer of the world, which inescapably means rejecti~n of
idolatry in all its forms and shapes, whether it be ancient pagan
worship or modern equivalents, such as materialism, secularism,
and totalitarianism. It is this commitment which shapes the lives
of Jews individually and collectively. Hence it is fully justified
to expect that Jews engaged in business, law, science, and other
"worldly" activities will make the utmost efforts of living up to
the standards implied. by their commitment.
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