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M a r y  A .  M c E n i r y  and S id n e y  H .  
U 'i l l ig  are co-authors of "The Fed
eral Food. Drug, and Cosmetic Act 
and the Medical Practitioner." The 
article explores the licensing and dis
ciplinary functions of the Food, Drug, 
and Cosmetic Act and how these mecha
nisms affect the practice of medicine. 
Ms. McEniry is Assistant to the Di
rector for Regulator Affairs in the 
Bureau of Drugs, FDA» Mr. Willi'g is 
a Professor of Law and the Health 
Sciences and Director of the F. D. C. 
Unit in Temple Law School. The 
paper, which begins on page 548, was 
presented to the Federation of Med
ical Boards of the U. S. at an AMA 
Congress of Medical Education in 
Chicago.

S e lm a  M . L e v in e , a member of the 
firm of Wald, Harkrader & Ross, 
discusses safety issues in the field of 
cosmetics, emphasizing the concept

of premarket testing, clearance and 
review, in her article "Cosmetics: Is 
New Legislation Needed?” Ms. Levine’s 
paper, which begins on page 564, was 
presented at the AMA Conference on 
Cosmetic Legislation, which was spon
sored by the AMA Committee on 
Cutaneous Health and Cosmetics. The 
conference was held in Washington, 
D. C., March; 10 to 12, 1974.

A description of the pressures that 
confront the Food and Drug Adminis
tration—a triangular criticism emanat
ing from consumers, industry and 
Congress is the main thrust of A l e x 
a n d e r  M . S c h m id t 's  article, "The FDA 
Today : Critics, Congress and Con
sumerism." The Commisioner of FDA’s 
article was presented before the Na
tional Press Club in Washington, D. C. 
on October 29, 1974. The paper begins 
on page 575.
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The Federal Food, Drug, and 
Cosmetic Act and 

the Medical Practitioner
By MARY A. McENIRY and SIDNEY H. WILLIG

Ms. McEniry Is Assistant to the Director for Regulatory Affairs in 
the Burecu of Drugs, FDA. Mr. Willig Is a Professor of Law and 
the Health Sciences and Director of the F.D.C. Unit in Temple 
Law School.
The Paper Was Presented to the Federation of Medical Boards 
of the U. S. at an AMA Congress of Medical Education in Chicago.

T H IS P A P E R  will deal with the major interfaces of the Federal 
Food, D rugs and Cosmetic (FFD C ) Act,1 with the medical pro

fession and their licensing and disciplinary mechanisms established 
by the sovereign states. It  will also consider some of the major 
problems that confront the Food and D rug  Administration (F D A )2 
today. This organization has been charged with a responsibility to 
provide for the American public, either through a medical prac
titioner intermediary, or for autotherapy, safe and effective drugs 
that have been approved by a substantial tradition of medical-clinical 
experience, or have been approved through the accumulation of 
substantial evidence in a manner s tatutorily mandated.3

Some exploration of the impact of the Federal Food, Drug, and 
Cosmetic Act on the practice of medicine is especially timely in

1 21 USCA 321 et seq. 3 21 USC 355(a) et seq.
2 An agenev within the U. S. Dept,

of HEW.
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light of recent actions by the F D A  and the increasing need for 
communicating and explicating these actions to the medical profes
sion and those to whom its stewardship has been entrusted.

The authors have welcomed an opportunity for an exchange 
with officials responsible for medical licensing, because the state 
medical practice act, as other professional practice acts, determines 
the qualification of a practitioner to prescribe within the authority  
offered by the Federal Food, Drug, and Cosmetic Act.4

Violations of the FFDC Act
Therefore, when a medical practitioner unqualified by licensure 

within a state writes a prescription, it is not only the doing of an 
act which connotes illegal practice of medicine, it is an actionable 
violation of the Federal Food, Drug, and Cosmetic Act that can 
result in criminal prosecution.

W hen a professional practitioner, licensed after qualification by 
the state, prescribes drugs which have a use and purpose outside 
of the legitimate scope of his area of practice as described in terms 
of his state's professional practice act, he is not only chargeable 
with illegal practice of medicine but with violation of the Federal 
Food. Drug, and Cosmetic Act,5 For example, a dentist who writes 
a prescription for contraceptive pills to satisfy his family needs or 
accommodate a female patient may be vulnerable.

W here  lav persons impersonate physicians and write prescrip
tions or administer prescription drugs and /o r  devices, they too are 
in violation of the Federal Food, Drug, and Cosmetic Act besides 
the Medical Practice Act.

Physicians who are violating the F F D C  Act fall into the general 
category of those who may be disciplined under the medical practice 
act for "unprofessional conduct.” Should F D A  prosecution be ter
minated in a plea of nolo contendere, as it was in the case of Dr. 
Bennett Robin, or the physician be found guilty as in the cases of 
Drs. DeFreese,6 Brown. Taller and others, then the medical practice 
act generally provides for punishment in the form of suspension or 
revocation of license.

4 The authors addressed themselves 5 U . S .  v . D r o zv n , 198 F. 2d 990; U . S .
to the Federation of Medical Boards of v . B rou 'W , 250 F. 2d 745 ; U . S .  v . S h o c k , 
the U. S. at the AMA Congress Medical 372 F. 2d 29.
Education, Chicago, Feb. 1973. * U . S ,  %\ D e F r e e s e ,  2 70 Fi; 2d 737.
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“ Controlled Substance” Law
A companion law7 dealing with physicians' authority to pur

chase, store, research, prescribe, dispense and distribute those drugs 
designated as “controlled substances” within a five-schedule schema 
adopted by many states as well, likewise holds several gradations 
of punishment for errant physicians. In the context of that law, it 
is possible to remove one schedule or all of such articles from the 
physician’s purchase, use, prescription and dispensing prerogatives 
without instituting further punishment. This would not be feasible 
under the Federal Food, Drug, and Cosmetic Act and therefore it 
relies for effectuation at the interface of medical practice, on the 
predominant goodwill and judgm ent of the medical practitioner and 
the licensing discipline of the state medical board.

While the public has a right to expect that  the medical boards 
will initiate disciplinary action against their licentiates who violate 
the drug laws, the boards are urged to bring to the attention of the 
appropriate federal or state agency any violators who are not their 
licentiates.

FFDC Act— Criminal Statute
The Federal Food, Drug, and Cosmetic Act, as amended (Title 

21, U.S.C.), is a criminal statute. I t  can be enforced against articles 
of drugs or devices or against persons, and by injunction, seizure 
or criminal prosecution. The state statutes for the most part mimic 
it and are also criminal or quasi-criminal in character. Violators 
can suffer heavy fines and prison sentences, the offense being gen
erally a misdemeanor. These statutes are unique in that  proof of 
criminal intent is not a prerequisite for criminal punishment.

Since they control every aspect of a d rug’s availability for use 
and distribution, anyone who seeks to administer, direct or supply 
a drug's usage must respect the drug laws.

W e tend to forget this because the th rust of enforcement seeks 
injunction, seizure cr criminal prosecution at an earlier stage in 
the distributive scheme. Also, because on the local level, many of 
the drug  and device laws seem to be manufacturer, wholesaler and 
pharmacy oriented and enforced. The health science practitioner is 
generally less conversant with them than he should be. However, a 
reading of the legislative preface will show them to relate in broad 
language to the “manufacture, sale and possession of drugs, devices 
and cosmetics” and, therefore, to include all persons participating

7 The Comprehensive Drug Abuse 
Control Act of 1970.
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in these activities, except as specifically excluded in the language 
of certain sections or subsections.

Drugs Prescribed for Unapproved Use
Of major concern to the F D A  and of interest to all is the wide

spread prescribing of some prescription drugs for conditions not 
named in the FD A  approved labeling. Numerous questions have 
been raised as to the legal responsibilities of physicians for such 
use. To clarify the requirements of the Federal Food, Drug, and 
Cosmetic Act with respect to such use for the medical profession 
and the pharmaceutical industry, and to specify the sanctions avail
able to the F D A  where problems are presented, a proposed regula
tion8 was published in A ugust 1972. Judging from the comments 
received on the proposal, there remains m isunderstanding of, as 
well as disagreement with, F D A ’s position. F D A ’s position was 
viewed in most of the comments received to be an encroachment on 
the medical profession. The position published is as follows in 
pertinent par t:

‘'The labeling of a drug is derived from data submitted with a new drug 
application. It presents a full disclosure summarization of the drug use infor
mation which the supplier of the drug is required to develop front accumulated 
clinical experience and systematic drug trials. These trials consist of preclinical 
investigations and adequate well-controlled clinical investigations that demon
strate the drug’s safety and the effectiveness it is required to possess. This 
package insert, then, represents a summary of the conditions under which the 
drug has been shown to be safe and effective by adequate scientific data sub
mitted to F D A .”

Legal Liability— The Physician
If an approved new drug is shipped in interstate commerce with 

the approved package insert and neither the shipper nor the recipient 
intends that it be used for an unapproved purpose, the requirements 
of the act are met. Once a new drug is in a local pharmacy the 
physician may prescribe a different dosage for his patient, or may 
otherwise vary the conditions of use from those that  are approved, 
without informing or obtaining the approval of the Food and D rug  
Administration.

Such prescribing is thus not a violation of the Federal Food, 
Drug, and Cosmetic Act.

However, with this freedom to prescribe drugs for unapproved 
uses—no less than when he has prescribed drugs at dosage levels 
greatly variant than apparent from the accompanying labeling—the

8 Federal Register, Aug. 15. 1972.
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physician takes on additional obligations which reflect on his civil 
liability. He must have done a balancing out of benefits against risk. 
He must be sure that in changing the approved dosage, the approved 
frequency and mode of administration,9 or prescribing for an un 
approved indication, was based upon an adequate professional judg
ment. There a~e moral and ethical considerations applicable to the 
safe use of investigational drugs in humans besides those set out 
in the law. In fact, hindsight many times indicates that  an ensuing 
complaint might not have created a full-blown litigation, had he 
shared the basis for his decision with his patient or patient's repre
sentatives.

Physician Should Share Findings
The FDA also believes that  it is desirable for the physician to 

share with the F D A  his experiences with such drug uses even 
though the law is clear and it is freely stated tha t  the physician is 
not required tc file an investigational drug plan under the conditions 
of use just described. W ithou t information on how drugs are being 
used and the results of the uses, the F D A  is not in a position to 
assure the safety and effectiveness of drugs and cannot protect the 
public. Drug experiences may be shared with FDA by completing 
the new simplified adverse experience reporting form, by filing of 
simple investigational drug plans or by submitting a brief narrative 
report of the experience. This can be done without sacrifice of the 
confidentiality surrounding the physician-patient relationship.

It  should be apparent then that the medical practitioner has 
considerable freedom and authority  for varied use of products.

T he physician can use the drugs exactly as labeled, or he may 
innovate prescriptively as to dosage, duration, concomitant drugs, 
precautionary recommendations and even new indications. W hether 
this is done directly or through the pharmacist, the federal law has 
been devoid of application inasmuch as the physician and pharmacist 
are engaged in the practice of their professional prerogatives. There
fore, parenteral mixtures as well as other mixtures prepared or 
prescribed by a physician for use on his own patients in the normal 
course of his practice are exempt from the new drug requirements 
and most other federal and state restrictions.

” See, for example, Crouch v. Most,
432 P. 2d 250: Grantham v. Croctz. 401 
Pa. 349.
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FDA Investigates Unapproved Drug Use
However, apart from the drug laws, the doctor is responsible 

for the safety and effectiveness of these mixtures and any adverse 
effects that may occur to the patient. Where he has made or directed 
the intermixture himself, he has in some circumstances nullified 
the liabilities of the manufacturer of the component products. There 
are other circumstances conceivable, where by practice or policy, 
the product’s identity might be obscured in sufficient fashion to focus 
legal liability upon the professional practitioners involved, or a hos
pital. ra ther than a manufacturer.

W hen an unapproved use of a drug becomes widespread, or 
presents a hazard to patients or appears to be beneficial to patients, 
the FDA is obligated to investigate and resolve the issues by seeking 
the necessary data, initiating labeling changes, placing limitations 
on the usage of the drug, or other sanctions as the facts warrant. 
The actions generally available to the F D A  do not include sanctions 
against the physician but may deprive him of the d rug’s use, if it 
is removed from the market or his ability to use it is removed, or 
if the drug is restricted to use by specific specialists to which 
group he may not belong. Adverse publicity resultant from such 
circumstances is undesirable for all concerned and feeds the suspi
cions of patients who are unhappy with results.

FDA May Limit Drug Use
W ithin  the language of product or device labeling, it is often 

apparent that the products be used by certain types of trained 
specialists, or be limited to hospital usage, etc. However, the federal 
system places the burden on the states to maintain their standards 
of licensure as to who may prescribe drugs. It  is desirable in g ran t
ing licenses to consider the wide spectrum of available drugs, the 
potential for research involvement, and the wide range of sophistica
tion recjuired for using many drugs or engaging in .some of the 
research. The F D A  must rely on medical education and the boards. 
I t  is the position of the F D A  that it has the authority  necessary 
to place any restrictions on drug distribution necessary to protect 
the public health, thus affecting usage. They have gone so far as to remove 
a misbranded medical device from a satisfied user’s home.10

A more general example has been the limitation placed on 
methadone usage, such restriction being found necessary in the

10 U.S. v. Olson. 161 F. 2d 669 (Spec- 
tro-Chrome).
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public interest. Still another example of distributive restriction was 
the approval of methotrexate some years back, with labeling limiting 
dispensing and administration of the drug to physicians. Subsequent 
problems arising from this inconsistency and extensive use of the 
drug for unapproved dermatological use resulted in confusion, mal
practice suits and ultimately an extension of the labeled indications 
following careful review of the situation by FDA.

Investigational Drug Plans
Turn ing  to other areas of the Federal Food. Drug, and Cosmetic 

Act which affect physicians, the investigational drug provisions 
undoubtedly regulate physician activities most directly. U nder the 
Act, new drugs to be marketed must be established to be effective 
by “substantial evidence’’ which was defined by the Congress as 
“adequate and well-controlled studies by experts qualified by scientific 
training and experience to investigate the safety and effectiveness 
of drugs.” The FDA, in its review of investigational drug plans, 
determines from review of the investigator’s background if he is 
adequately qualified to undertake clinical research. Investigational 
drug plans may be delayed or denied by F D A  if it appears that  an 
investigator does not have adequate expertise or facilities for the 
kind of s tudy proposed. D rug  development research is widely under
taken by the medical profession. FD A  files currently indicate there 
are between 15,000 and 20,000 physicians engaged in clinical research. 
The impact of the June 17, 1973 Supreme Court decisions and their 
agreement with F D A  concepts of requirements for “substantial evi
dence” as defined in the F F D C  Act, will of necessity augment those 
numbers.11

The investigational drug regulations establish formal obligations 
on physicians engaged in clinical research when an investigational 
drug plan •: T XD) is filed with FDA. If the investigator is under
taking the study under a pharmaceutical firm’s sponsorship, he is 
required to sign a form which establishes the ground rules for his 
receiving the drug for study. His failure to abide by the commit
ments made in signing the form obligates the sponsor of the invest
ig a t io n  to discontinue shipments of the drug to him. Under this 
arrangement the pharmaceutical sponsor i.s responsible for monitoring 
the investigation and supplying the F D A  with all the required 
information. The only action that  may be taken against the inves

11 Weinberger v. Hynson, H'cstcotf & ccutical Corp. v. IVcinbcrgcr; Ciba Corp. 
Dunning Inc.; U'cinbcrgcr v. Bcntc.v v. Weinberger, U. S. Supreme Court, 
Phanngceuticalr Inc.; U SV  Pharma- June 17, 1973, 412 U. S.
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tigator by the F D A  under this arrangement is to declare the 
investigator ineligible to receive investigational drugs for study. If 
this action is taken, after the investigator has been given an oppor
tunity for an explanation, he and the sponsor of any investigation in 
which he has been named are notified that  the investigator is no 
longer entitled to receive investigational drugs.

The “ Al Capone” Statute
W hen physicians are called upon to fill out an d /o r  submit any 

forms to the FDA, in the course of various phases of new drug 
investigation for example, they are bound to do so in compliance 
with the F FD C  Act. The rare failure to do so, or the withholding 
of information required, or dishonestv in response not only violates 
the F FD C  Act but is punishable under Section 1001 of the federal 
penal law. the so-called "Al Capone" statute which carries very 
harsh punishment. Therefore, like wilful evasion of income tax, it 
can serve as an acceptable basis for revocation or suspension of 
medical licensure.

Where a physician undertakes to sponsor his own drug  research, 
he is required to comply with the same regulations in obtaining an 
exemption and make the required reports as a commercial sponsor. 
In this role, the investigator is subject to the same sanctions of the 
law as the commercial sponsor, including criminal prosecution, since 
everv violation of the F FD C  Act represents at least a potential mis
demeanor without the need to prove intent-

informed Patient Consent
An essential element of clinical trials is informed patient consent. 

Congress has included in the 1962 amendments to the law the m an
date that informed consent be a condition of the exemption required 
for shipment of a drug for clinical investigation. Tw o exceptions 
to consent are provided where it is not feasible or in the best interest 
of the patient. The FD A  has defined informed consent, amplified 
the conditions under which the two exceptions are applicable and 
has specified that written consent is required in phases I and II. 
This is a very sensitive area of clinical research which is of increas
ing public interest. The FDA is reviewing its guidelines for informed 
consent with a view toward providing any additional safeguards 
that may be warranted. Certain congressional committees are also 
active in this field and professional experience hopefully will dis
suade actions which may impede or confuse research projects, since
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the motivation for public safety is common to legislators, adminis
trators  and the profession at large.

Committees Organized for Patient Protection
There lias been in effect for almost two years a requirement that 

clinical drug investigations conducted on institutionalized subjects 
be reviewed by a committee to assure that  the rights and welfare 
of the subjects are adequately protected. These committees are for 
the purpose of assuring protection a t  the local level for individuals 
in prisons, nursing homes, mental institutions or hospitals. They 
assure appropriateness of methods to obtain consent and consider 
the risks and potential benefits of the investigation. The committee 
members should have the ability to comprehend the nature of the 
project or activity in terms of institutional regulations, relevant law, 
standards of professional practice and community acceptance. W ith  
principles like these to be upheld, the FD A  regulations require a 
committee made up of persons of varying backgrounds. The federal 
agencies are beginning a very modest surveillance program to deter
mine how well these committees operate with a view toward taking 
any educaticra l steps as may be indicated to assure their effective
ness. There is also a need to provide an equivalent committee review 
to protect noninstitutionalized patients who are subject to research 
investigations. This is an area in which perhaps local medical groups 
could be helpful, by encouraging alertness to professional respon
sibility with regard to subjects or patients involved in clinical trial.

Interstate Commerce Regulations
The F D A  relates to medical practitioners primarily through its 

regulation of drugs and devices in interstate commerce. I t  is re
sponsible for determining that there is adequate evidence of safetv 
and substantial evidence of effectiveness before a new drug can be 
available for prescribing by the medical profession— and is respon
sible for assuring that  the drug label bears truthful, accurate 
and full disclosure information under which the drug may be safely 
and effectively used by the physician.12 F D A  approves the drug 
labeling for all new drugs and antibiotics as they go on the market. 
This is the approved labeling that must accompany the drugs in 
interstate commerce and that forms the basis of information in all 
promotional material for such a drug. The states, of course, deter
mine who is licensed to use the drug.

12 Magic v. 7Vycth, 29 Cal. Rptr.
332; Sanzari v. Roscnfdd, 167 A. 2d 625.
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Cardinal sins under the F FD C  Act, which the F D A  is pledged 
to seek out, are misbranding, adulteration and new drug  violations.

“ Misbranding”
While “misbranding” is a statu tory  term within the F F D C  Act, 

it is a term commonly used to denote a defective product. One who 
“m isbrands” a product for the patient, or who utters a “misbranded” 
product to a patient is not only vulnerable under the F FD C  Act 
to loss of product, fine and imprisonment, but may find a prima 
facie case in professional negligence has been prepared for the injured 
patient.

Manufacturers “misbrand” drugs and medical devices by labeling 
them in a manner noncompliant with the F F D C  Act. The technical 
parameters of labeling are established in law to protect the public 
whether articles are used in autotherapy, directly or indirectly by 
physician’s order.

The manufacturer further misbrands a product if the labeling 
is untruthful, inaccurate or inadequate to permit the product to be 
used with safety and effectiveness for the claims made for its use.

The practitioner can help effectuate the application and purpose 
of the F FD C  Act by his own effort, to an extent virtually impossible 
for the F D A  apparatus to accomplish on its own. I t  is the doctor 
trea ting  and observing the patient who is the best judge of whether 
a product is properly, honestly and adequately labeled. Often, his 
experience in administration also points out adulterative liabilities 
of the product as marketed, such as its failure to maintain proper 
composition, solubility, freedom from particles, sterility, etc.

Adverse Experience Information
Improving procedures for obtaining adverse experience infor

mation from physicians has been a high priority item for the FDA. 
There is no question but that  in reporting significant or unusual 
adverse drug reactions (even if already reported in literature or 
the package insert) as well as unanticipated novel events that are 
suspected to be drug related, the physician is performing a public 
service and makes possible a better assessment than is now possible 
of the frequency of certain side effects. These reports would greatly 
extend F D A ’s ability to keep the entire medical profession informed 
of developments in this area and physicians may thereby help col
leagues avoid or be aware of similar reactions. Tow ard this end, 
FD A  has developed a new simple adverse experience reporting form.
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The forms are self-addressed and prestamped. The F D A  is com
mitted to retain the identity of the reporting physician and the 
patient as confidential and their identities will not be released. 
Forms were included in the mailing of the October, 1972 FDA drug 
bulletin and the response has been quite gratifying. The F D A  re
ceived more adverse experience reports from physicians in the first 
15 days than in the previous six years (1200 reports).

Communications to Physicians
The F D A  is concerned with the adequacy of its communications 

to the medical profession. They recognize problems in getting phy
sicians to implement the regulatory decisions in their prescribing 
habits. The publication of the efficacy conclusions on about 4,000 
drugs approved on the basis of safety and introduced to the market 
between 1938— 1962 is virtually complete. Those drugs were reviewed 
for efficacy by the National Academy of Sciences National Research 
Council (NAS'-NRC), Drug Efficacy Study Group to enable FDA to 
determine if the drugs met the efficacy requirements of the 1962 
amendments. As a result of this undertaking, many drugs lacking 
substantial evidence of effectiveness are already off the market and 
the labeling of large numbers of drugs has been revised to delete 
unproven indications and to update their use and adverse effect in
formation. W ithin  the next two to three years, resolution of the ef
ficacy of the remaining drugs should be essentially complete.

Do “dear doctor” letters from the manufacturers or the agen
cies serve to inform physicians of newer limitations on use, newer 
warnings and contraindications, newer dosages? Are they useful for 
plaintiff’s attorneys to show doctors had knowledge and were on 
notice of dangers inherent in the use of particular drugs? A major 
factor for all to consider is that  the physician’s self education is a 
voluntary activity. I t  cannot be regarded as uniform in quantity and 
quality even when it becomes a requirement through the action of 
his medical society or medical licensing board as “continuing edu
cation.” As human identities, doctors defy the constricting concept 
of equivalency. Ffowever. while no one method assures giving all 
physicians all information at any certain time, a confluence of all 
methods must be attempted.

The position taken by courts, in recent holdings, as to products 
liability, implies that  whatever methodology is taken to assure dis
semination of information on a product for promotional purposes 
should probably be used to acquaint physicians of new warnings and
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other m atters seriously related to safety and efficacy.12“ Many of 
the indications for which today’s marketed drugs have been widely 
prescribed in the past are no longer a part of the approved labeling— 
but do physicians know this? H ow  can the F D A  communicate this 
information which has such profound medicolegal implications for 
all medical practitioners?

Efforts are made to identify significant labeling changes and to 
communicate with physicians through the F D A  D rug Bulletin which 
is mailed to approximately 600,000 health professionals, including 
physicians, medical schools, pharmacists, etc.

Benefits to Patients
Physicians m ust find ways to translate the scientific reviews and 

conclusions of a drug’s effectiveness and safety into patient bene
fits. To accomplish this the F D A  m ust get the attention of the pro
fession. Needless to say, this is vital to the medical licentiate since 
he is desirous of using drugs in the manner recommended by his 
fellow experts. In addition, his knowledge of revised labeling infor
mation about important units within his armamentarium serves at 
the very least as partial prophylaxis against suits that  arise from 
alleged improper prescribing.

Until the advent of the 1938 amendments to the Federal Food. 
Drug, and Cosmetic Act, through the legislative energies of a phvsi- 
cian-senator, Dr. Royal S. Copeland, the impact of that law on 
the practice of medicine was comparatively unknown. Subsequent 
to the terrible “elixir sulfanilimide’’ tragedy of that  time with the 
ensuing Copeland Act. the F D A  was authorized to keep from the 
physician’s armamentarium of prescribable drugs, those new drugs 
which had no satisfactory proof of safety for use as directed. Physi
cians were given the prerogative and responsibility to be designated 
as such experts, as might find such a new drug safe for public use, 
either in autotherapy or subject to prescriptive order.

Durham-Humphrey Amendment
The importance of the physician’s role in implementation of the 

Federal Food, Drug, and Cosmetic Act was further enhanced in 1951 
by the passag'e of the D urham -H um phrey Amendment.13 This law 
is well-known for modern classification of drugs into those which 
may be promoted and sold directly to the public minus the inter-

12a Sterling Drug Inc. v. Yarrow. 408 13 21 1 "SC 353(b).
F. 2d 978. '
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cession of a medical practitioner, and commonly called O T C ’s (over- 
the-counter) or proprietary drugs, and a second class of potent drugs 
called prescription drugs. These are sometimes called “legend d rugs’’ 
because until the physician authorizes them to be dispensed to a 
patient or administers them himself, they must bear a legend stating 
that  federal law requires them to be dispensed only via prescription. 
To help the physician and the patients he serves, this law in effect 
outlaws certain undesirable practices which would be detrimental to 
the physician-patient relationship. Some of these details are not too 
well-known. For example, the pharmacist may not dispense, and the 
physician may not prescribe nor dispense such drugs in the course of 
the conduct of a business of dispensing drugs pursuant to diagnosis 
by mail. The pharmacist is bound to dispense the exact product the 
physician has ordered and is bound to label it in complete accuracy 
in accordance with the physician’s instructions. In addition, he is 
bound to package it in a manner prescribed by official compendia, 
or by law in the matter of child-safety packaging, so the product 
will retain its integrity and household endangerment will be minimized.

Thus, this section of the F F D C  Act recognized the physician’s 
interest on behalf of the patient, in confining use of potent medica
tion to the physician-patient relationship. While it was not intended 
to interfere with conventional self-medication by individuals with 
minor ailments, it was intended to make unavailable to them any 
drug that required a physician’s pretreatm ent diagnosis, or might 
be dangerous for its manner of use, or might create hazard for a 
patient collateral to its administration or due to its dosage and 
duration of use.

Prescribing Via the Telephone
At the same time the section recognized that a physician must be al

lowed to use agents and that telephone and other communicative devices 
were clinical necessities to the medical practitioner. So with the 
exception of non emergency prescriptions of Schedule II Controlled 
Substances affected by another federal law, the F F D C  Act presents 
no legal objection to the physician’s right to  prescribe and even 
diagnose, by telephone. U nder some state laws, restrictions do exist, 
and of course at least with regard to diagnosis, civil liability poten
tial is increased.14

In one case, after the original prescriber refused renewal of a 
prescription, the child’s mother obtained a new prescription from

14 O’Neill v. Montefiore, 202 N Y S 2d 
436; IncoUingo v. Ewing, 282 A. 2d 206.
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her gynecologist who had never seen the child, as a patient or other
wise. He then subsequently granted renewal authorization for the 
prescription for the infant on numerous occasions. The child died 
from aplastic anemia resultant from use of the drug. Needless to 
say, the doctor was held liable along with the d rug’s manufacturer.

Where doctors prescribe by telephone or make changes in prescriptive 
orders via telephone, providing care is taken in pronunciation and in 
giving directions, the extra risk is minimal. Realistically however, 
when a pharmacist misreads the doctor’s handw riting that  is very 
likely to be the pharmacist’s problem. However, when the pharmacist 
mishears the doctor’s order communicated acoustically, it may turn 
out to be the doctor’s problem in terms of civil liability. As for the 
F FD C  Act, however, whether the pharmacist has misread the pre
scription or misheard the prescription, or aside from any .such error 
in communication, has given another product or brand of product in 
place of what the doctor has authorized, the pharmacist has “mis
branded” the drug.

W ithin  the language of the law. the doctor can misbrand a 
prescription drug or device also, independently of the manufacturer, 
pharmacist or other distributor.

Illegal Prescribing
If a physician writes a prescription order for a person for whom 

no physician-patient relationship exists, then drugs or devices issued 
pursuant to such a prescription are misbranded and the physician 
can be criminally prosecuted for causing such an event (Section 301, 
303 F F D C  Act).

If a physician distributes prescription drugs or devices to per
sons without benefit of a physician-patient relationship, he has is
sued misbranded articles within the meaning of the F F D C  Act and 
he is again subject to the possibility of criminal prosecution (Section 
301, 303, F FD C  Act). There are numerous examples of both such 
circumstances where the Food and D rug  Administration has had no 
choice but to have the U. S. Justice Departm ent prosecute the doc
to r and see to his punishment. In one such noted case, U. S. v. De- 
Freese, the U. S. Circuit Court of Appeals stated clearly that  a doc
tor who prescribes, dispenses or administers drugs without a valid 
physician-patient relationship has no more status than a lay person 
to do so. Dr. DeFreese, who had distributed large amounts of dan
gerous and abusable drugs to persons sent to him to procure same 
by his wife, with never any a ttem pt to examine them, ascertain their
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complaints, take a history, “or even put them on a scale," received a 
severe sentence.

Physicians must also be wary of having nurses or other assis
tants  prescribe, dispense or otherwise distribute “ legend” drugs or 
controlled substances independently of the physician's order or super
vision. For these actions he may find himself vicariously liable.

There are less obvious areas of medical practice which are af
fected by the F F D C  Act and its effectuating regulations, but which 
are additionally germane to the task of supervision of medical prac
tice in each state.

W hen physicians undertake to manufacture or compound or 
distribute drugs for other than their own patients, they m ust register 
under federal law as any other manufacturer and be subject to all 
sections of the Act that relate to manufacturing. T ha t  means that 
they must abide by the labeling provisions, good manufacturing 
practices and be subject to inspection as is a manufacturer. Even 
as a nonmanufacturer, a physician may not possess and administer 
misbranded or adulterated drugs although the more serious punish
ments involve a “knowing” situation.

Adulteration Provisions of the FFDC Act
The Federal Food, Drug, and Cosmetic Act has strong adultera

tion provisions also. The rare careless physician who fails to keep 
potent drugs in an uncontaminated state, or in appropriate aseptic 
condition, or mixes labels or fails to refrigerate as required may be 
found in criminal violation of the Federal Food, Drug, and Cosmetic 
Act (301 (k). 303).

There are many areas in which the Federal Food, Drug, and 
Cosmetic Act affects the physician. W e have touched on a few of 
those of major concern to the F D A  today. Much of this deals with 
the complex problems of drug development. These problems of 
drug usage or development by physicians relate directly to the re
sponsibilities of the licensing authorities. Licensed practitioners (physicians, 
dentists, osteopaths, chiropractors, etc.) are those which are authorized 
to prescribe drugs or perform research under the federal system. 
Our view is th a t :  with the authority  to use drugs goes the respon
sibility to use them according to current scientific standards ; with 
the authority  to perform research in human subjects goes the re
sponsibility to abide by the ethical principles of human research
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and to recognize the difference in accepted medical practice and 
research ; with both goes the responsibility to share drug experi
ence information as a public service obligation.

Use of Experts
I t  is important to realize that the F D A  in the past three years 

has greatly increased its use of experts. Presently over 300 of the 
nation’s outstanding physicians and other scientists are advising 
the Agency. One or another group of F D A  consultants meets almost 
daily to give them the benefit of their knowledge and experience. It 
is also planned to use outside experts more extensively to follow 
IND 's and New Drug Applications (ND A's) through the drug re
view process. I t  is fair to say that today for most major problems 
or decisions, the advice of the nation’s experts is sought.

I t  is one thing to enlist the physician's efforts in such a coopera
tive enterprise, bu t quite another, apparently, to convince him that 
advice given the F D A  by selected groups of his peers m ust prede
termine availability of single entity and combination drugs which 
he has been using in his practice. Therefore, the FD A  can and will 
exhibit a willingness to hear and consider the objections of medical 
practitioners when they are raised against a proposal.15

Combined Effort
Making drugs available to the public is a health care respon

sibility Jointly undertaken by the government agency, the regulated 
industries and the health science practitioners. This is essentially a 
cooperative endeavor and may be sapped of initiative and vitality 
if the parties are set against each other in attitudes and postures that 
frustrate their efficiency. None should be called upon to renounce 
their own wisdom, authority or prerogatives in the name of coopera
tion, but rather each must respect the legal and ethical principles 
that  overlie their mutual function and purpose. Therefore, they should 
not be placed in adversarial roles through foolhardiness or strategy, 
to satisfy whims of the scientifically unsophisticated or the politically 
hvperacute, when to do so represents a disservice to the national and 
international community. [The End]

'T-J .AM .A.  Editorial, 222:1553, 1972.
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Cosmetics:
Is New Legislation Needed?

By SELMA M. LEVINE

Ms. Levine Is a Member of the Firm of Wald, Harkrader & Ross.
The Paper Was Presented at the AMA Conference on Cosmetic 
Legislation, Sponsored by the AMA Committee on Cutaneous 
Health and Cosmetics, Washington, D. C ,  March 1 0 to 12, 1974.

T H E  R A P ID  D E V E L O P M E N T S  involving cosmetic legislation 
in recent weeks suggest that the title I opted for 5 months ago 

— Is there a need?—may well be outdated. W hether  or not there i.s a 
need. Congress may impose some new controls. The only remaining 
questions seem to be what kind f and « 'hen?

But plainly the shape of any legislation regulating cosmetics— 
and the day of its coming—is affected by what Congress, consumer 
groups, and the Food and D rug  Administration (FD A ) perceive 
to be the nature and incidence of problems involving the health of 
Americans. 'There are two relevant questions. Is there hard evidence 
that cosmetics today present new or significant safetv problems? 
If so, is existing regulation sufficient to deal with them?

Cosmetics— Safety Problems
Since you've heard it so often, I will onlv briefly summarize where 

we stand today.
F IR S T : The consensus is that the safety of cosmetics poses no cur

rent or critical high priority problem to consumers generally.
This is the view of FD A  Commissioner Schmidt, the Panel on 

Chemicals and Health  of the P resident’s Science Advisory Commit
tee (September 1973). Congressman Sullivan, and expert dermatolo
gists. To quote the Commissioner:

“The sum of all known, reported and suspected problems of cosm etic 
safety do not add up to anyone's first priority when compared with most other 
safety issues before society.”1

1 Remarks before the Cosmetic, Toil- Convention, February 27, 1974, reported 
etry and Fragrance Association (C T FA ) in F-D-C Reports. March 4, 1974, p. B l.
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Unlike devices, where the postwar era saw the emergence of 
new, complicated and sophisticated medical equipment (such as pace
makers and kidney machines), cosmetic ingredients and products 
marketed tocay have by and large been around for a long time, and 
we know a good deal about them.

Dr. Naomi Kanof has observed that
“Extensive usage over long periods of time have demonstrated the safety 

of almost all of the categories of cosmetics now available to consumers, the 
more so since the removal of products that could cause a higher-than-acceptable 
incidence of primary irritation, sensitization or photosensitization.”2

Adverse reactions are considered low relative to production and use 
and, for the most part, as transient in character.

SECOATD : To suggest that cosmetic safety is not an urgent problem 
is not to say that cosmetics present no risks for any consumer. Hexachloro- 
phene, feminine hygiene sprays, Mennen-E are familiar words, indicating 
that there are risks.

But precise and reliable information as to the incidence, cause, 
or severity of these risks is unknown.3

Figures ranging from 60.000 to 10,000 so-called “ injuries” per 
year have been cited as indicating the alleged hazard. The reliability 
of the widely quoted 60,000 estimate—mentioned in the Report of 
the Commission on Product Safety and relied on by Senator Eaglet on 
when he introduced S. 863—is open to serious question. The Presi
dent’s Panel on Chemicals and Health called it a “ rough and doubt
ful estimate.” It  was based, as Dr. Murray Berdick has pointed out, 
almost entirely on accidental ingestion, with no indication that  inges
tion was in any  sense harmful.4

O ther figures, including an estimate for fiscal 1973 of about 15.- 
000 by the National Electronic In ju ry  Surveillance System (N E IS S ),  
which monitors 119 hospital emergency rooms, cover “injuries” re
lated to the container, “poisonings” and “accidental ingestions.” Dr. 
Berdick's analysis of the N E ISS  estimate indicates that  less than 
10.000 of the “injuries” were related to or associated with, but not 
necessarily caused by, a cosmetic product.®

In an effort to obtain reliable information on the national inci
dence of “adverse reactions.” particularly to establish a valid base

2 Letter of February 5, 1974, attached 
to CTFA testimony on S. 863, before the 
Subcommittee on Health, Senate Labor 
and Public Welfare Committee, February 
21, 1974.

■’ Commissioner Schmidt, in remarks to
the CTFA convention, said: “None of

us has totally reliable data which reveal 
the true incidence of injuries and adverse 
reactions from cosmetics.” As reported 
in F-D'-C Retorts.  March 4, 1974, p. Bl.

'‘ Letter, 182 Science Magazine 1080-82 
(December 14, 1973).

“ Id.
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against which “product experience" reports can be evaluated, FD A  
has awarded a $190,000 contract to the W esta t  Company in Rock
ville, Md., to survey 10,000 households covering 34,000 samples.0

T H IR D : Responsible cosmetic makers do not market new products 
without careful safety evaluations, which take account of past experience 
and knowledge and include extensive testing whenever needed.1 One ex
perienced testing laboratory in the field has observed.

“The toxicological methods used today have kept pace with scientific devel
opment and progress in the relevant biochemical, biological, and medical fields.’’8

F O U R T H : Mew FD A regulatory programs initiated in the past 2 
years will provide both FDA and consumers with important information 
about cosmetics and their manufacturers. Three programs, developed 
at the instance of industry, are voluntary.

(1) Registration. Cosmetic products establishments are requested to 
register with FDA.9

(2) Formula and Ingredient Information. Cosmetic manufacturers 
are asked to supply semi-quantitative information on the formulation 
of each cosmetic. Cosmetic ingredient suppliers are asked to submit 
information on raw materials they make.1"

(3) Product Experience Reporting. Manufacturers are requested 
to file “cosmetic product experience reports,”11 relating to what 
some call “adverse reactions.” This seeks, for each product, reports 
on the number, rate and type of “reportable experiences" (i.e., injuries 
or allergic reactions not considered “spurious" under an approved 
screening procedure)} 2 Experiences will be divided into one of 
several categories: irritation, allergic reactions, infection, corrosive 
reaction, and “other." F irm s are also requested to file “Summary 
Reports” of all their product experiences by product category.

(4) One mandatory program, resulting in part from a petition filed
by Professor Page and A nthony

0 F-D-C Reports. October 15, 1973, p.
12.

7 As the CTFA pointed out in its testi
mony on S. 863, a manufacturer today 
“avails himself of the existing scientific 
and medical literature, ingredient safety 
data, supplier data, marketing experience 
with similar products, usage information 
from test panels and medically super
vised panels, as well as the results of 
testing performed by manufacturers, 
suppliers, and trade associations, gov-

Y oung at Georgetown University

eminent agencies and academic institu
tions."

8 Letter of February 15, 1974, from 
J. C. Calandra, Industrial Bio-Test Lab
oratories, attached to CTFA testimony 
on S. 863, February 21, 1974.

” 21 C. F. R. § 700.3.
10 21 C. F. R. § 720.1.
" New Part 174, 38 Fed. Reg. 28913 

(1973).
18 21 C. F. R. § 730.4.
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Law School, requires a label declaration of each cosmetic ingredient 
in descending order of predominance.13

Despite this F D A  activity, some believe that not all cosmetics 
are properly evaluated for safety, and tha t  new remedies are w ar
ranted. W e have had a vast array  of suggestions.

A. Premarket Testing and Clearance
The impetus for new regulation, until recently, has been Con

gressional, with the consumer groups— Nader, Professor Page, Con
sumers Union— as the primary supporters.

Their thesis at the hearings on S. 863, the bill introduced by 
Senator Eagleton,14 was that cosmetics are nonessential products 
from a medical (or even a social)15 * point of view. None “meet the 
test of indispensability which might otherwise allow the tolerance 
of any significant risk,” said Nader.18 W hile they concede that  serious 
harm has not been demonstrated, they believe tha t  an almost fail
safe system can and must be provided to assure consumers of the 
absence of any harm. To this end, they say, comprehensive premarket
ing testing—a la S. 863—and clearance is indispensable. As evidence 
of the existence of a problem, the consumers cited principally the inci
dents involving feminine hygiene sprays and Mennen-E.

B. Premarketing “ Review”
S. 863, Senator Eagleton's bill, would require premarket testing 

and filing with FDA. 90 days in advance of marketing, of “full re
ports of investigations adequate to .substantiate the safety of [each] 
cosmetic or cosmetic ingredient.”17 An elaborate list of required 
investigations is specified. In addition, the bill would make m anda
tory what is now voluntary : registration, filing of formulas, and com
plaint reporting.18 F D A  would have a veto power on marketing.

13 21 C. F. R. § 1.205(a) (38 Fed. Reg. 
28913 (1973)).

The primary source for proper name 
identification is the CTFA Cosmetic In
gredient Dictionary. Individual fragrance 
or flavor ingredients need not be identi
fied by name.

No identification is needed for an in
gredient recognized by FDA as a “trade 
secret.” A manufacturer will be required 
to show that the ingredient “is unique,
that it is important to the product, and
that it is not known to competitors.”
Eirmann, “Cosmetic Ingredient Label

ing,” 29 Food, Drug, Cosmetic Law  
Journal, 68, 71, 1974.

14 Cosmetic Safety Act of 1973, 93rd 
Congress, 1st Session (1973).

13 Testimony of Ralph Nader on S. 863, 
before the Subcommittee on Health, Sen
ate Labor and Public Welfare Commit
tee. February 21, 1974, p. 1.

10 Money spent on cosmetics is a social 
waste, Nader stated, though he conceded 
that this is not something about which 
Congress can or should legislate.

17 93rd Congress, 1st Session §203.
13 Id. § 301.
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I t  now appears that premarketing “clearance” or “review”—and 
testing of the type commanded by the Eagleton bill—will go by the 
boards. There appears to be little support for the regulatory system 
envisioned in Sec. 203, which insists on the conduct—and filing with 
F D A — of a prescribed series of tests, including those for the degree 
of human ingestion, inhalation, percutaneous absorption, as well as for 
short-term and long-term carcinogenic, mutagenic and teratogenic effects.

Aside from its inflexibility and its failure to take account of other 
factors traditionally relied on to appraise cosmetic safety, the testing 
section has been characterized as “unrealistic” from a scientific point 
of view.19 Moreover, an industry study showed that the cost testing 
requirement of S. 863 was enormous. One estimate was tha t  it might 
be in excess of $6.5 billion, and would divert scarce medical and 
scientific resources from investigations having higher priority,20 a 
diversion which is troubling to FDA.

F D A  itself wanted to duck the mandatory submission of pre
m arket testing data imposed by the Eagleton bill. “ I have this re
curring nightmare,” Commissioner Schmidt is quoted as saying, “in 
which our building across from H E W , which is a fairly large build
ing, being totally inundated with small files of cosmetics. . . .”21 More
over, the mere filing of data would impose some responsibility on 
F D A  to take action, a major task the Agency is not in a position to 
perform. FD A  thus opposed as “unmanageable and unnecessary”-— 
and the equivalent of a clearance system— the suggestion that FD A  
be given 90 days to veto safety data filed with it. Nor was F D A  
happy about the notion of specifying in fixed legislation categories of tests.

C. Premarketing “ Substantiation”
So, in a surprise countermove, F D A  submitted a proposed alter

native bill on February  18, 1974, designated as S. 3012, the Food,

19 “Certain types of risks are even
more difficult to quantify than are bene
fits. The assessm ent of potential aller
genicity and irritant action is difficult 
enough but to secure evaluation of carci
nogenicity, mutagenicity and teratogenic
ity is exceedingly complex and difficult. 
Any attempt to establish from scratch, 
in a reasonable time period, the carci
nogenic, mutagenic and teratogenic risk 
of the thousands of substances cur
rently used in cosmetics is unrealistic.
It is rational to ask if consumer pro
tection necessitates this type of evalua-
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tion of all of the many substances 
which have been in use for years and 
have yielded no recognized evidence of 
such reactions.” Irvin H. Blank, Ph.D., 
Associate Professor of Dermatology, 
Harvard Medical School, letter of Feb
ruary 11, 1974, attached to CTFA tes
timony on S. 863, February 21, 1974 
(emphasis supplied).

20 Arthur D. Little, Inc. Report to 
the Legislative Planning Group of the 
CTFA. February IS, 1974, pp. 1-2.

21 As quoted in F-D-C Reports, Special 
Supplement, February 25. 1974, p. A8.
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Drug and Cosmetic Amendments of 1974.22 Commissioner Schmidt 
characterizes this bill as requiring “premarketing subtantiation." The 
term is not equated simply with premarket testing. I t  is, he said to 
the CTFA, the demonstration of safety by testing “if none has been 
done, reference to existing data  if available, or seeking safety data 
from chemical suppliers.”23 F D A  plans to develop guidelines to de
termine what tests are required.

The FDA preference for S. 3012 is easily understandable. For, as 
an amendment to Section 702(c) of the Federal Food. Drug, and Cos
metic Act. Examination and Investigation (not Section 704, the Factory 
Inspection provision), FDA would be granted broad authority— equiv
alent to that  for “new drugs”— to require the maintenance and inspec
tion of u ’hatez'er records F D A  decides should be required.

Cosmetic companies, as well as food, drug, and device manufac
turers, would have to

(1) "maintain such records, make such reports, and provide such information 
as the Secretary may, by regulation, reasonably require . . . .”

(2) “permit the inspection of appropriate books, records, and papers relevant 
to determining“ whether the company is complying with the Act."4

Subpoena power would be conferred on the Agency.25

W hat F D A  would do with this sweeping and generalized m an
date is clear. The “record keeping” language would be read to re
quire cosmetic makers to provide, Commissioner Schmidt has said, a 
“current listing of all products, formulation data, customer complaint files, 
product test results, amd data to substantiate safety as well as labeling 
claims substantiation,”26 In short, substantiation not only of safety but also 
of efficacy—adequate by as yet undefined standards—would be demanded.

The “Factory Inspection” Section 704, would also be amended to 
authorize examination of “quality control records (including all rec
ords relating to composition, processing, product claims, and com
plaints or adverse reactions).”27

A few questions immediately emerge, and doubtless many others 
will, when hearings on S. 3012 are held before subcommittees of the 
Senate Commerce Committee. It  is debatable, in my view, whether 
the “record keeping” language can be properly read to require not 
only the disclosure of information on hand but also the conduct of

22 93rd Congress, 2nd Session ( 1974). 2“ Id., § 124.
2,1 As quoted in F-D-C Reports, March 20 As quoted in F-D-C Reports, March 

4, 1974, p. B3. 4. 1974, p. B2.
24 S. 3012, 93rd Congress, 2nd Session 27 S. 3012, 93rd Congress, 2nd Session

§ 123 (emphasis added). § 121 (1974).
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prescribed tests. The language is vague and confers almost unlimited 
authority  on FD A  to impose new requirements.

Second, it is not clear how the additional authority  to be con
ferred by Sec. 702(c) would relate to Sec. 704, the factory inspection 
provision, nor how F D A  would enforce it. W ould F D A  proceed 
against a recalcitrant firm under its new subpoena powers (proposed 
new Sec. /0 2 ( f ) )?  Or under its newly proposed inspection authority 
to demand “quality control records” ? W ould F D A  possibly construe 
the failure to “maintain" or “provide" requested information on safety 
or efficacy as a case of adulteration or misbranding sufficient to w ar
rant detention (under newly proposed Sec. 304(g)) or seizure? The 
Agency has already announced the proposition—though the legal 
underpinnings are shaky—that any ingredient or product whose safety is 
not substantiated prior to marketing may be deemed to be adulterated, 
and in any event will be deemed to be “misbranded" unless it contains 
a label warning stating that safety has not been determined.28

There are obviously a myriad of legal problems which need to be 
explored or defined.

D. OTC Monograph
The last volley in the F D A  arsenal was fired at the C T FA  con

vention. where the Commissioner is reported to have “focused" on a 
suggestion by his Deputy Commissioner for Medical Affairs, Dr. Novitch, 
that the monograph system for over-the-counter (OTC) drugs should 
be applied to cosmetics.

As you all know, cosmetic ingredients appearing in drug-type 
products, such as anti-dandruff shampoos, sunscreen agents, feminine 
hygiene sprays and the like, are already under the OTC drug review. 
Under the cosmetic monograph system. Dr. Novitch said, F D A  would 
list ingredients “shown by adequate studies to be safe for various 
categories of cosmetic use.” subject to labeling statem ent required 
for a particular type of product. Dr. Novitch added :

“Any product that conforms to a cosmetic monograph . . . [could] be re
garded as having been made of individual ingredients adequately substantiated 
for safety. Basic sensitivity tests might also be needed regardless of formula
tion, and other tests might also be required for certain types of final formula
tions—e.i7., eye irritation studies.”20

25 Proposed § 176.10, CCH F. D. Cosm. 
L. Rep. [1970-73 Transfer Binder] 
H 40,855. The theory stated in the 
Preamble to the Proposed Regulation 
on Aerosolized Products, requiring a 
warning against intentional inhalation, 
is that the product would be m is
branded under Sec. 201 (n) for “failure

to reveal material facts with respect to 
consequences which may result from 
use of the article.” CCH F. D. Cosni. 
L. Rep. [1970-73 Transfer Binder] 
1f 40,854 at 42,222.

20 As quoted in F-D-C Reports, March 
4, 1974, p. A5.
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A product with an ingredient falling outside the monograph, Dr. Novitch 
said, would be required to show safety by “independent means.’’30

What the legal framework will be for the cosmetic monograph sys
tem, and the relationship it will have to any premarketing “substan
tiation” legislation, has not been disclosed.

How all these proposals—legislative and administrative—will work 
out is anyone’s guess.

I t  may well be that nothing will happen until the “product ex
perience” reporting program under P a r t  174 gets underway, the de
gree of industry participation is measured, and the hard evidence re
quired to appraise possible problems is collected.

Under P a r t  174, a participating firm can report, on a semi-annual 
basis, all claims of alleged bodily injury or, as an alternative, only 
those determined not to be “unfounded or spurious” when evaluated 
by a screening procedure filed with F D A .31 The screening procedure 
is subject to F D A  “audit" to ensure— in the words of the regulation—< 
that the “procedure is consistently being applied” and that  it is “not 
disregarding reportable information.”32 “Unusual reportable expe
riences”—those of a kind, severity and frequency which differ “signifi
cantly” from previous or normal reported experiences33—should be 
filed within 15 days of receipt.

C T FA  has now issued a suggested screening program for its 
members. W hen a “consumer communication” is received, a firm 
can determine whether on its face it is “spurious” or “reportable.” If 
there is insufficient information for that  determination, the consumer 
should be contacted. If there is a response, the firm may deem the 
experience “reportable” whether or not a doctor was seen, or may 
decide further information is needed before the final evaluation of its 
reportability is made.34

F D A  will thus collect a wealth of information as to incidence, 
causes and severity if the cosmetics industry takes part in this im-

30 Id.
3121 C. F. R. §174.-1(41), 38 Fed. 

Reg. 28916 (1973).
82 21 C. F. R. § 174.1(c), 38 Fed. Reg. 

28916 (1973).
33 21 C. F. R. § 174.1(e), 38 Fed. Reg. 

28916 (1973). In FD A ’s view, the defi
nition would cover any experience re
quiring hospitalization, such as “a seri
ous eye injury (requiring medical at
tention) when the product is used 
according to label directions ■ . . . . ” It

would also cover certain types of mis
use, such as “aerosol ‘sniffing deaths’ 
and accidental injuries due to the flam
mability of a product . . . .” Wenninger, 
“Voluntary Cosmetic Product Experi
ence Reporting,” 29 Food, Drug, Cos
metic Lazo Journal 88, 91, 1974.

34 Voluntary Reporting of Cosmetic 
Product Experience— CTFA Guideline 
for Product Experience Screening Pro
cedure (1974), p. 5.
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portant voluntary program. The issue of greatest concern at the 
moment, aside from determining the meaning of “audit," is that of 
the confidentiality of the reports.

Freedom of Information Regulations
F D A ’s response to this concern appears in Sec. 174.8: the “ rules 

applicable to public disclosure of information by the Food and D rug 
Administration’’35 36— the so-called Freedom of Information (F O I)  regula
tions— are to govern. U nder proposed Sec. 4.26(f) of these regula
tions, disclosure is the rule of the day with specified exceptions.33 
The name of both the complainant and the reporter will be deleted 
from a product experience report, or a “compilation"—whatever that 
is—before it is made public. Tw o other portions of the reporting 
program will be kept confidential on request—the names of the manu
facturer and product brand. O ther parts will not be disclosed “if 
good cause is shown to justify confidentiality.”37 If a request for 
confidential trea tm ent is denied, the submission can be withdrawn.

Two uncertain aspects may deter voluntary filings. The FO I 
regulations are still not in effect. While stated Agency policv is that 
“legitimate made secrets or other confidential information” will not 
be disclosed,E 8 there is no assurance as to the scope of protection 
that  policy will accord information submitted at this time.

Additionally, we cannot predict what the scope of confidentiality 
will be when the F O I regulations become final—whether it will re
main the same as proposed Sec. 4.26(f). be narrowed or, as is un 
likely, be expanded.

My understanding is that F D A  will not make the F O I regula
tions final at least until a decision has been handed down in Morgan 
v. FDA, pending since January, 1973, in the Court of Appeals for the 
District of Columbia Circuit.39 At issue in Morgan is whether scien
tific studies conducted by a manufacturer in order to obtain an NDA 
for oral contraceptives constitute “trade secrets and commercial or 
financial information obtained from a person and privileged or con
fidential,”40 and thus are exempt from disclosure under the Freedom

3° 37 Fed. Reg. 9128 (1972). 38 Preamble f  5, Part 174, Voluntary
36 Proposed 21 C. F. R. 4.26(f), 37 Filing of Cosmetic Product Experi-

Fcd. Reg. at 9133 (1972). ences, 38 Fed. Reg. 28915 (1973).
37 Proposed 21 C. F. R. 4.26(a), 3 7 39 No. 71-1709. [See “Addendum” be-

Fcd. Reg. at 9132 (1972). low.]
40 5 U. S. C. § 552(b)(4).
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of Information Act.41 42 F D A  is contending, and the District Court 
agreed, that clinical and toxicological research tests about safety and 
efficacy are confidential because they “contain valuable commercial in
formation and trade secrets, including scientific methodology, processes and 
developments as well as confidential statistical data.’-42

Though the proposed FO I regulations treat NDA submissions 
and “adverse reaction" reports differently,43 and the nature of the data 
in the two differs, it may be that  the Morgan decision will shed light 
on the scope of confidentiality F D A  will accord to any voluntary sub
mission. Thus Sec. 4.26(f) may be modified in light of the decision 
and events of the past two years.

Conclusion
Never a shy Agency when it comes to asking for or asserting 

additional authority, FD A  regards cosmetics in the low hazard cate
gory, requiring a cautious approach to additional regulation. Dr. 
Schmidt agrees that “we should not institute an elaborate, expensive 
system which over-regulates products which present marginal safety 
questions."44 Advocates of an NDA-type clearance system believe 
it will provide near fail-safe protection to consumers. But, as the 
Commissioner himself remarked, “adequate testing and governmental 
regulation [cannot] eliminate all problems, particularly problems in
volving individual idiosyncratic allergic reactions.”45 A case in point 
is the Mennen-E incident in which, despite thorough premarket test
ing by Mennen and postcomplaint testing by FDA, the cause of the 
irritation could not be found.4,1

As a result of new regulations requiring label declaration of in
gredients, consumers will be able to make a more informed judgment 
about some risks. And, for the first time, the “reportable experience” 
program will provide a reliable guide to the nature of any remaining 
problems and the need for additional regulation to deal with them.

Yet. Senators Kennedy and Eagleton are strongly of the view that 
this program should now  be made mandatory. And FDA, despite its 
a ttitude on the priorities, has now taken the initiative with a bill 
more sweeping in its provisions than S. 863. The thrust certainly

41 5 U. S. C. § 552.
42 Affidavit of Dr. Henry Simmons, 

filed in support of the Government’s 
motion for summary judgment, Morgan 
v. FDA, No. 71-1709 (D . C. Cir.), App. 
23. [See “Addendum.”]

43 Compare proposed § 130.32, 37 Fed.
Reg. at 9135 (1972), with proposed
§ 4.26(f), 37 Fed. Reg. at 9133 (1972).

44 As quoted in F-D-C Reports, Spe
cial Supplement, February 25, 1974, p. 
B4.

45 Id,
40 36 F-D-C Reports, Special Supple

ment, February 25, 1974, p. A9-10.
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seems to be in the direction of mandating cosmetics makers to develop and 
disclose broad and costly proof of the safety of their products, if FDA 
and industry can agree on testing requirements. It remains to be seen 
whether the bound-to-be-controversial S. 3012 is the proper vehicle 
to that end. [The End]

Addendum. The Court of Appeals decided the Morgan case on May 24, 1974,. 
holding—on a procedural ground—that the NDA information there at issue was 
confidential and hence exempt from FDA disclosure under the Freedom of Infor
mation Act. CCH F. D. Cosm. L. Rep. t[41,147 ( D. C. Cir.) The precedential 
value of Morgan is unclear. The decision was prompted solely by plaintiff's failure 
to oppose Dr. Simmons' affidavit attesting to the confidential nature of the XDA  
submissions. The Court thus felt compelled to accept as true the facts in the 
affidavit and to affirm dismissal of plaintiff's action. It explicitly pointed out, how
ever, that it was not deciding whether the Agency's contentions as to the confi
dentiality of NDA materials ‘‘are beyond dispute.” Thus the extent to which volun
tary submissions to FD A  will he protected from disclosure is still unresolved.
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The FDA Today:
Critics, Congress and 

Consumerism
By ALEXANDER M. SCHMIDT

Dr. Schmidt Is Commissioner of the Food and Drug Administra
tion. His Paper Was Presented Before the National Press Club 
in Washington, D. C. on October 29, 1974.

I H A V E  S P E N T  A LOT O F  T IM E  on speakers’ platforms, and have 
listened carefully to introductions for many years. In general, 

introductions and the lack of response thereto are both valuable 
opportunities lost. They are routinely ra ther rote recitations of facts 
from an outdated curriculum vitae. E tiquette  has them generally 
flattering, but innocuous, particularly for high officials. The main 
value of most introductions lies in their providing a covering noise 
for the few moments everyone shifts and shuffles to find a position 
comfortable enough to last the requisite time—in our case today, 
about 20 minutes.

Humorous Introductions
My favorite introduction of me was by Hans Hecht, who, before 

his death, was Chairman of Medicine at the University of Chicago, 
even if he didn’t like administrators. Hans had trained me as a car
diovascular investigator, and deplored my career switch to medical 
administration. His total introduction of me to an audience once 
w a s : “And now we are going to hear from Mack Schmidt, who was 
a bright and promising young cardiologist, before his brains all fell 
out and he became Dean of Medicine at the University of Illinois.”

My favorite story about introductions, and one of my favorite 
W ashington-type stories, concerns an introduction once given by 
Chauncey DePew for President William Howard Taft. Chauncey 
DePew was in the Senate at the time, and Taft had just been 
elected President. DePew was, and remains, best known as an orator 
and after-dinner speaker; and he pulled out all his stops for the new 
President. In his introduction, he early hit on the use of the word

T H E  FDA TODAY PAGE 575



“p r e g n a n t a n d  as he warmed to his task, he described T aft as being 
"pregnant with ideas,” “pregnant with inspiration,” “pregnant with poten
tial,” and on and on, ending with the call for a “pregnant message."

W hen he finally finished, Taft  stood up, patted his ample girth, 
and rep lied : “ If i t ’s a boy, I ’ll call it ‘Americus.' If it's a girl, I'll 
call it ‘Columbia.’ But if, as I suspect, i t’s just gas, then i ’ll call it 
Chauncey D ePew.”

W hen your invitation to me to appear here today became known 
in the FDA, Wallace Janssen, our Historian, thoughtfully informed 
me that to nis knowledge, I am the first FD A  Commissioner and 
only the second FD A er to be so honored. The first was Harvey W. 
Wiley, famous as a leader, scientist, and as the "Fa the r  of the pure 
Food and D rug  Law." signed by Theodore Roosevelt in 1906.

I was quite envious as I read of Dr. Wiley's visit to the National 
Press Club. H e moderated a debate between two members of the 
House of Representatives and two Senators, and imposed a strict 
time limit on each speaker. Nicholas Longworth, the Speaker of 
the House, was one of the debaters. During the course of his 
remarks he was interrupted by members of the Press Club with 
interjections—some pertinent, some impertinent. Longworth, finally 
exasperated, turned to I)r. Wiley with the plea, "Mr. Chairman, I 
hope you will not charge these interruptions to my time." Wiley 
replied, “Certainly I ■will charge the interruptions to your time. As a 
matter of fact, the interruptions are much the best part of vour speech.”

Somehow, this response, and Taft's, have an emotional appeal 
for me that is hard to explain. It may well have something to do 
with the quality of my own exchanges with Congress. A recent one 
went like t h i s : I was try ing to say. during a hearing, that in order 
to answer the questions being pressed, 1 would have to read my 
testimony as background. The waspish reply was, “Well, you can 
obviously testify to whatever you want, Mr. Commissioner. . . .  If vou 
want to sit here, I will turn this over to the staff . . . and 1 will come 
back and question you later on. . . ." Somehow, I seem not to have 
come off that one as well as Wiley. Perhaps it was the setting.

At the very least, the elegance of most public exchange has dis
appeared in :he past 50 years. But I suppose the day of leisurely 
lunchtime debate is gone; and a pity it is, particularly if all that 
remains are the hurried and harsh messages, often received via the 
press (rather than in person) that one is subject to nowadays.

I don't know if you have debates here an y m o re ; but if you do. 
I'll volunteer, especially if I get to select the Senators and Con
gressmen, ar.d set the rules of the debate !
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Medical Administrators
However, to get back to my in troduction : you heard that I 

came here from the life of a medical educator, and thus it is perhaps 
understandable that I thought I might usefully share with you some of the 
things I ’ve learned about my present life as a government regulator.

Since Medical School Deans often have a somewhat greater- 
than-normal need for loving regard, perhaps the hardest lesson for 
me to learn was that no one seems to love a regulator, even though 
we really do some very laudable things. For example, in a recent 
six-month period, we took action against defective dog food, hair 
spray, intrauterine contraceptive devices, canned mushrooms, motion 
sickness pills, chocolate Easter eggs and rubber condoms.

The dog food was laced with potentially lethal doses of lead ; 
the mushrooms were contaminated with botulism organisms; the 
Easter eggs had salmonella. The lU D ’s were boring holes in the 
women wearing them, and the condoms already had holes in them. 
The hair spray was squirting vinyl chloride; and the motion sickness 
tablets contained almost five times as much active ingredient as the 
label said—enough to make one very dizzy and nauseated.

Now, all that sounds like good and necessary activity that 
would make us loved. At the very least, you'd think we’d be applauded. 
However, with each of those actions, someone thought we had acted 
too early, or too late ; that we either had gone too far, or not far enough.

I t  took me some time to learn that no matter what we did or how 
we did it, criticism was sure to follow. Often, only one person would 
yell, bu t would find a receptive ear in Congress, or in the press, and 
off w e’d go.

I think I ’ve even learned a general principle: that criticism of 
the F D A  is played in the press in direct proportion to the color
fulness of the language used by the critic, but bears no discernable 
relation to the validity or usefulness of the criticism.

Glossary of Adjectives
Another thing I ’ve learned, and this might be of special interest 

to you men and women of letters, is that an FD A  Commissioner has 
to become accustomed to a whole new vocabulary. I don’t mean just 
the government lingo. I've started a glossary of adjectives most 
used to describe me or some action taken by FDA.

Last week, after one of Senator Proxmire’s press releases, I
even had to go look up a word in a dictionary. He accused me several
times in the same release of “misfeasance.” I was quite upset, until
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I found this in my dictionary: “ Misfeasance; from the French, mes- 
faisance, meaning ‘the Senator doesn't agree with your decision.' "

The winner to date of the adjectival sweepstakes is the word 
“outrageous.” In particular, consumer advocates are fond of the 
term. They said it was "outrageous'' that we didn't act before we 
did against D ES as a growtli promotant in food animals. However, 
regulated industry finds it “outrageous” that we ask for so much 
data and take so long to approve a new drug application. And, not 
to be outdone, one Congressional critic recently found our plan to 
approve a new injectable contraceptive "outrageous in the extreme

Other popular terms are “captive.” the reference being to FD A 's  
supposed cozy relationship to regulated industry; “harassment," meaning 
the way we treat the Agency's employees; “flout," meaning the way 
we respond to the laws we're supposed to enforce, and “revolving 
door.” meaning the way that key officials allegedly shuttle between 
F D A  and the regulated industries.

I had thought I was getting rather thick-skinned about all this, 
but then a few weeks ago I testified before Senator Kennedy. The 
press was there in force and in reporting the event, one young 
commentator wrote that the entire F D A  leadership made “jackasses 
out of themselves." I didn't let that throw me; I even kept my cool 
when the commentator wrote about my “monotone voice" and “plod
ding" speech delivery.

However, then, he went too far. He called me "beefy." I couldn't 
make up my mind whether to write a nasty letter or go on a diet.

Happily, my common sense prevailed against the first inclination 
and my wife reassured me on the second. In the best wifely fashion 
she told me that what the writer mistook for beefiness was reallv my 
broad shoulders.

Since then I've learned to rely even more on my wife’s objectiv
ity and good judgm ent—and to be more selective with my newrspaper 
subscriptions.

I'm being facetious. Quite seriously, I think I have learned to 
live with bc.th the frequency and harshness of the criticism. 1 regret 
both, though, not because of any tenderness on my part or because I 
think we shouldn't be criticized, but rather because so much of the 
criticism is so coarse and undiscerning as to render it often valueless. 
W e need more of the kind of criticism that helps us to describe* 
define and meet appropriate standards. However, the constant top- 
of-the-voice carping that often fills the air dulls the public ear and 
thus the public’s ability to recognize and respond to the tru ly  critical 
issues involved. It is a matter of selection and balance. Valid c r it
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icism points out the excellent, as well as the inadequate; I hope we 
can stimulate better criticism than w e’ve recently received, and will 
honestly try to do so in ways I shall shortly relate.

Perhaps I ’ve indicated more concern with this subject than I 
feel. The tru th  is, I ’ve had an exceptionally long and pleasant 
honeymoon as commissioner. I shall always remember it with ten
der, loving memories.

FDA’s Accomplishments
In fact, as far as commissioners go—and they've gone pretty  

fast in recent years— I ’ve been lucky. I do think that  during the past 
year we have done a number of significant, and even controversial 
things, doing them reasonably well, I believe, and suffering minimal 
damage in the process.

W e approved a number of good and useful drugs, while at the 
same time we kept a number of not-so-good drugs off the market. 
W e developed new procedures to lessen the cost, delay and duplica
tion required to get new drugs approved. W e announced the first 
results of a major review of the safety and effectiveness of several 
hundred thousand over-the-counter, or nonprescription, drugs.

W e inventoried the entire canned mushroom market and, while 
we can’t prove a negative, the fact is that nobody died from eating 
commercially canned mushrooms during the so-called “mushroom crisis.”

W e pushed ahead with a revolutionary program to change the 
food labels in this country so that  consumers get more and better 
information about the nutritional quality and comparative value of 
the foods they select in the supermarket. Nutrition labeling is here 
to stay, and should have a positive overall effect on the efficient 
expenditure of household budgets for food.

Food Labeling Program
To be completely honest, however, I have to add that the food 

labeling program has been somewhat less than 100 per cent accepted. 
In fact, the vitamin-mineral labeling part of the program has caused 
more controversy and more letters to Congress than any recent event 
save W atergate . More than a million “outraged” ( there’s that word 
again!) citizens wrote their Congressmen and more than 250 “out
raged” Congressmen sponsored legislative proposals to stop the regulations.

W e’re still working on that one. The courts have upheld both 
our basic authority  to act and the general direction of our regulations. 
W h a t  we need now is a relatively short time to recast our regulations 
in line with the Court’s direction and without Congressional action 
on what I fear may be highly emotional and unwise legislation. If
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Congress will give us the time, I am certain that  we will come up 
with regulations that will satisfy the Courts, the Congress, and our 
own mandate for consumer protection. Congress can easily wait to 
see our new regulations and still act if they think it necessary, as 
the effective date of any regulations has now been put off to July 
1. 1975. W e are thus not try ing to “bamboozle" Congress, as feared 
by Congressman Hosmer, and we are not try ing to take away in
dividual's freedom of choice.

On that last point, I quite agree with the Englishman who said 
that everyone has a right to go to Hell in his own way. All we're 
trying to do is to post a few w arning signs along the way.

One of the things I'm proudest of is that w e’ve turned the Agency 
around in an emphatic response to the Freedom of Information Act. 
It  wasn't too long ago that F D A  routinely kept 80 to 90 per cent 
of its information secret, and released 10 to 20 per cent. The situation 
today is essentially reversed. F D A  is among the leaders in govern
ment in spelling out positive and specific rules for operating a truly 
open agency. W e are now putting  the finishing touches on our final 
F O I regulations, which I predict will become a benchmark for all 
regulatory agencies.

Another thing I've learned has to do with the meaning of the 
word “pressure.” To most people, “pressure” connotes all sorts of 
devious mechanisms employed by the robber barons and captains 
of industry to try  to get their way with FDA. The term conjures 
up secret meetings with industry, and regulatory “deals” that favor 
industry over the public good. Well. 1 was Commissioner for more 
than a year and hadn’t seen any of this happening, and I was begin
ning to worry that the industries didn't know who was boss around 
FDA. So for that—and a lot of better reasons— I decided to require 
that all key FDA officials list, every week, all iheir meetings with industry 
and others outside government. This “open calendar’’ has now been 
published for about a month, and so far. the only interesting thing 
I've discovered is that I have so few meetings with industry. W ith  
so many taking it for granted that industry is alwavs pressuring 
FDA, it's sort of embarrassing to find out it isn’t so.

However, quite seriously, I ’ve thought a good deal about this 
business of pressure on F D A  and I've learned a curious thing. It 
may be one of the most interesting things I ’ve learned in my 16 
months as Commissioner. To begin with, we all know that reg
ulated industry frequently writes comments, seeks information, calls 
for hearings, files petitions, appeals our decisions and even takes 
us to court when we don't regulate as they think proper. T ha t  is
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all "pressure,” in a sense, but it is done according to well-known and 
public procedures, and is legitimately described as “due process.”

However, the interesting thing I've learned is that when it 
comes to pure unadulterated and directly applied "pressure” on the 
FDA, the industry can't hold a candle to Congress, and that  pressure 
is very one-sided and biased.

For example, in all of FD A 's  history, 1 am unable to find a single 
instance where a Congressional committee investigated the failure 
of F D A  to approve a new drug. However, the times when hearings 
have been held to criticize our approval of new drugs have been so 
frequent that we aren't able to count them.

Perhaps the best recent example concerns the enzyme chymo
papain. a drug used to alleviate herniated intervertebral discs. I t ’s 
made the news several times because of its still experimental use 
on famous athletes.

Last year the prestigious American Academy of Orthopedic 
Surgeons criticized the F D A  for not having yet approved the drug. 
The Academy passed a formal resolution demanding that we do so, 
on the basis of its proved safety and effectiveness.

This month, a well-known orthopedic surgeon got rave notices 
in the press when he used the forum of a Congressional hearing to 
blast FDA, in colorful and thus widely reported language, for con
sidering approval of a dangerous drug that he said was nothing 
more than “purified meat tenderizer.” The drug, of course, was 
chymopapain. O ur approval, or even planned approval, of several 
other controversial drugs have resulted in critical Congressional hearings.

The message to F D A  staff could not be clearer. W henever a 
controversy over a new drug is resolved by its approval, the Agency 
and the individuals involved likely will be investigated. W henever 
such a drug is disapproved, no inquiry will be made. The Congres
sional pressure for our negative action on new drug applications is, 
therefore, intense. I t  seems to be increasing, as everyone is becoming 
a self-acclaimed expert on carcinogenesis and drug testing.

Approval v. Disapproval
W h at I see as a seriously unbalanced and deleterious pressure 

can be remedied only by Congressional and public recognition that 
the failure to approve an important new drug can be as detrimental 
to the public health as the approval of a potentially bad drug. I t ’s 
often forgotten—and sometimes conveniently so— that our responsi
bility to get good new drugs into medical practice is at least as im-
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portan t as our responsibility to keep worthless or dangerous drugs 
off the market.

Until perspective is brought to the legislative oversight func
tion, the predominant pressure from Congress will obviously be for 
FD A  to disapprove new drugs. This very well could be a negative 
and deterring influence on health care in this country. More and 
more, in the future, we will be evaluating potent new drugs with 
dangerous side effects and narrow therapeutic ranges, useful perhaps 
in a well-defined but small group of patients. W e must be able to 
make such drugs available to those who need them, without each 
decision precipitating a crisis in public confidence. I think that  part 
of the process necessary to this goal will be our defining more ac
curately than we now do what the basic controversies are about— 
what it is that our critics should be concerned about. For example, 
it is clear to me that a number of potentially toxic drugs are being 
held hostage because of the possibility of their being misused by 
physicians. Ts that  a good reason to withhold approval? Shouldn’t 
problems of medical practice be solved by the medical profession, 
rather than by F D A  fiat?

FDA admittedly has some real problems carrying out our drug 
approval process in the best possible way, but right now we are 
too often taking a bum rap. W e need help in bringing before the 
public the real issues to be resolved. W e could begin by always ask
ing the question, when safety issues are raised, what is the degree 
of risk? Sometimes the scariest headlines have no justification on 
the basis of scientific estimates of risks involved. W e really must 
be specific about probabilities, when we begin yelling about the 
risk of brain damage in children !

T hat gets u.s down to the n itty-gritty  of most controversies swirl
ing about FD A —benefit v. risk— in the foods that nourish us. the 
drugs that cure us and the cosmetics that  serve our vanity. I t ’s not 
always easy for everyone to understand this concept, or to accept it, 
and th a t ’s one of the main reasons we get more complaints than 
plaudits about our work.

Therapeutic Drugs
Perhaps the most misunderstood benefit-to-risk judgments tha t  

we in FD A  make for society concern the safety and usefulness of the 
drugs we approve for human use. Safety of any kind, of course, 
i.s a relative ra ther than an absolute concept, in a world of probabil
ities. Nowhere is this more true than with therapeutic drugs. By 
their very definition, all drugs are toxic to the human body in some
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dose, and all are capable of bad effects as well as good. The trick 
is to find the line between benefit and risk, and to approve only those 
drugs on the positive side of the equation. Some decisions are less 
difficult than others, but none is easy—and none is guaranteed to 
remain forever valid.

It  takes no special sophistication to recognize that if a drug  
or other product poses an unusual or serious risk, then its benefits 
must be proportionately high and urgently required.

The complexity of benefit-to-risk decisions looms larger every 
day. In fact, the entire history of food and drug legislation is a re
flection of society’s growing sense of the uncertainties that go hand- 
in-hand with the benefits of scientific progress.

One of the most impressive lessons brought home to me in the 
past year or so is that science and government regulation can only 
go so far in making benefit-to-risk decisions for society. As scientists 
and as scientific regulators, we find facts, measure results, define 
probabilities and propose limits. Perhaps most important of all, our 
function is to quantify risk.

Beyond this, there are moral and ethical considerations with 
which society and its social institutions m ust contend. A t some point, 
the amount o: risk that society is willing to assume in order to 
achieve a given .set of benefits becomes a matter for the public at 
large to decide, or, in their stead, Congress.

On these larger issues, the scientists and the regulators can 
only serve as educators and as expert witnesses to society as a 
whole. I m ight add that on these larger issues, the role of education 
is shared by the press, no less than by scientists and regulators.

The Press
I think it obvious that  press contribution to public education is 

not always achieved by the easy exploitation of disharmony or by 
a heavy emphasis on the sensational and colorful.

That 's  not a dig at the press—it’s an exhortation ! The public 
simply must have the benefit of even and fair reporting of both 
sides of benefit-risk issues, whether involving new table sweeteners, 
injectable contraceptives, or fortification of food.

Finally, as Commissioner of Food and Drugs. I ’ve learned again 
something I ’ve learned in every job I've held— that, to paraphrase a 
familiar saying, “Process is our most important product.”

Agency Improvements
The recent Kennedy hearings into F D A  operations have served 

to spotlight errors in our drug approval process. W e already were
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correcting most of the errors, and we will correct the others. W e 
are totally reviewing and revising Agency procedures, and will pub
lish them for comment before adopting them as regulations. Our 
revised procedures will make clear that  we are determined that  what 
we do, we will do openly, above board, and in such a way that we 
explain the bases of our actions. W e will try to ensure that every 
question raised is dealt with fairly and honestly. If any issue of 
fact arises, or if we have not dealt fairly with valid criticism, we will 
stop and deal with the issues.

I have been criticized recently by friends inside and outside 
F D A  for taking steps that, and I quote, "play into our critics hands,” 
or ‘‘make me appear weak.” One example that concerns some is my 
making public immediately materials relating to my investigation 
of the various charges made at the Kennedy hearings. Another ex
ample is the means we used to gran t a limited approval of Depo 
Provera as an injectable contraceptive. In this instance, although 
we needn't have, we chose to lay out in a Federal Register s tatement 
our reasoning for doing what we did. Congressman Fountain raised 
a safety issue we had carefully considered, but he also raised a 
procedural question, in that we had not used our advisory com
mittees in this instance to consider fully the issue of carcinogenicity. 
Mr. Fountain 's  letters to the Secretary and me were mature, muted, 
well-reasoned a balanced; I was happy to comply with his request 
to hold a hearing and stay the order.

It  may be that  in the end, Mr. Fountain and I will have a dif
ference of opinion, but the issues will be clear and well-explored, 
the public will benefit from the debate, and our process will have 
been sound.

An Effective FDA
Public hearings, advisory committees, open calendars, open files, 

public discussion of issues, lengthy preambles to our orders, white 
p ap e rs : All these are time-consuming and expensive ways to do 
business, and they don’t appeal to the autocrat. However, they are 
how we will proceed. I know that the openness of these procedures 
invites criticism, and I am prepared to accept that  criticism. H o w 
ever, I hope it will be wise and informed criticism based on real 
issues. To have that  hope fulfilled, I must provide to you and the 
Congress, and through you. to the public, the knowledge requisite 
to the task. This I pledge we will do. [The End]
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TWO NEW OSHA HELPS 
Alert You on Tough 

Government Standards

OCCUPATIONAL SAFETY 
AND HEALTH STANDARDS FOR:

GENERAL THE CONSTRUCTION
INDUSTRY

Nowhere else ava ilab le  in book form, 
here is a “ must-”  volume for m anufactur
ers, safety consultants, associations, 
engineering firms, insurers and the like. 
This new OSHA title contains standards 
issued by the Occupational Safety and 
Health Administration that are ap p lica 
ble to general industry. A ll amendments 
issued by the Administration through 
June 3, 1974 are helpfu lly included.
Contains a handy subject matter index 
prepared by O SHA. For convenience in 
locating standards, appropriate section 
numbers appear at the bottom of each 
page. In a ll, 6 "  x 9 " , heavy paper covers, 
336 pages. (Pub. August 1974)

INDUSTRY
This new book reprints the official 

standards issued by the Occupational 
Safety and Health Administration ap p li
cable to the construction industry -—  
through June 3, 1974. H elpfu lly included 
are standards regulating fire protection 
equipment, storage, tools, ladders, 
cranes, motor vehicles, concrete, demo
lition, etc. Includes an OSHA-prepared 
subject matter index. A great help for 
architectural firms, engineering groups, 
steel companies, building trade associa
tions and unions, service contractors 
and the like . In a ll, 6" x 9 " , heavy paper 
covers, 104 pages. (Pub. August 1974)

ORDER YOUR COPIES TODAY!
To receive your copies of these helpful new OSHA titles, just use the handy 

order card attached. You'll receive your copies promptly.

* C l e a r i n g * H o u s e ^ I n c .,
P U B L I S H E R S  " T O P I C A L  L A W  R E P O R T S
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C CH  :

Send publications indicated below at prices 
quoted :

1 ....................... copies of Occupational Safety and
hi calth Standards for General Industry ( 4835'). 
Prices: 1-4 copies, $4.00 ea. ; 5-9, $3.70 ea. :
10-24, $3.40 ea. : 25-49, $3.20 ea. ( Pul). Au
gust 1974)

2 ...................... copies of Occupational Safety and
1health- Standards for tl^e Construction: Industry 
(4884). Prices: 1-4 copies. $2.00 ea. : 5-9.
$1.80 ea.; 10-24, $1.70 ea. ; 25-49. $1.50 ea.
(Pub. August 1974)

To save postage, handling and billing charges, 
you may elect to send rem ittance with order. 
Include sales tax where required.

[$] Remittance herewith r~] Send bill
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