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holding that a drug manufacturer
is liable to a consumer for any
defect in his product, even in the absence of a contract between them, T
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ROBERT H. B_RIGAR
"It is precisely because the fruits of science can be as poisonous as they
can be sweet that public understanding of their power is indispensable."
--Hans Selye, M.D
Recently, controversy has arisen in both the popular x and scientific s press over the use of psychedelic drugs. The controversy has
stemmed partly from the dismissal of two Harvard Psychology professors who used student volunteers in their drug experiments, s. and
from the later activities of the same two professors and others as
members of the International Federation for Internal Freedom, which
advocated non-medical experimentation
with psychedelic drugs .4 And
undoubtedly the controversy has arisen partly because of rather sensational reports of some of the more bizarre effects of the drugs
(example: for two days one person who had taken a psychedelic drug
thought he was only six inches tall), s As a result, investigators of
psychedelic drugs have reason to consider their legal responsibilities
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and even though the manufacturer was not negligent. 8 However, a
product which causes harmful effects is not defective for that reason
only; a manufacturer
will avoid liability for the harmful effects of a
perfectly-made article if he gives adequate warning of the possible
occurence of such effects· s If the article is a drug, it is sufficient for the
manufacturer to warn that the drug should not be taken without a
physician's prescription· _° But violation of food and drug legislation
has been held to be per se negligence?
Because of the unfamiliarity of many laymen with psychedelic
drugs, the following resum6 of the scientific and social background
relating to psychedelic
SCIENTIFIC

AND

drugs is included·
SOCIAL

BACKGROUND

in research, and proponents of the use of the drugs must determine the
extent to which they may legally procure and use the drugs,
This paper therefore examines the legal limitations on the distribution and use (including experimental use) of psychedelic drugs, and
the constitutionality of such limitations. Because the use of psychedelics
is relatively novel and controversial, these drugs serve as excellent
examples to illustrate the operation of the 1962 federal "new drug"
legislation. Because the drugs have been used to promote religious
experiences, they raise the unusual problem of the conflict between

What are psychedelic drugs ?
Psychedelic drugs (also referred to as "psychotogenic", "hallucinogenie", "psychotomimetic",
and "consciousness-expanding '':s) have
been defined by the originator of the term "psychedelic ''_0 as
. · . substances that produce changes in thought,
perception,
mood
and, sometimes, in posture, occurring alone or in concert, without
causing either major disturbances of the autonomic nervous system or
addictive craving, and although, with overdosage, disorientation,
memory disturbance, stupor, and even narcosis may occur, these reactions are not characteristic.14
Included among the psychedelic drugs are d-lysergic acid diethylamide (LSD), psilocybin, mescaline, and a number of lesser-known
drugs? s The group contains both synthetic and naturally-securing
substances; marijuana and hashish are sometimes included in the latter
sub-group?
Psychedelics constitute only one of several types of mind-affecting

freedom of religion and legislative control of drugs. And in a broad
sense, control of psychedelics reflects social and legal policy towards the
novel, the unconventional and the potentially hazardous,

drugs· Hofmann, the discoverer of LSD," has listed five other classes,
viz: (1) analgesics or euphorics (including opium derivatives); (2)
sedatives or tranquilizers (such as reserpine); (3) hypnotics (including

The paper does not discuss in detail the liability of manufacturers
of psychedelic drugs to consumers injured as a result of ingesting the
drugs. This problem does not seem to differ from that of liability for

barbiturates); (4) inebriants (e.g. alcohol, ether); and (5) stimulants
(such as caffeine). _s The psYChedelics differ from drugs in the other
classes,
· · . in that the latter for the most part modify only the mood; they
either calm or stimulate it. In contrast with this, the so-called
hallucinogensor psychotomimetic$produce profound and acute changes

damage caused by drugs generally, which has been dealt with elsewhere. ° A recent leaning toward strict liability is indicated in the
394

395

THE PSYCHEDELIC REVIEW

I
I

The Regulation o/Psychedelic Drugs

in the sphere of experience, in the perception of reality, changes even
of space and time and in consciousness of self.,0

effects occur a short time after ingestion and typically last several
hours, but in unusual cases have persisted for days or weeks, so

Psychedelic substances exist naturally in certain species of mushroom and other flora, sj Mescaline is found in the cactus Lophophora

Subjective reactions to psychedelic drugs have varied from very
good to very bad. 4° The reaction of the dicoverer of LSD to his first

WiUiamsii, commonly known as peyote (or "peyotl", "pellote"), which
grows in the southern part of North America.:* Psilocybin and psilocin
are the active principles of hallucinogenic
mushrooms found in
MexicoJ 4 It has recently been discovered that the seeds of some species

experience under the influence of the drug is typical:
Occasionally I felt as if I were out of my body. I thought I had
died. My ego seemed suspended somewhere in space, from where I
saw my dead body lying on the sofa.41

of the common morning glory have psychedelic properties. _
Indeed, it appears that many common substances have psychedelic
effects when ingested m for example, nutmeg, se plastic cement, tT paint
and lacquer thinners, :s and gasoline. :° The fact that such substances
are in common use implies that total prohibition of all psychedelic

A variety of extraordinary
reactions to psychedelic drugs have
been reported. 4_ However, in four studies, a substantial majority of
subjects found the psychedelic experience pleasant and of lasting
benefit. _t A significant number described the experience as religious
or mystical. 44

substances is impracticable.
Effects o! Psychedelic Drugs
Psychedelic drugs may cause euphoria, depression, time disorientation, illusions and hallucinations, confusion, unresponsiveness, and loss
of inhibitions. They have a direct biochemical effect, not completely
understood, on the nervous system, s_ Because the behavior of persons
under the influence of the drugs is sometimes similar to that of psychotics, the drugs are often called "psychotomimetic'.
ss For example, sub-

Whether repeated ingestion of psychedelic drugs causes habituation is not yet clear. The drugs apparently are not addictive m i.e.,
they do not create physiological dependence
as does heroin, for
example. "a Studies of consumption of peyote by Indians over several
decades indicate that it does not cause habituation, 4s but an increasing
number of informed scientists believe that habituation
(meaning
psychological rather than physiological dependence 4°) to the drugs can
and does occur. '_
Furthermore, there is considerable evidence that in a small mi-

jects who
· .
think
They

nority of cases, ingestion of psychedelic drugs can cause lasting psychosis and persistent social and psychological maladjustment. 48 In rare
instances, suicide or attempted suicide has followed ingestion of the

ingested LSD were found to exhibit
. changes in perception, impaired concentration, inability to
abstractly,
make
associations,organize
and interpret
experiences,
lost the sense
of serf-identity
and frequently
attributed
their own

feelings to other persons or physical objects.St
In short, "retaining full consciousness, the subject experiences a kind
of dream-world, which in many respects seems to be more real than
the customary normal world. TM
Under the influence of LSD, subjects have shown impairment of
memory, thought, and intellectual capabilities such as ability to think
abstractly, ss However, such impairment may be caused not by a
failure in mental powers, but by preoccupation of the subject with his
experience and by his attitude that cooperation with an interrogating
investigator is not worth while, sa "The very fact that someone should
want to test [the subject]..,
may seem absurd and may arouse either
hostility or amusement."*;
Effects of the psychedelics vary greatly with the mood of the
subject and with the social and psychological context, ss The sensory
396

drugs. 4° However, the reported cases of suicides or attempted suicide
have involved psychiatric patients with histories of instability, so It is
arguable that such persons would have met disaster sooner or later
anyway. It has also been suggested that unstable persons are more
attracted than normal persons to the drugs .s: If this is so, the incidence
of psychedelic casualties may be higher than would occur in the
normal population.
On the whole, the drugs seem to be relatively safe. A study of
some 25,000 ingestions of LSD revealed that psychotic reactions lasting
more than 48 hours were observed in fewer than two-tenths of one per
cent of the cases. 5e Rats have survived one thousand times the normal
human dose of LSD without lasting harm. ss
Some observers have noted persistent harmful but not psychotic
after-effects in previously normal persons who have taken doses of
397
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psychedelic substances?
David C. McClelland,
Chairman o[ the
Harvard Center for Research in Personality, listed these after-effects

The ability of psychedelics to bring to light repressed childhood
memories makes the drugs useful az psychoanalytic tools. Ps However,

as: (1) dissociation and detachment
(a feeling of being above and
beyond the normal world); (2) interpersonal insensitivity; (3) religious
and philosophical naivet6concern with oneself rather than humanity; and (4) impulsivity, ss According to other scientists, "there is a
tendency for those who ingest hallucinogens habitually to make the
drug experience the center of all their activities. ''s*
There are conflicting reports on the stimulation of sexual desire

persons having non-psychotic
schizoid personalities
may become
psychotic after ingestion of psycbedelics?
If psychedelic drugs seem to be bizarre therapeutic agents, let it
be remembered that many common psychotherapeutic
measures are
equally drastic-- for example, electric shock treatment, and lobotomy.
Undoubtedly
the most controversial use of psychedelic drugs is
the creation of personality change in normal individuals. P7A significant

by the psychedelics, s7 Some of the substances have been historically
associated with orgiastic behavior; ss others are said to diminish the
sexual urge? It has been further suggested that by themselves the
drugs have no direct effect on sexual desire; they merely provide an
unusual experience which the subject may or may not find appropriate
for sexual activity, so

number of normal subjects who had taken psychedelics reported such
lasting effects az "a greater understanding
of the importance and
meaning of human relationships", "a greater awareness of God, or a
Higher Power, or an Ultimate Reality", "greater tolerance of others",
"a set of new decisions and new directions for my life. TM However,
objective evidence of improvement
in personality of normal persons
seems to be lacking, perhaps because of an absence of objective criteria

Uses and .Abuses of Psychedelic Drugs
Mental illness is one of the most prevalent and least understood
diseases afflicting mankind, sx and the need for mental health research

for assessing personality improvement in normal individuals. Proponents of personality change through the psychedelic experience nevertheless state categorically:
"we know, yes we know, that science has

ia pressing? In recent years, investigators have hypothesized an organic
basis for schizophrenia, and some evidence has been adduced tending
to substantiate the hypothesis, ss If it is true that "behind every crooked
thought there lies a crooked molecule, ''s' then any drug or chemical
which induces psychotic symptoms in normal persons merits invesfi-

produced methods for dramatically altering and expanding human
awareness and potentialities, ''_9 and "Make no mistake: the effect of
consciousness-expanding
drugs will be to transform our concepts of
human nature, of human potentialities, of existence. ''so The company
of persons who believe themselves to have benefited from the psyche-

gation as a possible clue to the cause of psychosis, and the psychedelics
are such substances, ss While there is yet no definite agreement as to the
mode of biochemical action of psychedelic substances on the brain, ss
most investigators would agree that "in psychedelic drugs we have a
remarkable opportunity for interesting research. ''sP
In addition to using psychedelics for research, psychiatrists have

delic experience has included such distinguished scholars as Aldous
HuXley s: and Havelock Ellis. s:
Closely associated with the phenomenon of personality change is
the mystical or religious nature of the psychedelic experience which ia
reported by many subjects. "There appear to be religious aspects of
the drug experience that may bring about a change in behavior by

attempted to use the drugs as therapeutic agents, mostly in cases of
neurosis, ss Reports on the results of such therapy vary widely, ag but
there have been positive results in some cases. PoThe drugs have proven

causing a 'change of heart'. ''ss The subject may experience a "rebirth",
or a unity of himself with his environment that leads him to conclude
that "all is one". s4 In a study of four hundred volunteers of whom less

particularly valuable in the treatment of alcoholics, Px and preliminary
experiments on convicts have indicated the possibility of improved
recidivism rates following psychedelic drug therapy, Pa as well as

than ten per cent were orthodox believers or churchgoers, more than
half the group reported religious aspects of the psychedelic experience? The psychedelic experience has been seriously investigated by

improved
behaviour patterns among criminal psychopaths? s Some
success has been obtained in using LSD as an analgesic for patients with

a number of active religions groups and leaders, ss
Furthermore, it is well-known that man has for centuries made use

severe and prolonged

of naturally-occuring
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pain, such az occurs in advanced cancer cases?

psychedelic

substances

for religious purposes, sT
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The example closest to home is that of the Native American Church,
whose Indian members have since the nineteenth century eaten peyote
as part of their rites, ss and whose forefathers did likewise in pagan and
Christian rituals prior to the Church's establishment, ag Adherents to
the peyote religion believe that by eating peyote, they absorb God's
Spirit and receive divine revelations. °° Members of the sect observe
other Christian doctrines, accept Christian ethics, and avoid alcohol. °_
While one may be skeptical of drug-induced religion, material aids
to spiritual improvement such as bread, wine and incense are common.
Objectively, the psychedelic contribution to religion is hardly more
unusual than that of trances, Yoga postures, or glossolalia,

world, it was widely condemned as Devil's brew, and was prohibited,
suppressed, and destroyed. °_ Accordingly, it would be premature to
assert that the bulk of society will continue to reject psychedelic drugs
as a means for personality improvement.
THE CONSTITUTIONAL
PSYCHEDELIC
DRUGS

BASIS FOR

REGULATING

In general, Congress may legislate with respect to drugs in interstate commerce under the Commerce clause of the Constitution, gs and
with respect to narcotics under its revenue powers, ss The constitutional

Undoubtedly,
the currently prevailing social appraisal of psychedelic experiences is one of suspicion and perhaps hostility. °z Bizarre
drug experiences, misuse of the drugs by students and others for

..
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basis for State legislation lies in the police power of the States, which
may be exercised to promote public health and safety. _°° This might
be the end of the matter were it not for the arguments raised by
proponents of psychedelic drugs. They have urged that any person who
is mentally competent should have the right to explore the varieties of

"kicks", and occasional casualties have all played a contributing part
to social apprehension. But perhaps the main reason for society's outlook is its inertia, Le. its reluctance to accept the utility or desirability
of an uncommon practice. This should be especia!ly true in American
society of a practice which is introspective, following Oriental tradition,
Perhaps most Occidentals would subscribe to these views of Harvard
psychologist David C. McClelland:
It is probably no accident that the society which must consistently
encouraged the use of these [psychedelic] substances, India, produced
one of the sickest social orders ever created by mankind, in which
thinking men
spent their
time consciousness,
lust in the Buddha
the
influence
of drugs
exploring
whileposition
poverty,under
disease,
social discrimination, and superstition reached their highest and most
organized form in all history.ga
Professor McGlelland's remarks were directed against general use
of psychedelics. However, informed medical opinion, while cautious,
tends to favor the use of psychedelic drugs at least for mental research

conscious experience if he can do so without harming himself or
others. _°_International
Federation for Internal Freedom leaders Leary
and Alpert insist that "the Fifth Freedom -- the freedom to expand
your own consciousnesscannot be denied without due cause. ''_°2
If there is such a Fifth Freedom, it has yet to be specifically
recognized by the courts. Freedom of thought is not constitutionally
protected per se, but is indirectly protected through the more objective
freedoms such as freedom of speech, of the press, and of religion. In any
case, conventional notions of freedom of thought generally involve
concepts such as the freedom to accept or reject a proposition without
fear of official sanction. Such notions do not obviously extend to/he
freedom to experience a drug-induced para-normal state of consciousness. Accordingly, it is necessary to turn to the legally recognized freedoms.

purposes, if proper safeguards and controls are enforced, ga
Proponents of the psychedelic experience can perhaps find hope in
the fact that many valuable medical advances, when first discovered,
were denounced by orthodox opinion. Included in the group were
Jenner's smallpox vaccine, Lister's theory of antisepsis, sulfa drugs,
and cod liver oil. s_ The chairman of the U.S. Army's Commission on
Infectious Disease found early reports on the efficacy of penicillin to be
incredible, and poured down the drain a sample delivered for clinical
testing, sa When coffee was first introduced into the commerce of the

It has been advanced as a basic legal principle that "every person
has the right to protect his health as he deems best, as part of his
fundamental personal liberties. ''_°s The existence of this principle has
been argued in two cases. In United States v. Olsen, TM the court held
that such a right, if it exists, is subordinate to the right of Congress to
regulate food and drugs ._°s And in ]acobson v. Massachusetts? ° the
court upheld the right of the State to enact "such reasonable regulations..,
as will protect the public health and the public safety, ''_oT
stating that any right of the defendant to care for his own body and

4OO
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health as he saw fit might be restrained "for the common good"? s On
the strength of these two cases, it must be concluded that proponents of
psychedelic drugs have the right to use them in "protecting their
health" only to the extent permitted by legislation, unless some other
constitutional principle dictates otherwise,

"common". And the injuries attributable
to their use, while undoubtedly occurring less frequently than casualties attributable to
alcohol, may be of sufficient seriousness to warrant a holding that the
drugs do threaten harm to the public. Accordingly, it is hard to say
with confidence what attitude a court would take toward a statute

It is arguable that total prohibition of possession of psychedelic
drugs in the hands of individuals would be unconstitutional as defying
the basic right to have and use private property. A closely analogous
case in which issue was argued is Ex parte Francis? g The Florida
statute in issue in the Francis case sought to prohibit the possession or

totally prohibiting private possession and use of psychedelic drugs. No
doubt the decision, if and when it is made, will depend upon the
developing social attitude towards the drugs, and upon the availability
of objective evidence of the relative benefits and dangers of their use.
Of course, outright prohibition must be distinguished
from reg-

ownership of intoxicating liquor, even for personal consumption, in
"dry" counties. In declaring the statutory provision unconstitutional,
the court held that inasmuch as liquor is capable of private ownership

ulation. Statutes which limit, rather than prohibit, possession, distribution or use of drugs have been repeatedly held to be constitutional, ns

(and so recognized in "wet" counties), the legislature might limit its
sale, but could not entirely prohibit its private use and possession, no
In contrast to the Francis case, illegal possession of opium was in
issue in Luck v. Sears, TM but again the defendant challenged the
constitutionality
of a statute totally prohibiting its possession. In
holding the legislation valid and not in violation of the "life, liberty or
property" protection of the Constitution, the court distinguished the

Freedom o[ Religion
Perhaps the most forceful attack which can be made upon the
constitutionality of statutes limiting the availability and use of psychedelic drugs is that such statutes prevent persons from practising their
religionfor, as discussed above, the drugs have been used to promote religious experiences. TM Proponents of the religious use of the
drugs might well echo these words of a federal judge:
There is hardly a group of religious people to be found in the world
who do not hold to beliefs and regard practices as important which
seem utterly foolish and lacking in reason to others equally wise and
religious; and for the courts to attempt to distinguish between religious
beliefs or practices on the ground that they are reasonable or unreasonable would be for them to embark upon a hopeless undertaking and one which would inevitably result in the end of religious
liberty.n s

case at bar from cases involving possession of intoxicating liquor:
It is a matter of common knowledge that intoxicating liquors are
produced principally for sale and consumption as a beverage, and so
common has been their manufacture and use for this purpose that
they are regarded by some courts as legitimate articles of property,
the possession of which neither produces nor threatens any harm to
the public. But the use of opium for any purpose other than as permitted in this act [i.e., for medicinal use] has no place in the common experience or habits of the people of this country, but is admitted
by all to be an insidious and demoralizing vice, injurious alike to
the health, morals, and welfare of the public,u2
Psychedelic drugs cannot be arbitrarily placed in the same category as either opium or alcohol. The socially-accepted use of psychedelics, as of opium, probably does not extend, at present, beyond
medicinal use. But it is impossible to state on the basis of present evidence that consumption of psychedelics is "an insidious and demoralizing vice", especially when there appears to be some religious value
in the psychedelic experience. Like alcohol, psychedelic drugs have
acknowledged legitimate uses, and are capable of ownership for at
least some purposes. But their present use can hardly be regarded as
402

Notwithstanding
comments such as the foregoing, it is not at ali
clear that psychedelic drug consumption for religious purposes would
be given absolute constitutional protection by the courts. Indeed, at
present there is more reason for reaching the opposite conclusion, as
the following discussion attempts to indicate.
In the first place, the courts have tended to limit absolute constitutional protection of religion to freedom of belief, as opposed to
freedom of action. While "the truth or falsity of a religious belief is
beyond the scope of a judicial inquiry, ''ns nevertheless "laws are made
for the government of actions, and while they cannot interfere with
mere religious beliefs and opinions, they may with practices. ''m In
other words, freedom of religion "embraces two concepts--freedom
403
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to believe and freedom to act. The first is absolute but, in the nature
of things, the second cannot be. 'q_a
But some acts are symbolic only. Oliver Cromwell is alleged to
have said:

hazards posed by psychedelics to the public health probably constitute
a sufficient "clear and present danger" to warrant legislative control of
the drugs. To permit freedom of religion to prevail over such legislation
undoubtedly "would be to make the professed doctrines of religious

As to freedom of conscience,
but if you mean by that, liberty
you understand

that

in no

place

I meddle with no man's

belief superior to the law of the land, and in effect to permit every

to celebrate

citizen

where

the

the mass,
power

conscience,
I would have

of the

of England prevails shall that be permitted. TM
Cromwell apparently did not perceive that freedom of religion is
evhcerated by the inability to perform those symbolic acts, especially
sacramental acts, which are involved in the practice of the religion in
question. American courts, however, have drawn the necessary distinction between those acts necessary to worship and those which are not.
Thus, a New York court was able to assure defendants that "full and
free enjoyment of religious profession and worship is guaranteed, but
acts which are not worship are not. 'q:° The court decided that failure
to provide medical care for the defendants' child was an act which
could not be justified by freedom of religion (the parents believed
the healing power of prayer); such an act went beyond freedom
worship, m In contrast, a State statute requiring schoolchildren
salute the flag was held by the Supreme Court to be in violation of
constitutional protection of religion. 12aIn this case the questioned
was of a symbolic nature, and thus invaded the sphere of freedom

to become

a law

unto

himself.

'qs°

In part, the probable rejection by courts of freedom
of religion
as a legally sufficient reason for ingestion of psychedelic
drugs in
defiance of controlling legislation would be because of the unconventionality of the practice. TM Such judicial suspicion of the unorthodox
is not unusual. For example, in condemning the practice of polygamy
in the Mormon Church case, the Supreme Court termed the practice
an offense. "against the enlightened sentiment of mankind", m and
declared:
One pretence for this obstinate course is, that their belief in the

Parliament

practice

of polygamy,

or in the

right

to indulge

belief, and

therefore,
under the protection
guaranty
of religious freedom.
This is altogether
doubt the Thugs
of India imagined
that their

in

of
to
the
act
of

in it, is a religious

of the constitutional
a sophistical
plea. No
belief in the right of

assassination was a religious belief, but their thinking so did not make
it so.isa
And in another Morlnon case, the Supreme Court posed this question:
Suppose one believed that human sacrifices were a necessary part
of religious worship, would it be seriously contended that the civil
government
sacrifice ?ls_

conscience,
It surely cannot be argued successfully that ingestion of a psychedelic drug is no more than a symbolic religious act. It is also an act

under

which

he

lived

could

not

interfere

to prevent

a

which can have, in some instances, a harmful effect on the person
taking the drug and possibly on other members of societyJ ss This
being the case, it falls within the category of acts which are given only
qualified protection by the courts under the Constitution, subject to
the right of the state to protect the public interest, and in particular,
public health and safetyJ _ Indeed, it has been frequently held that
the state may undertake positive action infringing the religious beliefs
of some citizens--for
example, it may fluoridate the water supply, _2s
quarantine its citizens, _m and require compulsory vaccination. _2_

One observer, discussing cases holding that Jehovah's Witnesses must
permit their children to accept blood transfusions, argued that
Society commonly accepts the religious opinions of larger groups
who decline to accept certain medical treatment, but the same
tolerance is not shown toward minorities .... las
On the basis of principle and tradition, then, it seems likely that
courts would uphold as constitutional legislation limiting the use and
distribution of psychedelic drugs. But there are a few cases directly
on point, all involving Indian peyotists. TM In one of the reported cases,
the constitutional
issue, although argued, was not decided. _sv In
another case, the trial court held that an ordinance prohibiting the

While tire Supreme Court has stated that there must be a "clear
and present danger to a substantial interest of the State ''_s in order to
justify restricting an act practiced for a religious cause, this principle
appears to have been eroded in subsequent cases. TM Furthermore, the

importation of peyote into a Navajo nation was a valid exercise of the
police power, TM but the affirming opinion of the Court of Appeal was
based entirely on the holding that no constitutional protection of
religion is guaranteed to Indian nations, in the absence of direct
405
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Congressional action, because the Indian nations are distinct political
entities not directly subject to either the First or Fourteenth Amendments of the United States Constitution? g

,

I
'

In one reported case, however, the court did reach the religious
issue and decided it. This was State v. Big Sheep, x4°a Montana case in
which an Indian member of the Native American Church was charged

The Regulation o! Psychedelic Drugs
Arizona case, McFate,

J., nowhere alludes to the possibility of harm

resulting from the ingestion of peyote. Had the court been presented
with scientific evidence of the potential hazards of psychedelic substances, it is unlikely, in my view, that the court would have reached
the conclusion it did. Furthermore, in the case of a conflict of scientific
opinion, it is hard to resist the view of the Montana court in State v.

with unlawful possession of peyote. The defendant offered to prove
that peyote was used by members of the Church only for sacramental
purposes, and pleaded freedom of religion as a defense to the charge,
The court held, however, that the defense could not be upheld, and
declared:
It was clearly within the power of the legislature to determine
whether the practice of using peyote is inconsistent with the good
order, peace and safety of the state....
While laws cannot interfere
with mere religious belief and opinions, they may inhibit acts or
practices
which tend toward the subversion of the civil government,
or which are made criminal by the law of the land.x4x
In an unreported decision, '42 of which I have only secondary
knowledge, '4' a Wisconsin Indian was apparently acquitted on a
charge of illegally shipping peyote through the mails, on the defense
that freedom of religion justified his action.
Finally in a recent unreported Arizona case, TM a member of the
Native American Church was charged with illegal possession of peyote.
The defendant
admitted possession, but challenged
the statutory
prohibition inter alia upon the ground of freedom of religion under

Federal control of drugs is exercised largely through the Federal
Trade Commission, the Bureau of Narcotics, and the Food and Drug
Administration
(FDA), and through the legislation and regulations
discussed below.

the United States Constitution. McFate, J., agreed that the State,
"under the police power, may regulate or prohibit the use or possession
of substances, even though used in religious rites, if reasonably necessary to protect the public health or safety." However, he found on'the
evidence that peyote consumers are in possession of all "mental facul-

The Federal Trade Commission is empowered to curb
rising, by use of the mails or otherwise, which is intended
induce the purchase of food, drugs, devices and cosmetics.
this area of control does not seem to present problems
psychedelic drugs, it will not be further discussed.

ties", that "there are no harmful after-effects from the use of peyote,"
and that it "is not habit-forming'.
He further found that the only
significant use of peyote is by the Native American Church members,
and that "there is nothing debasing or morally reprehensible about the
peyote ritual." The court therefore concluded that the Indians' use o[
peyote was consistent with the public health, morals and welfare, and
that the statute outlawing its use was unconstitutional,
It is possible that the conflict of authority between the two unreported peyote cases and State v. Big Sheep results partly from the
nature of the evidence before the courts involved. In the unreported

Federal narcotics legislation TM is dependent
for constitutional
validity on the revenue powers of Congress. '4s Narcotic drugs are
defined medically as those which produce "stupor, insensibility, or
sound sleep",_4Oand this definition applies to some psychedelic substances. '5° However, as used in federal narcotics legislation, the term
"narcotic drug" is restricted to opium, morphine, coca leaves, codeine;
and their preparations, derivatives, etc. TM The term "opiate" refers
to any drug which, after due procedural formalities are observed, is
proclaimed by the Secretary of the Treasury to have addiction-forming
or addiction-sustaining liability similar to that of morphine or cocaine, x''
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Big Sheep that it is the duty and power of the legislature, not of the
courts, to determine whether the good order, peace and safety of the
state are in any way threatened by uncontrolled use of peyote. '4s
Accordingly,

unless proponents

of the use of peyote (or any other

psychedelic substance) can prove that it is so safe as to constitute no
possible threat to the public health, order, morals, and safety, the
judicial attitude will probably pattern itself on that of the court in
State v. Big Sheep. And in the hypothetical case in which all available
evidence is presented, it is hard to resist a finding of constitutionality
of statutes regulating psychedelic substances.
FEDERAL

REGULATION

OF PSYCHEDELIC

DRUGS

Federal Legislation Applicable to Psychedelics

false adveror likely to
'4e Because
peculiar to
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However, no psychedelic drug has been so proclaimed, _ss and it is
unlikely that any psychedelics wiU be so proclaimed in view of present

view is that they affect the brain, a part of the body, through
biochemical process? s

indications that psychedelics are not addictive? 4
The narcotic marijuana is given special legislative treatment? s
While it has been included by some scientists in tile category of psychedelic drugs,_ se its properties seem to be somewhat different from those
of most other psychedelics, TM and its social use is frequently associated
with the misuse of addictive narcotics. Its exceptional status in American legal and social contexts renders it a major subject in its own right,
and therefore inappropriate for detailed discussion here. TM
The Federal Food, Drug and Cosmetic Act TM (hereinafter referred

A more difficult problem is presented by those psychedelic substances, such as morning glory seeds, which have everyday uses independent of their psychedelic properties. Are such substances ':drugs"
within the meaning of the Act? The word "intended" in section 201(g)
(3) of the Act implies that the answer depends upon the propose for
which the substances are used. Such has been held by a court construing this section:
It is the inttndtd mt of an article which determines whether it is a
drug, regardless of its inherent properties or dictionary definition?:

to as "the Act") includes most of the general federal legislation applicable to drugs. Because "practically all drugs are dangerous in some
degree", _*°and because the Act touches "phases of the lives and health
of people which, in the circumstances of modern industrialism, are

Therefore, if morning glory seeds are used for the purpose of growing
morning glories, they are not drugs; but if used for their psychedelic
effects, they are drugs within the meaning of the Act.

largely beyond self-protection", TM such legislation has been rightly
described as "essential to the health and well-being of the American

i;
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pe°ple'"_"
In order for the Act to apply to psychedelics, they must fall within
the definition of "drug" in Section 201(g) of the Act, the relevant parts
of which read as follows:
The term "drug" means (1) articles recognized in the official United
$tateJ Pharmacopoeia, official Homoeopathic Pharmacopoeia of the
United States, or official National Formulary, or any supplement to
any of them; and (2) articles intended for use in the diagnosis, cure,
mitigation, treatment, or prevention of disease in man or other anireals; and (3) articles (other than food) intended to affect the structure or any function of the body of man or other animals....
In the three official pharmacopoeias
named in the above definition, I was able to locate atropine and belladonna, both of which have
psychedelic properties, xss but none of the more common psychedelics
such as LSD, mescaline or psilocybin was listed. However, the term
"drug" is not confined to drugs so listed, as the statute clearly indirates and as has been held in court? 4 Insofar as psychedelic drugs are
used for therapeutic purposes, they satisfy the requirements of subclause (2) above. Further, psychedelics are "intended to affect...
(a)
function of the body", and therefore satisfy subclause (3), even if not
used therapeutically. The Food and Drug Administration agrees with
this interpretation?
8 Although it might be argued that psychedelics
are intended to affect the mind rather than the body, a more realistic
4O8

some

As drugs subject to the Act, psychedelics are within the purview
of the statutory prohibitions against adulteration and misbranding, in
common with other drugs? s Apart from the "new drug" section of the
Act, discussed below, the only specific substantive provisions of particular interest in relation to psychedelics are sections 502(d) and 502(e)
(1). The first of these requires that any drug containing any quantity
of, inter alia, peyote, must be labeled "Warning--May
be habit
forming", in juxtaposition with a statement on the label of the quantity
or proportion of peyote in the drug. (Incidentally, it is no defense to a
violation of this provision that peyote has no habit-forming potential,
for once so designated, it is considered to have such as a matter of
law? _) Section 502(e) (1) of the Act requires that any drug containing
atropine or its derivatives include on its label the quantity or proportion
of such substance.
Psychedelics are, of course, subject not only to the Act itself but
to regulations promulgated under it by the FDA (nominally by the
Secretary of Health, Education and Welfare)? ° The Secretary's power
is "one of regulation only -- and administrative power only -- not a
power to alter or add to the act. ''_'_ Nevertheless, this power has been
called a "quasi legislative ''_Tg power under which the Secretary
ia given a wide discretion and his judgment, if based on substantial
evidence of record and within statutory and constitutional limitations,
is controlling even though the reviewing court might on the same
record have arrived at a different conclusion. The statute contemplates
that he shall not arbitrarily exercisehis power, but shall act only
4O9
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from a consideration

of the

manufacturers

of new

drugs

of Psychedelic
are now

required

to convince

that the drugs are effective
be marketed?
s

with the Act, it "has the force and effect of law to the same extent as
though written into the statute. ''_T4
It should be noted that the validity of the regulations
promulgated

Opponents
of the 1962 legislation
expressed
fears that further
regulation and "red tape" might tend to prevent
or delay useful new
drugs from reaching
the market, _ae that physicians and drug manufac-

by the Secretary
cannot always be challenged
by the defendant
in a
court proceeding
brought
by the FDA. Because the Act specifically
provides a procedure
under which many of the regulations
may be
challenged, _?s courts
have held that such regulations
may not be
challenged
collaterally
as a defense to an action except on constitutional

turers would tend to rely not on their own trained judgment
but on
that of the FDA, _s? that adequate criteria for judging the effectiveness
of new drugs are not set forth in the legislation, _ss and that history is
replete with examples
of rejection
by orthodox
opinion of new drugs
and other medical advances?
g

not been observed.
many regulations
after the Secretary
that persons likely
of the Federal

that statutory

procedural

formalities

have

_TTBecause the statutory
procedure
for challenging
under the Act must be initiated
within thirty days
publishes his proposed regulations, _?s it is important
to be affected by the regulations
be faithful readers

Register

or of a reliable

food and drug

news service,

Nevertheless,

the

evidence

indicates

that

the drugs

the FDA

facu and conditions to which the regulation is to be applied, l?s
Once the regulation
is promulgated
by the Secretary
in conformance

grounds _?a or on the ground

as well as safe, before

Drugs

reforms

may legally

were

needed.

Over a recent four-year period prior to the 1962 legislation,
some 20
new drugs which had received FDA approval
were removed from the
market as having dangerous
side effects (including
carcinogenic
effects,
cataracts, hepatitis, liver damage, blood dyscrasias) some of which could
lead to death? ° And the manufacturers
been cooperative
with the FDA. For

of new drugs have not always
example,
the manufacturer
of

Psychedelics
as "New Drugs"
Under
the American
system,
unfortunately,
it sometimes
takes
tragedy to supply the impetus for needed social and legislative reform,
In 1937, more than one hundred
persons died as a result of taking

thalidomide,
in an effort to get the drug on the market, contacted
the
FDA fifty times, and some of its pressure tactics were vigorous. TM At
one point, the company
charged
that a letter from the FDA's Dr.
Kelsey (who was largely responsible
for FDA refusal to clear thalido-

a new medicine
which had been tested for appearance,
fragrance, and
flavor, but not for safety. 17° On June 25, 1938, President
Roosevelt
signed a new Food, Drug and Cosmetic Act? ° Under this Act, which,

mide) was libelous. _92 And it is not unknown
for a drug manufacturer
to be charged with falsification
of new drug applications, x°s
The FDA appears to be aware of the dangers of too strict new

as amended,
is still in force, new drugs could not be legally marketed
unless recognized
by experts
as safe? _ In the words of one commentator,
The idea that the safety of an article should be officially established

drug regulation. TM One FDA official stated:
"It is not our purpose to
interfere with the development
of useful new drugs but to promote
a responsible
approach
utilizing
the best available
methodology.
''l°s
And another representative
expressed the view that officialdom should

before it of
is permitted
to be marketed
is certainly
of its
the [the
important
concepts
our times ....
The quarter
century one
since
Act's]
enactment has seen a revolution in therapeutics. Over 14,000 New
Drug Applications have been received and processed. Ninety per cent
of the drugs in use today were unknown before 1938, most of them
cleared through the New Drug procedure, yet with a remarkably small
incidence of mishaps and mlstakes. Xs2
But the 1938 Act was not perfect.
In 1962, the thalidomide

tragedy stimulated a previously reluctant C:ongress into passing the
Drug

Amendments

Act of 19622 ss Under

the new legislation,

the "new

drug" provisions of the 1938 Act were tightened up; _s4for example,
410

"keep its mind

open to dissenting

views

and to the possibility,

however

remote, that an unorthodox
opinion may contain the germ of truth. ''_
It remains to be seen how psychedelic
drugs are affected by the
present "new drug"
provisions.
Under
the Act as amended
in 1962,
a "new drug" is defined as
(1) Any drug the composition of which is such that such drug is
not generally recognized, among experts qualified by scientific training and experience to evaluate the safety and effectiveness of drugs,
as safe and effective for use under the conditions prescribed, recommended, or suggested in the labeling thereof, except that such a drug
not so recognized shall not be deemed to be a "new drug" if at any
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time prior to the enactment of this chapter it was subject to former
sections 1-5 and 7-15 of this title, and if at such time its labeling
containeduse;
or the same representations concerning the conditions of its
(2) Any drug the composition of which is such that such drug, as a
result of investigations to determine its safety and effectiveness for use
under such conditions, has become so recognized, hut which has not,
otherwise than in such investigations, been used to a material extent
or for a material time under such conditions? 7
Afollowsregulation:
under the Act further defines the "newness" of a drug as
The newness of a drug may arise by reason (among other reasons)
of:

to the enactment of the Act (1938) the drug was subject to the 1906
Act, and its labeling contained the same representations concerning its
conditions of use. This raises questions of law and of fact with respect
to the older psychedelics. Was mescaline (say) as a matter of fact
labeled, with respect to its psychedelic use, in substantially the same
way in 1938 as it is today, for the same conditions of use ? If not, it is
as much a "new drug" as the recently-discovered psilocybin. Assuming
that this hurdle is overcome, it remains to be seen whether, as a matter
of law, the 1906 Act applied to mescaline. In my opinion it probably
did. Although the 1906 statutory definition of "drug" did not include
clause (3) of the present statutory definition, ao_ and no section ana-

(1) The newness for drug use of any substance which composessuch
drug, in whole or in part, whether it be an active substance or a
menstruum,
excipient,forcarrier,
other component,
(2) The newness
drug coating,
use of aorcombination
of two or more
substances, none of which is a new drug.
(3) The newness for drug use of the proportion of a substance in
a combination, even though such combination containing such substance
in other
proportion
(4) The
newness
of use is
of not
sucha new
drug drug.
in diagnosing, curing, mitigat-

logous to section 502(d), discussed above, 20s appeared in the 1906
statute, there is evidence that, prior to 1938, peyote (which contains
mescaline) was used in the cure, mitigation, or prevention of disease 20s,
Thus its derivatives, including mescaline, probably qualify as "drugs"
under the 1906 Act. However, it is improbable that it and other psychedelics were labeled prior to 1938 for research, personality change, and
other psychedelic uses; therefore, for such uses, all psychedelics are

hag, treating, or preventing a disease, or to affect a structure or function of the body, even though such drug is not a new drug when
used in another disease or to affect another structure or function

"new drugs" under the present Act. I have no information that any
new drugs have been cleared by the FDA for psychedelic uses, and at
least some have not? °sb

of the body.
(5)orThe
newness of
a dosage,
or method
duration recommended,
of administration
application,
or other
condition
of useorprescribed,
or suggested in the labeling of such drug, even though such drug
when used in other dosage, or other method or duration of administration or application, or different condition, is not a new drug? s
The only gloss put on the foregoing definitions by the case law is

The key words in
and "effective". They
Act, _°' which prohibits
commerce unless and
showing that the drug
of Food and Drugs has

the statutory definition of "new drug" are "safe"
are also the key words in section 505 of the
the introduction of any new drug into interstate
until the FDA has approved an application
is in fact safe and effective. The Commissioner
stated: "There are few drugs that are absolute-

that if there is a genuine difference of opinion among experts as to the
safety of a drug, it must be concluded that the drug is not generally
recognized as safe for the use in question? °

ly 100 per cent safe, ''a05 yet thousands of new drug applications have
been approved?e
It is therefore apparent that the legal meaning of
the words "safe" and "effective" requires elaboration.

Probably all psychedelic drugs fall within the statutory definition
of "new ofdrugs",
at leastnovelty
when of
used
a psychedelic
experience,
because
the general
the tousecause
of drugs
for this purpose,
and
because of the body of informed medical opinion which is yet to be
convinced of the safety of the drugs. :°° The FDA takes the view that at
least some psychedelics are "new drugs". _°_ It is true that some of the
drugs, notably mescaline, have been known for decades, and thus might

Nearly all drugs are dangerous to some degree and are used despite
their dangers? _ The Committee which guided the 1962 drug amendments through the House of Representatives explained:
[^] drug the use of which involves the risk of toxic side reactions
is considered "safe" only if the drug is so valuable from the point of
its efficacy as to overbalance this risk and if these side reactions are
warned against in the proposed labeling of the drug.mS

not be considered "new drugs" because of the clause in the statutory
definition stating that a drug is not deemed to be a new drug if prior

The medical profession also takes a relativistic view of safety. In an
official statement to the aforementioned
House Committee,
the
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American Medical Association's representative explained:
A prescription drug is, by definition, "unsafe" in the sense that
its use in human beings can and does involve hazards....
Only the
physician can add the "safety factor" through the knowledge at his
command of all the consequences which may follow the administration
of a specific dosage of a specific drug to a specific patient. TM
The approach of the FDA to the meaning of "safety" has been
stated in simple terms by the Commissioner of Food and Drugs:
In determining whether or not a new drug is safe . . . we try to
learn what the probable side effects and harm to be produced by
the drug are.
We try to learn what good it will do.
Then we balance one against the other, and if the good outweighs
the harm, we pass iL:n°
According to one expert, the FDA will approve a drug capable of
inflicting considerable harm, even death, if it is capable of tinusual
therapeutic usefulness, m Nor does the fact that a drug is habit-forming
render it unsafe; it is merely one of the factors to be considered, m
Although there are no reported cases directly on point, presumably
the courts would, if the issue arose, accept the foregoing notions of
relative safety in construing the "new drug" provisions of the Act. In
a case involving a patent application on a new drug, the court stated:
With regard to ·'' the nature of "safety" in the field of drugs and
merli,-_,ments,we take judicial notice that many valued therapeutic
substances or materials with desirable physiological properties, when

was permissible prior to the 1962 amendments, the addition of "effecfive" and "effectiveness" to the new drug provisions should remove any
doubt·

administered to lower animals or humans, entail certain risks or may
have undesirable side effects.21s
Like "safe", the word "effective" is also a relative term. The House
Committee (who originally used the terms "efficacy" and "efficacious"
rather than "effectiveness" and "effective" in their draft bill) explained:The "efficacy" to which the bill refers is not efficacy in the
abstract, hut efficacy of the drug for use under the conditions
prescribed, recommended, or suggested in its proposed labeling.m4
Language similar to the above appears in the statutory definition of a
"new drug" and in section 505 of the Act dealing with new drugs,
Because the safety of a drug is assessed in the light of its thempeutic effectiveness, it might be argued that the addition of "effective"
to the relevant statutory provisions is superfluous. The reason for the
FDA's requested addition was to prevent manufacturers from making
unproved claims for new drugs approved as safe for other purposes, m
Although it is not at all clear that such practice by the manufacturers
414

But in other respects the inclusion of the "effectiveness" requirement raises new problems. Is a drug "effective" if it has therapeutic
value for only half of the patients for whom it is prescribed? For only
one per cent ? What if some physicians find the drug effective, and
others do not? An American Medical Association spokesman, in apposing the grant of authority to the FDA to judge efficacy of drugs,
said:
A drug which is, on the average, less efficacious than another, must
still be available to every physician since it may be completely
efficacious
treatingmedicine
the medical
problems
of one seek
of his
We do notinpractice
on the
average--we
to patients.
solve or
alleviate the problems of each and every patient.a_s
These A.M.A. fears should be alleviated if courts interpret the
"new drug" legislation in the light of the Senate Report on the 1962
amendments. According to the Senate Committee:
When a drug has been adequately tested by qualified experts and
has been found to have the effect claimed for it, this claim should be
permitted even though there may be preponderant evidence to the
contrary
based upon
reliable
studies....
In such
delicate
area of medicine,
theequally
committee
wants
to make sure
thatasafe
new
drugs become available for use by the medical profession so long
as they are supported as to effectiveness by a responsible body of
opinion.m?
At first sight, psychedelic drugs seem to present somewhat unusual
problems with respect to convincing the FDA of their safety and effec-'
tiveness. While a drug that helps psychotic patients to act normally
is clearly valuable, what view should the FDA take of a drug which
induces psychotic symptoms in normal people ? By some standards, such
a drug is inherently unsafe. And in what sense is a drug which causes
personality changes "effective"? This sense of the word "effective",
especially if the drug is "effective" in causing a mock psychosis, seems
to be quite different from the therapeutic effectiveness implicit in the
statutory language. Furthermore, if the only use of a psychedelic drug
is as a research tool, a verbal paradox arisesresearch must be done
to prove the drug safe and effective for research.
To escape at least some of these dilemmas, it is necessary to recall
the relative manner in which the terms "safe" and "effective" are u_ed.
It might be argued that any drug which, in moderate doses, renders
415
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a person unconscious and, in larger doses, causes death, is ineffective
and unsafe. Yet anaesthetics act in this manner--but
their effect is
intended to be temporary
only, and for an overriding beneficial
purpose. A new anaesthetic is safe and effective if it can be used to
achieve its intended purpose with minimal adverse side effects. Similady, the psychotic symptoms caused by psychedelics are intended to
be temporary only, and for an ultimately useful purpose, which may be
an improvement
in the mental health or personality of the persons
taking the drugs, or a better understanding of the psyche by an investigator. Such drugs ought to be deemed "safe" if they can be used
beneficially with relatively few casualties,

required to keep confidential all information submitted in the applications, _s and is required to take action on each applkation within
180 days of its submission."'
There are specific provisions for appeal
to a court if the FDA denies approval of an application. _s If new
information reveals that approval should not be continued, the FDA
may withdraw its approval? s
On the whole, the procedure seems to work smoothly; the Commissioner stated that there have been only two appeals from FDA
objections to new drug applications in more than 20 years. ''7
Of current interest is the investigational use which may be made
of psychedelic drugs prior to approval of new drug applications for

Nor is there any real contradiction or paradox in stating that
limited research should be carried out to determine whether the drugs

them? s Section 505(0 of the Act :2g enables the FDA to promulgate
regulations permitting
"experts qualified by scientific training and

are safe enough to be used widely as research tools. The FDA is aware
of the possibility that a drug may have no other use, and considers
that new drug applications for such substances may ultimately be
approved?US

experience to investigate the safety and effectiveness of drugs" to use
any unapproved new drug "intended solely for investigational use".
Such use is conditioned upon FDA approval of an application by the
sponsor of the investigation, setting forth the qualifications of the

However, the problem of effectiveness is troublesome. As indicated
above, there are conflicting reports as to the therapeutic value of
psychedelic drugs ?g Presumably the evidence supporting therapeutic
value is sufficient, nevertheless, if the viewpoint of the Senate Cornmittee, previously referred to, is adopted? ° With respect to research
use of psychedelics, no criteria have been set forth defining "effectiveness" of drugs as research tools. And FDA approval of a new psyche-

investigators, the nature of the investigation, the results of previous
research, technical data concerning the composition and manufacture
of the drug, and a host of other details, mo Additionally, each of the
sponsor's investigators must submit a r_sum_ of his qualifications and
experience, asx There are also obligations imposed on the sponsor
regarding drug shipments, the maintenance of records, and the like? s
Nowhere in the Act 9r Regulations is there any requirement that

delic drug application for therapeutic or research purlx_S would not
make the drug available to normal persons who wish to ingest it to
improve their personalities. Even if it is agreed that the term "effecfive" may be applied to personality improvement, it seems difficult to
establish adequate criteria foe judging whether or not a person's
personality has in fact improved after ingestion of the drug. In short,
the new drug legislation was obviously drafted without consideration

an investigator be a physician or have any particular training--the
Act simply requires that he be "qualified by scientific training and
experience to investigate the safety and effectiveness of drugs". In the
past, some psychedelic drug research has been carried out by psychologists with little or no medical or pharmacological training. Would such
persons qualify as "experts" under the Act? No clear answer can be
given, but one FDA official has stated:

of the specific problems relating to psychedelics. Presumably
will settle these problems as they arise, on an ad hoc basis,
,

the FDA

We believe that at least in the early phases of clinical investigation
of
a novel in
drug
it [the
term "expert"]
to physicians
whoapplihave
experience
drug
investigation
and arerefers
specialists
in the field
cable to the specific drug. Furthermore, they should have adequate
facilities for investigation with respect to patients, clinical laboratory
services,
timebusy
to give
attention
to such studies. This usually does
not applyand
to the
general
practitioner,ass

I do not propose to discuss in detail the procedure relating to the
preparation and approval of new drug applications. Both the Act _x
and the regulations under it zz2 contain provisions regarding the forms
and particulars
required
for the applications, the investigations
which must be made, and the records which must be kept. The FDA is
416
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share the view that not every physician qualifies as
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an expert, n4 but the right of non-physiciaus to investigate new drugs
remains uncertain. In view of the fact that both psychological and
physiological hazards are presented by psychedelic research, it appears
necessary to have at least one research-oriented psychiatrist in every
psychedelic research project carried out under the Act. However, there
seems to be no reason for prohibiting psychologists, chemists and others

seizing the drugs, bis action, if bona fide and not arbitrary or unreasonable, will be sustained. 24s It has also been held that the fact that the
Act imposes criminal sanctions does not mean that the FDA has to
allege or prove guilty knowledge or intent?"
As indicated above, 24s if a new drug has been approved by the
FDA but is later found to be unsafe or ineffective for its recommended

with no medical training from assisting in such projects, provided
proper medical supervision is exercised,
One interesting statutory provision relating to the investigational
use of drugs is that the experts must certify
that they will inform any human beings to whom such drugs, or any
controls used in connection therewith, are being administered, or
their representatives, that such drugs are being used for investigational purposes and will _btain the consent of such human beings
or their representatives, except where they deem it not feasible
or, in their professional judgment, contrary to the best interests of
such human beings.2ss
This is probably merely a statutory confirmation of the common law
duty of investigators, as will be discussed in greater detail below, ns

purpose, the FDA may withdraw its approval? e Normally the applicant is given a hearing prior to withdrawal, but if the FDA finds that
"there is an imminent hazard to the public health", it may suspend
its approval without a hearing, thus renderi ng further introduction of
the drug into interstate commerce illegal? ? In such an instance the
applicant has the right to an expedited hearing. 24sThe FDA may also

Enforcement si Federal Legislation
Section 301 of the Act ''t lists a series of prohibited acts, including
adulteration, misbranding, and the following "new drug" offenses:
(d) The introduction or delivery for introduction into interstate
commerce of any article in violation of section 505 of this title....
· . . (1) The using, on the labeling of any drug or in any advertising
relating to such drug, of any representation or suggestion that
approval of an application with respect to such drug is in effect under
section 505 of this tide, or that such drug complies with the provisions of such section,
To enforce these prohibitions, the FDA (nominally, the Secretary
of Health, Education and Welfare) has available a battery of remedies,
including seizure of drugs introduced
into interstate commerce in
violation of the Act =s (which may be accomplished by an in rem
proceeding against the drugs themselves rather than against any
person"°), injunction, 2's and criminal proceedings which may result
in a fine of $10,000 or less and imprisonment of up to three years? _
Even if the owner of the drugs is convinced of their safety, it is no
answer to an FDA seizure action that the drugs are in no way dangerous to health, if the Act has in fact been violated?'
Furthermore, one
court has held that if an FDA official makes an error of fact or law in
418

withdraw approval of a new drug application if the applicant has
failed to maintain proper records or has denied access to them, or if
the processing or labeling of the drug is deficient. TM The applicant has
the right to appeal a withdrawal order on the same basis as an order
denying initial approval of a new drug application, no
All of the foregoing offenses are limited to drugs which have been
in interstate commerce, in accordance with the constitutional power
of Congress under the commerce clause. Nevertheless, the Act has been
given wide scope by the courts. As long as the drugs or their ingredients
have been in interstate commerce at some time or other, an offense
committed before, during or after their presence in interstate commerce
is within the purview of the Act? _ It does not matter how great a
time lag occurs between the offense and the presence of the drugs in
interstate commerce, nor how many interstate transactions intervene? 2
But the chief thrust of the Act is not to punish violators. Rather,
in the words of the Commissioner of Food and Drugs,
It has been the objective . . . from the very beginning to administer
the statute in such a way as to prevent violations of the law rather
than to punish violators after they oecur.nS
For minor violations, section 306 of the Act'" permits the FDA to
issue a notice or warning rather than to prosecute. As a matter of
policy, the FDA does not prosecute unless it is convinced that it has
conclusive evidence that the law has been violated. 2ss
In addition to the powers given to the FDA, the Secretary of the
Treasury has the power to refuse admission into the United States of
any imported drugs which are in violation of, inter alia, the adulteration, misbranding, and "new drug" provisions of the Act. ne
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"habit forming",

TM

"nar-

cotic ''_ns (or subjected to the same restrictions as narcotics2_e), and
sometimes as one of a list of "narcotic or hypnotic" substances? 7
Peyote has been declared by the Colorado legislature to be "dangerous
to the life, liberty, property, health, education, morals and safety of
the citizens of this state, and is inconsistent with the good order, peace,

upheld the validity of State drug legislation, stating that there has
been no federal pre-emption of State statutes, mo
It should be noted that neither federal nor State legislation entirely

and safety of the state. ''278After this thorough indictment, one is not
surprised to find, upon reading further, that the sale, use, possession,
disposal,
rado? ° and importation of peyote are totally prohibited in Colo-

displaces the common law, which may in some cases impose greater
liability than that set forth in the statutes, m_
The diversity in drug legislation of the several States precludes
a detailed State-by-State analysis; I shall do no more than exemplify
some of the important variations, m2 Fortunately, a number of States ms
have enacted legislation patterned on the Model State Food, Drag and
Cosmetic Act, which has been endorsed by the Executive Committee
of the Association of Food and Drug Officials of the United States?'
Many portions of the Model Act are identical or similar to corresponding provisions of the Federal Act (for example, the definition of
"drug"2*5), and it has been indicated that, in the absence of prior State

Montana and New Mexico, while prohibiting the possession and
sale of peyote, have excepted from the prohibition peyote used "for
religious sacramental purposes by any bona fide religious organization
incorporated under the laws" of the State. mo Accordingly, any religious
group contemplating
the establishment of a new church which would
employ psychedelics but would be independent of the Indian traditions
of the Native American Church, would probably maximize its chances
of avoiding legal difficulties by establishing the church in Montana or
New Mexico and taking advantage of the permissive peyote legislation.
The future attitude of legislators towards peyote and other psychedelics is by no means easy to predict. In 1620, the Spanish Inquisitors
against "heretical perversity and apostasy" ordered peyote condemned
as an agent of the Devil, m_ and its users have had legal difficulties ever
since. Congressional bills to prohibit its use have been introduced
several times, but have never been passed? 2 The most recent of these
was a proposal to apply the federal narcotics legislation to peyote, m
To the best of my knowledge, no action has been taken on the bill.
Of the State legislation applicable to drugs having certain specified
pharmacological
characteristics,
only those provisions relating to
"hypnotic" drugs appear to be relevant to psychedelics. For example,
Massachusetts restricts the distribution of all "hypnotic" drugs, without
specifically defining the term. ''q In the absence of a statutory definition, the ordinary medical definition should apply; therefore this
Massachusetts provision applies to such psychedelic drugs as have
hypnotic (sleep-inducing) properties.
Psychedelics may also fall within State "new drug" provisions. In
the Model Act, the definition of a "new drug" is patterned on that of
the Federal Act except that the Model Act speaks only of a drug not
generally recognized as "safe", sss whereas the federal statute uses the

from violations of State drug statutes, the statutes are "highly beneficial
and remedial ''2.* and are not "to be subjected to such a hypercritical
construction as would thwart the legislative design. ''2ce
As in the Federal Act, psychedelics are not treated as a special
class in the State legislation. However, some of the psychedelics are

;

by reason of its classification as potentially

As indicated previously, the constitutional power to regulate
drugs is invested in the States through their police power? T This
power may not be exercised without limit -- the State may not
regulate interstate commerce, mo nor may its legislation impair the
effectiveness of federal law. mo However, the courts have repeatedly

decisions, State courts will follow federal decisions on the interpretation
of such portions? 6 Notwithstanding
that criminal penalties may result

,.
:
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individually subject to statutory provisions,
LSD is a derivative of ergot, 2e9 and as such is classified variously
as a "harmful drug ''a'°, "poison ''2n, or "dangerous drug ''2_ and is
thereby subjected to various labeling and dispensing requirements.
Atropine and belladonna are also included among "poisons", and
subjected tosimilar restrictions, sTs
Mescaline, in its naturally-occuring
the oldest of the important psychedelic

state in the peyote cactus, is
drugs used in this country. It

is not, therefore, surprising that of all psychedelic substances, peyote
should be given the most prominent treatment in State statutes. Peyote
has also been subjected to various labeling and distribution restrictions
420
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words "safe and effective", me Presumably the Model Act definition
will be amended to correspond to the new federal definition; this
amendment has already been made in Clalifornia. m_ Under the Model
Act, a new drug subject to the Federal Act must be approved by the
FDA before its sale or delivery is legal in the State? 8s If the Federal
Act does not apply to the new drug, the Model Act requires an application to be approved by State officials before the drug may be legally
marketed, mo It is interesting to note that almost half the States have
no "new drug" laws.*_
While State prohibitions against adulteration, misbranding, and
misuse of new drugs tend to follow the federal pattern, 2" much of the
language used in State enactments is aimed at private local transactions, whereas federal legislation is necessarily restricted to drugs in
interstate commerce. Thus state statutes may typically prohibit "the
sale, delivery for sale, holding for sale, or offering for sale", of drugs
in violation of the enactment. "_ Occasionally, a State may prohibit
possession of drugs, subject to certain exceptions, z" In general, violation of the various prohibitions gives rise to criminal or quasi-criminal
sanctions, s_
In their legislation to protect the public health, the States ordinarily include the regulation of the practice of medicine and of pharmacy. *°s The administration of drugs to patients is ordinarily a medical
procedure, and courts have so held. _e Thus, a psychologist who
administers psychedelic drugs to persons risks prosecution for practicing medicine without a license. However, if the administration of a
psychedelic drug to a person is clearly not a medical act, as in the
case of religious use of psychedelics, the medical practice statutes would
not apply,
Furthermore,
a physician who administers psychedelic drugs

LEGAL LIMITATIONS
PSYCHEDELIC] DRUGS

ON EXPF. RIMENTATION

WITH

Legal Liability/or Experimental Injuries
From a reading of many of the reported cases, a layman might
conclude that an investigator conducting medical research does so at
his peril, and that he will be liable for any injury caused to a subject, s°l
However, such a conclusion would not be justified. In the cases cited,
the courts developed the unfortunate habit of labelling as "experiments" departures from recognized medical treatment sufficient to
constitute malpractice. This usage has been justly criticized a°2 as a failure by these courts to distinguish between (1) unauthorized
and unaccepted medical procedures which would not be practiced by responsible physicians, and (2) organized scientific research. Because the cases

unlawfully is in danger of losing his license to practice. *°7And if a psychologist or some other person without medical training were deemed
to be practicing medicine in administering psychedelics, a physician
who aided and abetted the illegal practice would be in violation of
State legislation forbidding such aiding and abetting, and accordingly
in dangerof losinghislicense.*"

in question have not dealt with properly conducted research, they cannot be deemed authoritative concerning liability for research mishaps.
Furthermore, there is no indication, in any of the cases cited, that the
patient gave consent to an "experiment" in any sense of the word; an
entirely different case is presented where there is consent by a subject
to a properlyconductedexperiment.

As has been shown, ingestion of psychedelic drugs can cause
injury, a°9 Because these drugs have been and are likely to be used
extensively in research work, an examination is in order of the extent
to which investigators may make use of the drugs without legal liability
to subjects who are injured in some way as a result of their participation in a psychedelic experiment. I do not propose to deal here with
the difficult problem of the extent to which mental trauma unaccompanied by physical injury is actionable; *°° I shall proceed on the
assumption that at least some of the possible injuries to research
subjects may give rise to a cause of action.
Because there is a dearth of authority on the legal responsibility
of investigators to their research subjects, it is necessary to derive
many of the principles likely to be applied by courts from cases dealing
with the closely analogous relationship of physician and patient.

In two circumstances it seems reasonably clear that no liability
should attach to the investigator for an experimental mishap. The first
of these is the situation in which the "experiment" is being conducted
for the therapeutic benefit of the patient and is only incidentally of
422
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research value. Thus, a psychiatrist using psychedelic drugs in the
treatment of neurotic patients may incidentally report the results of
such treatment
in scientific manner; the treatment, if justifiable
according to accepted medical practice, surely does not become action-

situations. In view of the overwhelming social need for medical research
using normal, healthy volunteers as well as ill persons, it seems likely
that the law will not impose strict liability on investigators when
normal volunteers are involved.

able merely because it ia also the subject
pointed out that "every medical procedure,

Conceding the existence of some legal immunity for investigators,
one must ascertain its bounds. The Niirnberg Military Tribunal in the
Medical Case sot undertook perhaps the most extensive legal study of
medical experimentation ever made, and listed several criteria by which
to judge the legality of particular experiments, sos Because these criteria
were held applicable to a criminal prosecution, it is likely that criteria
no less stringent would be applied to civil actions involving liabilty for
experimental injuries.

of research. It has been
no matter how simple or

accepted, ia an experiment since it is applied in a new context each
time?°S
Secondly, a normal volunteer may be paid for his participation in
a research project. In such a case, the volunteer is in a contractual
situation vis-a-vis the investigator. If the volunteer assumes certain
specified risks under the contract, knowing their probability, he ought
not to have a cause of action ff these risks materialize, assuming that he
has been correctly informed and the experiment has been properly
carried out. It is arguable, however, that a person cannot consent to
assume the risk that the experiment will not be properly conducted, TM
on the rationale that a person may not unreasonably consent to an
assault on his body.
If there is no contract and no possibility of therapeutic benefit to
the subject, the investigator still may, in some circumstances, have
legal immunity
against liability for experimental injuries. The basis
for such immunity has been set forth as follows:
If a legal

action

is brought

against

the scientific

experimenter,

its

result will depend upon the existence of a privilege conferred on the
experimenter by society, determined by balancing the risk of possible
harm to the subject against the potential returns to society, and upon
the legal efficacy of the subject's consent,sos
Although the existence of such a "privilege conferred by society" has
not yet been expressly conceded by the courts, one court has ac.knowledged the need for medical research and has hinted at the possibility
of a limited immunity for investigators:
We recognize
the fact that if the general practice
surgery is to progress, there must be a certain mount

of medicine
and
of experimenta-

With respect to the question of whether an experiment is justified
at all, the tribunal stated:
The experiment should be such as to yield fruitful results for the
good of society, unprocurable by other methods or means of study, and
not random and unnecessary in nature,sos
But not all experiments which might yield fruitful results are justifiable:
No
reason

experiment
should
be conducted
an a except,
priori
to believe
that
death
or disabling where
injury there
will is
occur;
perhaps, in those experiments where the experimental physicians
also serve as subjects? °
Even where the risk of injury is comparatively small,
the degree of risk to be taken should never exceed that determined
by the humanitarian importance of the problem to be solved by the
experiment. TM
Presumably the risks to be considered should include the possibility of
emotional or mental injury as well as physical injury. In the opinion of
the American Psychological Association,
Only when a problem is significant and can be investigated in no
other way is the psychologist
to emotional
stress? 2

justified

in exposing

research

subjects

tion carried on; but such experiments must be done with the knowledge
and consent of the patient or those responsible for him and mint not
vary too radically from the accepted method of procedure?e
Although the use of the term "patient" by the court might limit its

On the.whole,
properly conducted psychedelic experimentation
appears to offend none of the foregoing criteria. Although psychedelics
can cause mental injury, they are relatively safe; s:s in most cases the
risk of injury is small, and the POtential benefits to society in improved
mental health are enormous.

dictum to cases in which the experiment is possibly of therapeutic
value to the subject, this choice of terminology may be explained by
the assumption that the court was not directing its attention to other

Assuming that the experiment in question is justified, the subject's
consent must be obtained, and the experiment must be properly conducted. These requirements obviously apply not only to cases in which
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a healthy volunteer is used without compensation, but also to cases in
which a patient or a paid volunteer is the experimental subject. The
two requirements will therefore be discussed in detail,
(1) Consent
A physician must obtain consent, express or implied, before he can
treat a patient? _4 Without consent, the physician is liable for trespass
against the person, s_s Furthermore, the consent must be an informed
consent directed to the treatment in question -- consent to treatment of
one ailment docs not ordinarily extend to collateral or additional treatment, especially where surgical operations are involved? e
'

d [ortiori, it seems reasonable to require that an investigator

:
'
_:

specific and informed consent from the subject of an experiment
order to avoid liability for trespass against the subject? 7 In
Medical Case, the Niirnberg Military Tribunal listed first among
principles which must be observed in medical experimentation,
duty to obtain consent:
The voluntary consent of the human subject is absolutely essential,
This means that the person involved should have legal capacity to
give consent; should be so situated as to be able to exercise free power
of choice, without the intervention of any element of force, fraud,
deceit, duress, over-reaching, or other ulterior form of constraint or
coercion; and should have sufficient knowledge and comprehension
of the elements of the subject matter involved as to enable him to
make an understanding and enlightened decision. This latter element
requires that before the acceptance of an affirmative decision by the
experimental subject there should be made known to him the nature,

:

t
.
·!

._
*

obtain
in
the
the
the

duration, and purpose of the experiment; the method and means by
which it is to be conducted; all inconveniences and hazards reasonably to be expected; and the effects upon his health or person which
may possibly come from his participation in the experiment, sis
Although these general principles should apply to psychedelic research,
there are several problems peculiar to this type of research which merit
discussion,
Firstly, the experimenter may not know what results to expect
from the experiment; the literature is replete with reports of bizarre
behavior resulting from the ingestion of psychedelic drugs? s If he
cannot predict or foresee the possible consequences of the experiment
on the subject, how can he adequately inform the subject of the risks?
The sound course of action is probably the most obvious, viz. to tell
the subiect that the risks are not completely known.
426

The Regulation ol Psychedelic Drugs
Secondly, subjects under the influence of psychedelic drugs are
responsive not only to suggestions made while the drug is taking effect
but also to suggestions made beforehand, no This fact has two undesirable consequences: (1) it impairs the value of the experiment, which
should be free from the personal influence of the experimenter; and (2)
because the subject has been informed of the hazards, his resulting
anxiety is a factor increasing the probability of their occurrence, sz
As a practical matter, it is probable that a warning of the hazards
involved can be made without undue suggestive effect. For example,
one mental research institution used the following language in its consent form for psychedelic research:
I give this authorization with the understanding that the administration of such drugs and such examination [of their effectsl involve new
techniques and procedures which may produce new and unusual
physiological
and psychological
effects,s2:l
The question remains whether a warning such as the foregoing is
sufficiently explicit. In my opinion, it is. In physician-patient
cases,
courts have recognized that there are situations in which less than full
disclosure of the hazards of treatment to the patients is justifiable, us
These cases apparently rely on the principle that the physician must
consider the patient's welfare above all else and should not unduly
alarm the patient, sa' A warning by a psychiatrist to a subject that
"these drugs may make you permanently
insane" would probably
maximize the chances of persistent psychosis; accordingly, particularly
in view of the relatively infrequent occurrence of injury, s_ a general
warning of the risk of "new and unusual physiological and psychological effects" ought to be sufficient.
A final consent problem presented in psychedelic research is that
subjects may be psychiatric patients in mental hospitals and legally
incompetent to give consent to experiments. If the experiment is intended to be of therapeutic benefit to the patient, consent given by
his legal guardian is sufficient, s_ However, if the purpose of the
experiment is to advance scientific knowledge, without possibility of
direct therapeutic benefit, it is not at all clear that the guardian can
give valid consent to the procedure. The guardian is supposed to act
for the benefit of the patientit is hard to find a principle which
would justify the guardian's exposing his ward to risk of harm with no
countervailing possibility of benefit, and bind the patient to take no
action if he later recovered, s_
The same word of warning applies to subjects who are children
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Finally,

risks to human life and health

should be minimized

by

petent to give consent to necessary medical treatment m and to treatment not of a serious nature, s:° the general rule is that the parents'
consent must be obtained. Ss° One case has suggested that if the child
has reached the age of understanding, the consent of both parent and
child must be obtained, m It is again difficult to find a principle upon

preventive measures, as* and if there is doubt concerning the safety of
the experiment, it has been rightly suggested that the investigator
subject himself to the experiment before risking injury to others. _4°
During the experiment, all effort should be made to minimize risk
of suffering and injury, s" and the investigator should be prepared to

which a parent can justifiably expose a child to risk of harm when there
is no possibihty of therapeutic benefit to the child, and at the same
time bind the child not to take legal action if injury occurs, ss_ On the
other hand, if the child has reached the age of understanding and both
he and his parents have given consent, it would seem a miscarriage of
justice to permit the child to withdraw the consent later.
It must be emphasized that if the subject is legally competent, he
must in every case give his consent. For example, in one case 333the

terminate the experiment at any stage if circumstances warrant this. s4_
Administration
of certain tranquilizing drugs is known to halt the
traumatic mental effects of ingestion of psychedelics, s4s Also, if the
subject himself does not want the experiment to continue, he should
be at liberty to bring it to a halt. s"

physician in charge of an emotionally-disturbed
patient did not inform
the patient of the risks of shock treatment, but instead informed the
patient's wife and obtained her consent to the treatment. When th.e
patient was injured as a result of the shock treatment, it was held that
the physician's failure to obtain an informed consent from him rendered the physician liable for the injury,
It should be understood that consent is given on the implied

experimentation
include
the ethics codified
of the orbiological-medical
professional
community;
the
standards,
grounded in practice,
of reputable
medical and
health institutions; . . . and perhaps least explicit, but of commanding influence, the social climate and opinion of the public,s4s
Unfortunately,
social needs do not always coincide with legal
duties; for example, research on mentally ill patients may f, dfil a
pressing social need, but it may be impossible in some cases to obtain

condition that the experiment will be properly conducted, ss4 and as
has been mentioned,
it is arguable that this condition cannot be
waived.aSa

legally sufficient consent to such research. TM Commenting on psychedelic drug research, one observer argued that because of the pressure
of politicians, mass media, and vested-interest
groups, "the simple
division of legal versus illegal is not always a reliable guide to the
scholar as to the pursuits by which society will best be served. ''s4t To
some extent, misunderstanding
between the legal and medical prof'essions can be cleared up by apt choice of terminology. It would undoubtedly have been better for courts not to have used the term
"experiment" in straightforward examples of malpractice, for example.
In other areas where there is genuine conflict between medical and
legal standards, one can only hope for an exchange of views between
the two professions and an expression of such views to legislative bodies.

(2) Standard o/Care
In a sense, due care is required of the investigator before the
experiment begins, because his preparations for the experiment must be
carefully carried out. In the first place, the investigator must himself
have acquired the necessary training and experience to qualify himself
for research, u* This requirement has been discussed with respect to
the "new drug" provisions of the Federal Food, Drug and Cosmetic
Act? 7
Secondly, the experiment on humans must be preceded by preliminary tests on animals, to minimize the risk of harm to human
subjects, aaa In the case of psychedelic research, animal experimentation
may be of limited value, because the investigator is likely to be primarily interested in the mental effects of psychedelics. However, the
physiological effects of the drugs may be investigated in animals,
428
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NOTE

The use of psychedelic drugs for many purposes, and particularly
for religious use and personality change, must be considered to be in its
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