
The Judicial Dilemma of
Laetrile And a Possible Solution

By William R. Pendergast*

The recent judicial decisions concerning the controversial cancer drug
Laetrile offer the student of governmental ethical problems a unique op-
portunity to examine, in a precise fact situation, the dilemmas that face
government officials when they are required to choose among competing
attitudes and values in deciding the "right" thing to do.

Should the federal government let dying cancer patients have Laetrile,
currently thought to be worthless, or should the government insist that
Laetrile, like any other drug, be proven safe and effective before any Amer-
ican can have it? Put differently, do we bend society's goals to honor the
wishes of the dying?

The purpose of this article is to describe the current judicial dilemma
with respect to Laetrile in the courts and to suggest a possible way out of
the dilemma. It is thus beyond the scope of this aticle to examine the full
history of Laetrile and all its implications (including legislative relief);
therefore, a relatively brief description of the background will suffice to set
the stage for an examination of what the courts have done and then to
suggest an alternative.

I. The Background

The exact identity of Laetrile is a matter of dispute, but there appears
to be at least tentative agreemment that it is a glycoside, known as amy-
dalin, that can be extracted from a number of food sources, including
apricot kernels.' It is sometimes referred to as Vitamin B17 by those of its
proponents who suggest that it is a vitamin and not a drug at all.2 Appar-
ently Laetrile, or a predecessor version of it, was developed as early as 1920,
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1. 7 FDA DRUG BULLETIN 26 (1977); 42 Fed. Reg. 39,768, 39,770 (Aug. 5, 1977).
2. The distinction is irrelevant for purposes of this article. It is usually advanced to escape

the legal requirements that are applicable to drugs but are not applicable to vitamins. Since
Laetrile is intended for a drug purpose, to treat cancer, this argument has been generally
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but its use did not become highly publicized until the 1970's. Exactly what
it is used for is also a subject to debate-as apparently is every facet
connected with Laetrile. There seems to be some evidence that it has been
promoted for the treatment of cancer, while there are others who say that
it has only been recommended as a palliative for cancer, or to facilitate the
effectiveness of other, more conventional, therapies in the treatment of
cancer.3 In any event, no one denies the close involvement of Laetrile with
cancer. Here we assume that the public regards it as playing some sort of
beneficent role in the treatment or prevention of cancer.

Cancer is the second most prevalent cause of death in the United States;
furthermore, it is easily the most dreaded of diseases, doubtless because
of its insidious nature, its ability to inflict great pain and prolonged suffer-
ing, disfigurement and, too often, a lingering death. Few people are able
to react with rationality or equanimity in the face of cancer. Additionally,
science appears to be moving at a discouragingly slow pace both in discov-
ering the cause of cancer and in finding a generally effective cure for it.
Because of this, the public eagerly accepts anything that might help and
does not demand high-quality scientific evidence when cancer cures are
involved. By the same token, the arena is fertile ground for those who
would trade on fears by promoting the sale of worthless cancer cures. Our
history is full of such stories.4

Because of all this, any product promoted in the treatment of cancer is
a target of a great deal of attention, both positive and negative, and Lae-
trile has been no exception.

So far as Laetrile is concerned, there is no doubt that conventional
scientists and indeed the United Stated medical and scientific community
at large regard it at best as a useless therapy in the treatment of cancer
and at worst as a fraud on the public because it actually may be toxic.

As far back as 1953, the Cancer Commission of the California Medical
Association investigated Laetrile. The investigtion was followed up in 1962
by a report of the California State Cancer Advisory Council, the substance
of which was that the use of Laetrile was not warranted in the treatment
of cancer.5 From that time until this, the United States Food and Drug
Administration (FDA) has taken the consistent position that Laetrile is
not legitimate and that it should not be used in the treatment of cancer
by anyone under any circumstance. The FDA has also been consistent in

3. 42 Fed. Reg. 39,768, 39,772 (Aug. 5, 1977).
4. The government's announcement on Laetrile sets out a brief discussion of the history

of cancer quackery. 42 Fed. Reg. at 39,795 (Aug. 5, 1977). The courts have been heavily
involved in litigation arising from the promotion of cancer cures for more than sixty years.
See, e.g., United State v. Johnson, 221 U.S. 488 (1911); United States v. Hoxsey Cancer
Clinic, 198 F.2d 273 (5th Cir. 1952); Durovic v. Palmer, 342 F.2d 634 (7th Cir. 1965), cert.
denied, 382 U.S. 820 (1965). On the incidence of cancer and its unique place in our thoughts,
see R. Rettig, CANCER CRUSADE (1977).

5. 42 Fed. Reg. at 39,792 (Aug. 5, 1977).
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opposing even the testing of Laetrile in human beings. It argues that the
exact identity of Laetrile is so uncertain as to make such a test worthless
and that a drug should never be tested in human beings until there is some
evidence in animal testing that the drug will have some beneficial effect.
According to the FDA, since no such evidence exists with respect to Lae-
trile. the agency has never supported human testing.' This brings us to the
dilemma.

The problem can be simply stated. What are.the rights of cancer pa-
tients (or patients suffering from any other life-threatening disease) to
determine the therapy that they shall receive? And how are those rights
affected when the therapy chosen is regarded by the majority of competent
scientists as useless? The question can also be posed from another direc-
tion: does the government, in the exercise of its duty to protect the public
from needless risk and from unscrupulous purveyors of false remedies, have
the right to prevent a cancer patient from receiving a drug regarded as
useless even when the patient is fully informed as to the facts, including
the fact that the product is generally regarded as ineffective or even
unsafe? This dilemma, and the FDA's intransigent position, have taken
the Laetrile controversy to the courts. This judicial struggle to do the right
thing for both the cancer patients and the public has led to less than
satisfactory results.

II. The Judicial Record

Before examining the record of the courts with respect to Laetrile, it is
necessary to review briefly the statutory mechanism by which the FDA
exercises its authority over pharmaceuticals. The FDA has primary juris-
diction over the marketing of all drugs in this country pursuant to the
provisions of the Federal Food, Drug, and Cosmetic Act (the Act).' Under
this Act, a drug that is not generally recognized as both safe and effective
for its intended purposes is a "new drug" and may not be distributed in
interstate commerce until the FDA has approved a "new drug application"
(NDA) for it, or unless it is distributed in a highly controlled manner as
an "investigational new drug" pursuant to FDA permission and regula-
tion.' Prior to 1962, the FDA had this authority only for drugs that were
not generally recognized as safe. When the 1962 amendment was enacted
to require proof of efficacy, Congress included a grandfather clause which

6. Apparently the FDA did, in April, 1970, grant an applicant permission to test Laetrile
in humans. After only ten days, however, this permission was revoked. Rutherford v. United
States, 399 F. Supp. 1208 (W.D. Okla. 1975).

7. 21 U.S.C.A. 301 §301-392 (1977); Weinberger v. Hynson, Westcott & Dunning, Inc., 412
U.S. 609 (1973); Ciba Corp. v. Weinberger, 412 U.S. 649 (1973); Weinberger v. Bentex Phar-
maceuticals, Inc., 412 U.S. 645 (1973); USV Pharmaceutical Corp. v. Weinberger, 412 U.S.
655 (1973).

8. 21 U.S.C.A. §321(p) and §355 (1972).
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stated that the new requirement of proof of efficacy would not apply to a
drug which was in commerce on the enactment date of the 1962 law so long
as there was at that time no approved NDA for it (in other words, so long
as it was then generally recognized as safe), and so long as there were no
changes in the claims made for the drug subsequent to 1962.1

The NDA mechanism is an extremely torturous and expensive process.
Those who wish to bring a new drug to the market are required to submit
voluminous data on its safety and efficacy, both for animals and for hu-
mans, and the FDA becomes involved in a laborious review process that
often takes many years. Nevertheless, until the process is completed, a
drug not generally recognized as safe and effective cannot be made freely
available in this country. The FDA has never approved an NDA for Lae-
trile and therefore it is not legally available here. The first attack on this
prohibitory mechanism came in 1975.

In Rutherford v. United States,0 a group of individuals suffering from
cancer filed suit in federal court seeking injunctive relief under the Fifth
Amendment to the Constitution from the new drug provisions of the Act,
alleging that the legislative new drug mechanisms, and the manner by
which the FDA enforces them, deny plaintiffs their constitutional rights
because they and those similarly situated are denied the "freedom" to
choose to be treated with Laetrile.

The court reviewed the record and said that the plaintiffs were indeed
suffering from cancer; that, under the law as currently construed by the
FDA, the plaintiffs lacked the financial means for obtaining an NDA for
Laetrile; that Laetrile has been used in other countries for some time; that
it is not harmful; that the FDA was abdicating its duty by failing to make
a clear determination as to whether Laetrile should or should not be avail-
able; and that, therefore, the plaintiffs and those similarly situated have
been denied their.right of choice in using Laetrile "without just cause.""
The court enjoined the FDA from preventing plaintiffs from receiving Lae-
trile.

In reaching this decision the court relied upon Roe v. Wade,"2 in which
the Supreme Court found that a state statute prohibiting abortions imper-
missibly intruded upon the right of privacy of a pregnant woman to de-
mand an abortion. In other words, the right to choose one's own medication
is a part of one's constitutional right to privacy. No court had previously
so ruled.

The government promptly appealed, and the Court of Appeals for the
Tenth Circuit affirmed, remanding the proceedings for the development of

9. 21 U.S.C.A. §321 (1977); see Rutherford v. United States, 542 F.2d 1137, 1141 (10th
Cir. 1976), United States v. Allan Drug Co., 357 F.2d 713 (10th Cir. 1966), cert. denied, 385
U.S. 899.

10. 399 F. Supp. 1208 (W.D. Okla. 1975).
11. Id. at 1212.
12. 410 U.S. 113 (1973).
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an administrative record so that the courts could properly determine
whether Laetrile is in fact a new drug and whether or not it is entitled to
the protection of the grandfather clause.' 3 The circuit court thus ignored
the argument that there is a right of privacy which entitles a person to
treatment by unconventional therapy and, instead, reversed on the new
ground that the FDA had never made a sufficient administrative record
as to whether Laetrile was a new drug and that it was therefore impossible
for either the district court or any subsequent reviewing court adequately
to detemine whether the agency's conclusion was correct. The Tenth Cir-
cuit, while avoiding a constitutional ruling, allowed the plaintiffs to con-
tinue to receive Laetrile temporarily.

On remand, the district court held a conference at which FDA counsel
then admitted that the agency had not created any administrative record
"no matter how casual or unstructured its form or content might be."" The
court then ordered the FDA to develop such a record on the issues of
whether Laetrile is a new drug, whether it is exempt under the grandfather
clause, and whether Laetrile is safe and effective. The FDA was enjoined
from enforcing any action with respect to Laetrile against the plaintiffs
during the development of the administrative record. 5

The FDA complied and on February 18, 1977, initiated a rulemaking
proceeding by publicatin in the Federal Register." All those interested
were invited to submit written comments, and on May 2, 1977, an oral
hearing was held in Kansas City, Missouri."

On August 5, 1977, the FDA published its decision. 8 The agency re-
viewed the history of Laetrile and the evidence presented, and on that
basis it again concluded that Laetrile was not generally recognized as safe
and effective for the treatment of cancer. Therefore, it became an unap-
proved new drug and was not exempt from the new drug provisions of-the
law by reason of the grandfather clause.

The matter then returned to the district court," which reviewed the
administrative record and found the FDA's conclusions to be arbitrary and
capricious, an abuse of discretion, and not in accordance with the law. The
district court began by accepting the FDA's conclusion that Laetrile is not
generally rcognized as effective. This means, of course, that Laetrile liter-
ally meets the definition of a new drug and consequently may not be sold
in interstate commerce until the FDA has approved an NDA for it. The
court went on to find, however, that Laetrile is entitled to the protection
of the grandfather clause because it is generally recognized as safe and

13. Rutherford v. United States, 542 F.2d 1137 (10th Cir. 1976).
14. 424 F. Supp. 105, 107 (W.D. Okla. 1977).
15. Id. at 107.
16. 42 Fed. Reg. 10,066 (Feb. 18, 1977).
17. 42 Fed. Reg. 16,191 (Mar. 25, 1977).
18. 42 Fed. Reg. 39,768, et. seq., (Aug. 5, 1977).
19. Rutherford v. United States, 438 F. Supp.1287 (W.D. Okla. 1977).
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because it has been marketed for a period long prior to 1962.
The court then dealt with the constitutional question of the right of

privacy and again found that the constitutionally guaranteed right of pri-
vacy extends to the "right to enlist such non-toxic treatments, however
unconventional, as he [the patient] finds to be of comfort, particularly
where recommended by his physician." '1 The court stated its notion of the
problem as follows:

As a nation, however, historically and continuously, we are irrevocably
committed to the principle that the individual must be given maximum
latitude in determining his own personal destiny.

To be insensitive to the very fundamental nature of the civil liberties
at issue in this case, and the fact that making a choice; regardless of its
correctness, is the sole prerogative of the person whose body is being
ravaged, is to display slight understanding of the essence of our free so-
ciety and its constitutional underpinnings. This is notably true where, as
here, there are no simple answers or obvious solutions, uncertainty is
pervasive, and even the best efforts leave so much to be desired.2'

From that philosophical base, the court concluded that the individual has
the right to use non-toxic substances in connection with his own personal
health care. The court added a caveat in a footnote that even if this right
did not exist generally it would certainly exist with respect to terminally
ill cancer patients who have exhausted all orthodox approaches to their
disease.s

Clearly, the court based its reversal of the FDA's decisions on two
grounds: (1) that Laetrile was exempt from the rigors of the new drug law
by reason of the grandfather clause, and (2) that the plaintiffs, as cancer
patients, have a constitutional privacy right to choose any medication they
want, so long as it is non-toxic. The court of appeals, in affirming, 2 : ignored
both reasons and instead found a new one.

The court of appeals held that the statutory requirements for safety and
efficacy in the Act have no application to terminally ill cancer patients who
desire to take Laetrile intravenously and that the FDA could not rely on
normal definitions of safety and efficacy where terminally ill patients are
concerned.' In reaching this decision the court noted that before it was
only the problem of cancer patients who are terminally ill, and that the
statutory terms "generally recognized" as "safe" and "effective" have no
meaning to persons who are fatally stricken with a disease for which there
is no known cure. In that context, Laetrile

20. Id. at 1299-1300.
21. Id. at 1300.
22. Id. at 1301.
23. Rutherford v. United States, 582 F.2d 1234 (10th Cir. 1978), cert. granted, 47

U.S.L.W. 3497 (1979).
24. Id.
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is as effective as anything else. What can "effective" mean if the person,
by all prevailing standards, and under the position the Commission [sic]
takes, is going to die of cancer regardless of what may be done. Thus there
has been no standard here advanced by the Commission [sic] against
which to measure the safeness or effectiveness of the drug as to the plain-
tiffs.

The court again remanded, this time directing the FDA to promulgate
regulations by which terminally ill cancer patients can receive Laetrile as
an intravenous preparation. It also ruled that the injunction should con-
tinue, "but limited only to permit procurement of intravenous injections
administered by a licensed medical practitioner to persons who are certi-
fied by a licensed medical practitioner to be terminally ill with cancer in
some form.""6

Thus, Rutherford provides no definitive rule as to whether Laetrile is
protected by the grandfather clause or whether there is a constitutional
right of privacy that entitles one to the medical treatment of his or her
choice. Instead we have a hybrid ruling which only says that the standards
relied upon by the FDA in ruling on Laetrile were inappropriate.
Rutherford therefore raises more questions than it answers. FDA officials,
for example, fear that they have lost jurisdiction over all drugs that are
promoted for terminaly ill patients and that there will be no objective
measurement of the safety and efficacy of such drugs by any governmental
body. And no one yet knows the legal status of Laetrile. What the Tenth
Circuit did do was to avoid the dilemma of Laetrile by on the one hand
devising a method so that those unfortunates who have terminal cancer
can obtain Laetrile, while on the other hand avoiding any ruling on the
basic constitutional policy problem. This may be a good stopgap solution,
but it will not answer for the long range. Rutherford provides poor guid-
ance.

Three other federal courts have had before them cases substantially
identical to Rutherford. In two, the district courts agreed with the lower
court in Rutherford, but in the third a different conclusion was reached.

In Rizzo v. United States,n a cancer-stricken patient brought a motion
for a preliminary injunction, the effect of which would be to insure his
access to Laetrile. The court granted the motion, though it observed that
the parameters of an individual's right of self-determination are not yet
clearly defined and that the right to privacy is not unlimited "and is
subject to governmental regulation when questions of maintaining medical
standards and protecting human life are involved." 28 It ruled that the right
of privacy issue "is a sufficiently serious question making-it fair grounds

25. Id. at 1237.
26. Id. Why the court limited the use of Laetrile to intravenous injections is unclear.

Proponents of Laetrile objected to this limitation in a request for rehearing which was denied.
27. 432 F. Supp. 356 (E.D. N.Y. 1977).
28. Id. at 358.
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for litigation." Based upon this and the fact that the plaintiffs physician
indicated that the plaintiff was dying, the court entered the requested
preliminary injunction.30

Another federal court, however, reached exactly the opposite conclusion.
In Judkins v. United States," Mr. Judkins was suffering from cancer (al-
though not yet determined to be terminal) and he, too, sought a prelimi-
nary injunction so that he could obtain Laetrile. The court denied his
request, ruling that the constitutional right of privacy did not extend to
any right to choose one drug as opposed to another. In balancing the
hardship to Mr. Judkins in not being able to obtain Laetrile against the
public interest in seeing to it that Laetrile is not distributed until shown
to be safe and effective, the court found in favor of the latter. Mr. Judkins,
although he wants Laetrile, may not have it. The judge concluded, "I am
satisfied that granting the plaintiff's motion . . . could contribute to the
victimization of cancer patients by the promoters of Laetrile. I therefore
find and hold that granting the requested injunction would be contrary to
the public interest. .. .

The Judkins decision diametrically opposes the decision of the courts in
Rutherford, Rizzo, and Carnoham. And, while it certainly does face up to
the Laetrile dilemma, it is likely that the public and any reviewing courts
would find it too draconian. The mechanism chosen by the courts in
Rutherford, Rizzo, and Carnoham may be clumsy, but the courts in
Judkins refused even an attempt to fashion a middle ground so that the
needs of the unfortunate plaintiff could have been met.3 Judkins may be
good law-if so, the law is harsh.

In at least two instances, state courts have also entered the fray. In
Saratoga County, New York, a state proceeding was instituted to declare
that Mr. and Mrs. John Hofbauer were in violation of Article 10 of the New
York Family Court Act because they were neglecting their child, Joseph,
who was suffering from Hodgkin's disease, by treating him with Laetrile
in lieu of more conventional therapy.34 The court heard evidence about the

29. Id.
30. In another case, Carnoham v. United States, Civ. No. 77-0010-GT, S.D. Cal., (June

21, 1977), the court granted similar relief to a cancer patient, noting that the alternative
would be for him to move to Mexico (or commute) where Laetrile was available. This case is
now on appeal.

31. FooD DRUG Cos. L. REP. (CCH) 38,179, 38,732 (D. Ore. June 12, 1978).
32. Id.
33. There are other federal cases involving Laetrile but these, since they involve only the

commercial distribution of products, are not pertinent to this paper. For example, injunction
actions restraining the shipment of amygdalin have been sustained on the general principle
that amygdalin is an unapproved new drug and not protected by the grandfather clause.
United States v. Articles of Food and Drug, 441 F. Supp. 772 (E.D. Wisc. 1977). The question
of a patient's right to receive it was not involved.

34. In re Joseph Hofbauer, Fam. Ct., County of Saratoga, State of N.Y., June 28, 1978.
(Findings of Fact; Concl. of Law).
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health of the child, the nature of coniventional therapy, and the nature of
metabolic therapy, which incorporates the use of Laetrile. It found that
Laetrile was non-toxic or clearly less toxic than the drugs used in conven-
tional therapy; that many experts use metabolic therapy, including Lae-
trile; and that metabolic therapy has a place in our society, and
"hopefully, its proponents are on the first rung of a ladder that will rid us
of all forms of cancer."5 Based upon all of this, including conflicting opin-
ions as to the true health state of the child, the court found that the parents
were not neglecting the child and "[tihat to require the courts to require
a course of treatment for any parent or any person would open a Pandora's
box of litigation that would impair various treatments of every disease
throughout this state and nation." 3 Hofbauer, therefore, stands as at least
tentative authority that a parent has a certain freedom of choice in deter-
mining the therapy for a desperately sick child. Does the parent have that
right for him (or her) self?

In California, another state court answered that question. California law
prohibits the administration of any drug for the treatment of cancer that
has not been approved by either the FDA or a state agency. :7 Dr. Privitera,
a medical doctor, was convicted of conspiring to violate this statute by
treating patients with Laetrile. On appeal, the conviction was set aside on
the conclusion that the California statute improperly invaded both the
patient's and the doctor's zone of privacy "without showing of external
compelling state interests."

In arriving at this conclusion, Privitera provides the most extensive anal-
ysis of the issues involved in the Laetrile dilemma. The court began by
reviewing the many privacy decisions in the United States Supreme Court
and found, for example, that the right to control one's own body is not
restricted to wise control and includes even "the 'foolish' refusal of medical
treatment."39 Based upon that review, the court found that the patient has
the right of privacy to choose the medicine of his choice and that the doctor
treating that patient has a derivative right based upon the patient's pri-
mary right."

Additionally, a physician has his own right of privacy to be free of ob-
taining state approval before administering drugs to his patients." In
reaching these conclusions the court noted that California has a specific
constitutional provision guaranteeing the right of privacy to its citizens.,'

The court acknowledged that these rights of privacy can be invaded by

35. Id. at 10.
36. Id.
37. Cal. Helth & Safety Code, §1707.1 (West).
38. People v. Privitera, 74 Cal. App. 3d 936, - , 141 Cal. Rptr. 764, 784 (1977).
39. 74 Cal. App. 3d at __, 141 Cal. Rptr. at 770.
40. 74 Cal. App. 3d at __, 141 Cal. Rptr. at 771.
41. 74 Cal. App. 3d at -' 141 Cal. Rptr. at 774.
42. 74 Cal. App. 3d at __, 141 Cal. Rptr. at 775, citing CAL. CONST. art. 1, §7.
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the state if there is a compelling state interest to justify the intrusion. But
then the court found that the state has such a compelling state interest
with respect to drugs only when those drugs are dangerous, narcotic, or
habit-forming preparations. The court said, "Laetrile is not in this class.
It is generally conceded to be a harmless drug. Its alleged evil lies in its
'ineffective' treatment of cancer. ' 43 The court concluded its review of the
various Laetrile cases with the following observation: "These judicially
carved-out exceptions [the permission to allow patients to obtain Lae-
trile] to the federal prohibition against importation or interstate transpor-
tation of amygdalin rest upon an unarticulated premise. No compelling
state interest requires enforcement of the Laetrile ban in the recited cir-
cumstances."" Accordingly, the state court of appeals reversed.

The court concluded its analysis of the Laetrile problem by saying that
nineteen cancer sufferers testified for Dr. Privitera. The court said that,
in reading this testimony, "[o]ne senses a mortal fear of both the disease
and the orthodox alternatives. This is a desperate, utterly human seeking
to avoid the pain and to prolong life."45 In this context, enforcement of the
California prohibition for these nineteen victims takes on a Kafkaesque
quality because there is no compelling state interest to justify withholding
Laetrile from them.

Thus, while the court in Privitera attempted to find a constitutional
rationale for its conclusion, it inadvertently (perhaps) revealed the true
basis for its conclusion: a simple human sympathy for those whose condi-
tion is beyond hope. Indeed, this sympathy is the true rationale not only
for Privatera, but also for Rutherford, Rizzo, and Camoham.

All of the courts that have faced the Laetrile dilemma, except Judkins,
have found one way or another to see to it that the cancer sufferers receive
what may be their dying wish-to have Laetrile. The Privitera court tried
to do it by facing the constitutional issue directly; the other courts avoided
it. But each was simply trying to forge some sort of judicial mechanism so
that the unfortunates before them would not have to die without hope and
without at least the attempt, however irrational, to stay alive.'6

Each of the judicial solutions, however, seems to be unsatisfactory. For
example, Privitera may accomplish too much, for it would seem to permit
the wholesale promotion of drugs which have never been reviewed for their
safety and efficacy by any governmental agency so long as they are sold

43. 74 Cal. App. 3d at __, 141 Cal. Rptr. at 778.
44. 74 Cal. App. 3d at -' 141 Cal. Rptr. at 781.
45. 74 Cal. App. 3d at -, 141 Cal. Rptr. at 784.
46. The decision of the Privitera court to face the constitutional issue may have been a

mistake. A strong dissent points out that there is little support for the notion that the state's
legitimate interest in drug regulation is limited to habit-forming, narcotic, or toxic drugs, and
a good deal of legislative and judicial rulings in opposition to it. 76 Cal. App.3d at _ 141
Cal. Rptr. 764, 790 (1977). The matter is now on appeal to the California Supreme Court and

the FDA has filed an amicus brief urging reversal.
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for the terminally ill. There would be no mechanism under Privitera for
insuring that the drugs were in fact given only to the terminally ill or that
the patients had exhausted the conventional therapies or that any steps
whatsoever had been taken to learn anything about~the safety of the drug.
Similarly, the ad hoc procedure devised in Rutherford is too skimpy and
lacks a full judicial evaluation of the problems. What, then, is the answer?

As noted earlier, the Act does provide a mechanism for the distribution
and use in humans of drugs not yet found to be safe and effective.7 It
permits the FDA to exempt from the new-drug rigors of the law those drugs
intended solely for investigational use. Under this statute, a drug under
investigation to determine whether it is safe and effective can be adminis-
tered to humans so long as it complies with the statutory requirements and
implementing FDA regulations.

These regulations require that an unapproved drug be labeled for inves-
tigational use and that prior to its administration to humans its sponsor
file a detailed document with the FDA setting forth the history of the drug,
its nature, and the animal and human testing that has been done with
respect to it in the past. The sponsor of the, investigational drug must also
submit a plan demonstrating how he intends to investigate the drug in
humans. The purpose of these regulations is to insure that human testing
is appropriate and that reliable data will be developed. ' Under FDA regu-
lations, if the agency does not object to this submission within thirty days,
the sponsor is free to begin testing the drug in humans." This mechanism
for testing unapproved drugs in humans is referred to in the industry as
the "IND procedure."

An IND was filed for Laetrile a number of years ago. The FDA refused
to permit human testing under that IND because the agency did not be-
lieve that the animal testing done prior to that time or the nature of the
drug justified human studies.5 Undoubtedly the FDA would now refuse to
accept such an IND. But could not one of the courts in the cases above
have directed the FDA to accept an IND for Laetrile, under carefully
controlled judicial criteria? If so, this would have solved the dilemma, for
on the one hand it would permit cancer sufferers to obtain Laetrile while
on the other hand it would allow for enforcement of the present law. There
would be no need to carve out judicial exceptions to the statutory law.
Such a judicially mandated IND procedure would offer the following sig-
nificant advantages:

1. Since the procedure would operate under currently existing regula-
tions, the FDA would have full control over the use of Laetrile to assure
that those persons treated with it are indeed terminal cancer patients, that

47. 21 U.S.C.A. §355(i) (1972).
48. 21 C.F.R. §312.1-312.9 (1977). See also H.R. Rep. No. 2464, 87th Cong., 2d Sess., p. 9

(1962).
49. 21 C.F.R. §312.1(a)(2) (1977).
50. See note 6, supra.
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they are fully informed about the value of Laetrile, and that conventional
therapies have either been ruled out by appropriate scientists or have been
utilized and found ineffective. Under the ad hoc mechanisms now devised
by the courts (and certainly under the no jurisdiction mandated by
Privitera), such detailed control is lacking, perhaps making it too easy for
people to obtain Laetrile who are not in dire need of it and who may not
be adequately informed of its value.

2. The use of Laetrile in humans would be done in a controlled, scien-
tific fashion so that the developing data would lay to rest once and for all
the question of whether Laetrile has any value. No such reliability is built
into the current mechanisms.

3. The current black market use of Laetrile would be curtailed.
4. The FDA would have close supervisory'authority over the promotion

of Laetrile to see to it that the gullible are not victimized by the unscrupu-
lous.

5. The proliferation of litigation now taking place would no longer be
required, and the inconsistent and confusing decisions of the courts would
be harmonized.

No doubt there are many problems, both scientific and legal, associated
with this proposal, and certainly it would be difficult for the FDA to agree
to such a mechanism. But as a resolution of a complex ethical problem it
merits closer attention than it has received in the last few years, both by
the courts and the FDA itself.5

51. Following the preparation of this article, oral argument in Rutherford was heard in
the Supreme Court; a decision should be forthcoming before the end of June. Eight of the
nine Justices closely questioned counsel for Rutherford about the supposed right of terminally
ill patients to obtain drugs not found to be safe and effective by FDA. He was also asked why
it was necessary for the district court to reach the so-called right of terminally ill patients to
receive unproven drugs when it had already found Laetrile exempt under the Grandfather
Clause. If questioning by the Justices is at all indicative, a reversal of the court of appeals'
decision in Rutherford can be anticipated.
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