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REPORTS
TO THE READER

Dr. Donald Kennedy, Commissioner of 
Food and Drugs of the Food and Drug 
Administration, discusses what he be­
lieves to be the task confronting the 
FDA. In his article entitled, “Remarks 
of the Commissioner of Food and Drugs,’’ 
he states that the FDA must devise ways 
to stimulate people to take a more active 
interest in their health. In discussing 
the FD A ’s reviewing process of new 
drugs, the author is quick to realize 
that it is a lengthy process but is firm 
in his conviction that it is better to do 
careful research than to make hasty 
decisions at the expense of the people’s 
health. The article, which was pre­
sented before the Regional Ad Hoc 
Professional Meeting of the Food and 
Drug Administration in San Fran- 
oisco, California on June 10, 1977, be­
gins on page 384.

Pharmaceutical Update VI. The fol­
lowing papers were delivered at the Food 
and Drug Law Institute’s Pharmaceuti­
cal Update VI held in New York City 
on May 25 and 26, 1977.

Daniel F. O’Keefe, Jr., a partner in 
the law firm of Wald, Harkrader & Ross, 
notes an increased concern on the part 
of drug company officials in being kept 
aware of their criminal liability. His 
article, “Criminal Liability: Park Up­
date,” which starts on page 392, is an 
attempt to trace the legal history of 
criminal liability, using the Park case 
as his main example. He warns that 
despite established guidelines In deter­
mining criminal liability there is a large 
amount of individual discretion involved. 
He concludes by offering suggestions to 
those who wish to protect themselves 
from liability.

The article by Frank P. DiPrima, 
“Some Partisan Musings on the OTC

Review and the Advertising T R R s,” 
starts with a brief description of the 
history of the development of the OTC 
Review. Noting the length of time be­
tween a request for information and the 
receipt of conclusions, Mr. DiPrima, who 
is Staff Vice President of Schering- 
Plough Corporation, suggests that the 
FDA redirect its approach to miscel­
laneous panels in order to obtain a more 
efficient outcome. The article begins on 
page 405.

The Magnuson-Moss guidelines for 
rulemaking procedures are not faithfully 
adhered to in the actual Federal Trade 
Commission proceedings. This point is 
made by Casivell O. Hobbs in his article 
“Legal Issues in FTC Trade Regu­
lation Rules.” The author discusses vari­
ous problems in rulemaking procedures 
such as access to administrative records, 
and the rights of cross-examination and 
rebuttal of evidence. He also discusses 
the scope of the Commission’s remedial 
powers, warning that they must be re­
garded with caution as they are capable 
of causing serious repercussions. Mr. 
Hobbs is an attorney with the law firm 
of Morgan, Lewis & Bockius. The ar­
ticle begins on page 414.

Food Update ’77. The following paper 
was delivered at Food Update ’77, spon­
sored by the Food and Drug Law In­
stitute and held in Palm Beach. Florida 
on April 25 through April 27, 1977.

“Consumer Nutrition Advocacy” by 
Esther Peterson, is a discussion of the 
changing needs of consumers as they ad­
just to a changing food supply. Ms. 
Peterson, who is 'Special Assistant to 
the President for Consumer Affairs, 
discusses such topics as nutrition label­
ing, government regulation and the public 
interest. Her article begins on page 423.

REPORTS TO T H E  READER PAGE 3 8 3



Voi. 32, No. 9 September, 1977

ibod Drag'Cosmetic law
Remarks of the Commissioner 

of Food and Drugs
By DONALD KENNEDY, Ph.D.

Dr. Kennedy Is the Commissioner of Food and Drugs of the Food 
and Drug Administration.

OBVIOUSLY A. N EW  COM M ISSIONER of the Food and Drug 
Administration (FD A ), even if he does not come absolutely cold to 
the job, has a lot of learning to do. One of the most important elements 

in tha t process involves getting to know the FDA’s several publics— 
their interests, their complaints, their points of view, and how the 
FDA might best respond to tlieir needs.

In reviewing the record of earlier meetings I was struck by two 
facts. First, health professionals did not dance around ; they wanted 
us to be talking about real issues, and responding to tough questions. 
The second was th a t many of these questions resulted from a certain 
degree of institutional failure, on the part of the FDA, to make sure 
that the reasons behind our actions or proposals were clear. We must 
not neglect the im portant function of advocating, clearly and force­
fully, the things we feel strongly about. I believe these meetings 
offer us a chance to eliminate such sources of misunderstanding by a 
■ candid examination of several issues that concern you and the Agency.

Let me begin by eliminating one possible source of misunderstanding— 
my own background. For various motives, I have been given unde­
served credit for two things I am not. First, I have been praised for 
being an outsider to the FDA, and therefore presumably untainted. 
That “compliment” I reject as a disservice to the thousands of dedicated, 
often abused people inside the Agency who devote themselves to the
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misunderstood task of meshing science and law to protect the public health. 
And I discover from others that I possess another advantage. I am 
not a physician, nor a member of any other profession directly involved 
in the health delivery system.

I have just two things to say about that. First, I do not like to 
see lack of a particular kind of education made into a virtue. And 
second, as 17 years’ worth of Stanford premedical and medical students 
could tell you, I do not come to this job without a long, and I trust 
mutually beneficial, contact with the concerns and attitudes of those 
who practice medicine.

Perhaps the most useful introduction will be a snapshot of the 
Carter Adm inistration’s health policy, as it provides a context for the 
FD A ’s particular responsibilities.

Some of you may have looked with considerable interest (not, I 
suppose, unmixed with concern) at the emergence of policies designed 
to slow the rate of inflation in hospital costs; of efforts to strengthen 
cost control of health expenditures; and at the general emphasis on 
preventive medicine reflected, for example, in Secretary Califano’s 
commitment to a much more effective national immunization effort.

Role of the FDA
W here does the FDA fit in this emerging health policy? Well, 

we establish no cost ceilings, set no rates, track no costs, but we 
nevertheless play a legitimate role in minimizing the nation’s public 
health expenditures. This legitimate role involves a more effective 
exercise of what has become the FD A ’s main function in our society: 
as a technology transfer regulator.

D uring most of the FD A ’s existence it acted primarily as a kind 
of detective, ferreting out transgressions, prosecuting the transgressors, 
and eliminating the fruits of their iniquity from the marketplace.

W hile we still stamp out quite a lot of sin, we increasingly have 
also become a major control point in regulating the movement of new 
health ideas and technology to the consumer. As such, it is incumbent 
upon us to conserve this limited store of creative ideas and new products 
by getting them swiftly into the hands of those who need them while, 
at the same time, assuring that those products are safe and—in the 
case of drugs—efficacious as well.

Flow does this technology transfer control function fit in with 
other policy efforts to increase the cost-effectiveness of our nation’s
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health expenditures? I want to employ two themes in the analysis; 
the first is the familiar one of health education. The most cursory 
glance at the statistics of health outcomes of cigarette smoking, obesity, 
lack of exercise, excessive alcohol consumption, non-compliance with 
prescription information, shows that our society, its government and all 
its health delivery modalities must find ways to help people accept a 
far greater degree of responsibility for their own health and well being. 
They must perceive the clear linkage between a particular style of 
living and a particular way of dying; to look at “health” not as some­
thing to be received passively from the hands of others, but rather 
as the end result of many factors—not the least of which are how one 
lives and what one does with the advice and assistance offered by 
health care professionals.

In an article that appeared in Science in 1971. Leon Kass, then ex­
ecutive secretary of the Committee on Life Sciences and Social Policy. 
National Research Council-National Academy of Science, explored 
the question of the new biology and the price being paid for what he 
called “relieving m an’s estate.” Kass points to the slippage of autonomy 
under pressure of ever more complex medical technologies and the 
experts in command of such technologies.

He says, “With the growing complexity of the technologies, the tech­
nician gains in authority, since he alone can understand what he is 
doing. The patien t’s lack of knowledge makes him deferential and 
often inhibits him from speaking up when he feels threatened.” The 
key words in that passage are “lack of knowledge.” I am convinced 
of the connection between non-acceptance of responsibility, loss of 
autonomy, and lack of knowledge. And I believe that a regulatory 
agency can make a contribution toward dealing with this lack of 
knowledge, without heavy-handed intervention or large expenditure of 
public monies.

Patient Package Insert
One model that comes to mind is far greater use of the patient 

package insert. I know that many physicians are wary of this device, 
possibly because it is seen as a way by which a third party—the FDA 
—joins a conversation that should be restricted to two parties.

Let me say as clearly as I can that this is not the purpose of the 
insert, nor do I believe that this kind of intrusiveness will be its 
result. My own conversations with our internist at the Palo Alto Medical 
Clinic convinced me long ago that knowledge raises the quality of 
discourse between patient and physician, eliminates unfounded appre­
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hension, increases compliance, and draws the patient into active par­
ticipation in working to solve problems.

Of course, there is no reason for you to accept such anecdotal 
experience—particularly when it is the patient rather than the physician 
who is recounting it. But you should engage in the “willing suspension 
of disbelief,” and look at patient labeling not as an intrusion, but as 
an educational resource for a particular drug—what it will accomplish, 
what it cannot accomplish, how to take it, what to avoid.

I will go further, and claim that it not only serves as a resource 
supporting efforts to increase patient education and, hence, responsi­
bility, it has other virtues as well. Physicians within the FDA and 
those outside who wish to comment will help mold the insert into a 
form that reflects the highest standards of professional judgment. W e 
intend to offer a vehicle for such input by launching patient package 
insert seminars sometime this fall. These will be designed to help 
health professionals learn more about the insert and help us learn 
more about how they are perceived by health professionals. W e bring 
to this process no preconceived conclusions, other than the conviction 
that some way must be found to demystify the relationship between 
the physician and the patient. W e are objective about the inserts, and 
we believe they will reflect that objectivity.

This should make them an oasis in a vast wasteland of medical 
communication having less objective purposes!

Physicians are now the target of some one-billion dollars’ worth 
of drug promotional material a year, six times the entire federal 
expenditure for the nation’s 114 medical schools—about $4,000 for 
every practicing U. S. physician. As was clearly shown in recent 
Congressional testimony, such promotional or marketing materials are 
molded by the most sophisticated communications techniques known 
to a nation that has brought advertising to a high art form. As a 
result, even physicians convinced of the importance of parsimony in 
prescribing drugs must find it difficult to resist a multitude of mes­
sages about the usefulness of this or that particular drug. W hile the 
patient package insert will not eliminate this kind of drug marketing, 
it will offer an educational resource of proven neutrality.

Laetrile
In regard to the need to demystify the relationship between physician 

and patient, I can think of no more disturbing object lesson than that 
provided by laetrile. The laetrile issue and all that it represents is
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like a mushroom, requiring a very specific set of growth conditions, 
one of the most im portant of which is a kind of darkness, not only of 
ignorance, but of public distrust—distrust of government, distrust of 
science, distrust of physicians. W e must do everything we can, all of 
us, to recapture public confidence, so as to avoid a destruction of the 
drug efficacy requirement, with all that entails in terms of the re­
surgence of quackery and exploitation. In some sense all of us in bio­
medical research have helped prepare the seedbed for this growth—• 
by overpromising on the “cure’’ for cancer, by suggesting that it is a 
single disease with a single, magic-bullet solution, and above all by an 
argum ent heard too often in connection with new drug reg istration : 
that “clinical experience" or “the wisdom of practice" is an adequate 
substitute for carefully controlled clinical measurements of efficacy 
and safety. This is a case in which practitioners have to draw on their 
own scientific training and support the rigorous use of regulatory science.

Now let me turn to a different aspect of our function of technology 
transfer regulator. Everyone finds it easy to agree that diffusion can 
he too fast, so that it allows frankly dangerous or worthless innova­
tions to flood the market—or too slow, so that it inhibits social progress 
by withholding valuable inventions. The question is. how can we 
identify the best diffusion rate?

Recently I had a chance to review what the Agency considers 
its greatest success stories over the past ten years or so. There was 
an impressive list submitted to a Congressional committee, all citing 
specific actions. In my view, however, the real success stories of the 
FDA involve actions that did not take p lace: the botulism that was 
not found in the food cans; the thalidomides that were prevented from 
joining the list of drugs you prescribe or u se ; the excess mortality that 
did not occur as a result of such disasters as faulty vaccines, carcinogens 
in food, excessive radiation, dangerous residues of animal drugs in 
edible tissue. These non-events are the Agency's real success stories, 
for they exemplify harm to consumers prevented, harm that would 
have seriously eroded the level of confidence that consumers have in the 
health care delivery system and in the safety of drugs and biologies.

Some critics of the Agency point to non-events of a less favorable 
n a tu re ; particularly to drugs that could have been on the market help­
ing thousands had we been less dilatory or demanding. Thev point 
to other countries where the transfer of technology moves from laboratory 
to producer to physician to patient far more rapidly. The buzz-word 
for this kind of regulatory delay, itself a pharmaceutical innovation,
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is “drug lag." “W hile you in the FDA go on fiddling with them ,” 
we are told, “other more fortunate people in other nations are enjoy­
ing the benefits of important new drugs.”

Beta Blockers
Because the situation regarding beta blockers has been so fre­

quently served up as a kind of archetype of “drug lag.” I have looked 
into this most carefully.

If the pattern is indeed archetypal, it hardly supports the drug lag 
argument. For example, since 1967. when the FDA. approved pro- 
panolol, no attem pt was made to market a beta blocker in the U. S. 
until mid-November 1976, when a new drug application (NDA) was 
submitted for metoprolol. A major reason for the delay was the sus­
picion that a number of beta blockers might be tumorigenic. and the 
resulting requirement that long-term animal studies be undertaken to 
investigate this possibility. Such studies have now been completed 
for eleven beta blockers. W hile five of them were cleared for initiation 
of long-term clinical studies, two appear to be clearly carcinogenic; two 
produced a statistically significant increase in benign lesions or tumors, 
the significance of which is yet unclear; and the data regarding the 
others are still being reviewed.

It thus appears that certain beta blockers are potential tumorigens 
and some of these cause frank carcinomas in test animals. Since beta 
blockers belong to a class of drugs intended for long-term use in a 
great many patients, the FD A ’s 1972 decision to require long-term 
carcinogenicity testing before clinical use has spared patients in the 
United States a potentially dangerous kind of exposure.

A similar history was traced by the birth control pills containing 
megestrol acetate. W hen the FDA refused to approve this drug after 
test animals developed breast nodules, several foreign countries, which 
had permitted marketing on the basis of less extensive testing, w ith­
drew it.

I admit that by and large it does take longer here than in other 
advanced nations to approve a new drug, although we have taken a 
number of steps to speed this particular element of technology trans­
fer. These include prior agreement about study design, sequential 
review and approval of data, and other steps aimed at eliminating 
unproductive and inflexible procedures. W e also are supporting legis­
lation to remove all scientific data related to the safety and effective­
ness of drugs from concealment as trade secrets. Even with these
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changes, accomplished and potential, the process of demonstrating 
safety and effectiveness prior to m arketing may still move at a more 
deliberate pace than in certain other nations. This bothers me—just 
as it bothers some physicians, and all drug sponsors.

But the answer is not to close one regulatory eye, or in some 
other way reduce the quality of NDA review without also reducing 
the quality of the drug approved as a result of that review. The answer 
is to look for ways to gain speed without loss of quality. And there 
are only two points at which to get it—before marketing; or afterward. 
Except in rare cases where an “imminent hazard” is deemed to exist, it 
is easier for the FDA to do almost anything than to get a questionable 
drug off the m arket after it has been approved.

Because this is so. our only responsible course is to take extra 
care in the approval process. To the degree that such care entails a 
time penalty, that penalty could be eliminated by appropriate adjust­
ments at the back end—at the point of removal.

The FDA has already taken the initiative in suggesting a mecha­
nism to accomplish this—an additional phase in the approval process, 
during which a new drug would be limited in distribution, controlled 
in application, and susceptible to rapid pullback if anything disturbing 
is learned.

But we also ought to do much better about recognizing problems 
during the period of full clinical use. Some critics, pointing to the 
systems operating in Finland, Sweden, Great Britain and other nations, 
have cast us as a kind of underdeveloped nation in regard to drug 
experience reporting, particularly adverse reaction experience. Al­
though this conclusion is somewhat exaggerated, there is no doubt 
that the process in other nations is formalized, routine, and effective. 
The fact that these nations have such systems provides a key element 
in their system of rapid premarket approz'al.

In my view, it is really unfair to criticize our rate of regulatory 
clearance without also stressing these special U. S. problems in drug 
experience reporting by doctors.

A drug shown to be safe and effective on 2.000 volunteers in a 
controlled clinical trial may present a different picture when used 
over a course of weeks or months by two-million or 20-million people. 
Thus, there is simply no adequate substitute for the observation and 
reporting of the reactions of your patients to the medications you administer. 
And yet, as I have indicated, this key element of post-market evalua­
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tion is the least effective in our present system. As one reflection of 
that fact, the director of our office of biometrics was recently in Eng­
land to analyze the experience reporting system in place there. He 
tells me that whereas in this country 15 percent of adverse reaction 
reports come from physicians and 63 percent from manufacturers, al­
most the m irror image of that situation exists in Great Britain.

I know that conditions differ th e re ; and I know how overbur­
dened you are. But lack of the kind of data we need about adverse 
reactions is one of the key reasons why we err. if at all, on the side 
of caution in approving a drug.

So, let me close by making a pledge to you who, I realize, are 
in the most exposed position regarding health care and who deal with 
reality rather than hopes or theories. I will do whatever I can to see 
that the fruits of technology—the devices, the drugs, the diagnostic 
products, the vaccines and all the rest—get into your hands as quickly 
as humanly possible without sacrificing that standard of safety and 
efficacy that you and your patients should take for granted. In this 
effort your understanding and cooperation will be of immeasurable 
help to me—not only in the limited sector described in the foregoing 
example, but more generally as well. [The E n d ]

GRAS AFFIRMATION PROFOSED FOR ACONITIC ACID
Aconitic acid has been deemed generally recognized as safe 

(GRAS) by the Food and Drug Administration (FD A) for direct 
use in human food, and the Agency has proposed affirmation of the 
GRAS status of the substance. Aconitic acid is also known as achilleic 
acid, citridic acid, and equisetic acid, depending upon its natural source. 
I t can be isolated during the processing of sugar cane or synthesized 
from citric acid. Limited data indicates that aconitic acid is less toxic 
than citric acid, and its salt appears to be excreted readily by the 
kidneys. Based on an evaluation of all available information on aconitic 
acid, the FDiA has concluded that the current GRAS status of the 
substance is justified. Comments on the proposal are due by October 
31, 1977.
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Criminal Liability 
Park Update

By DANIEL F. O ’KEEFE, JR.

Mr. O'Keefe Is a Partner in the Law Firm of Wald, Harkrader & Ross.

OURT ACTION in the Park case, legislative inaction in not amend­
ing the law, reported FDA activity in criminal prosecutions, and 

recent trade press coverage have all combined into a potion which 
apparently has increased the awareness of—and therefore interest in 
—criminal liability among those in the executive suites of major drug 
manufacturers. Until fairly recently, most Food and Drug Adminis­
tration (FD A ) actions and rumored actions on the criminal front 
have dealt primarily with rats in food warehouses. Sensing an in­
creased interest among drug company officials in being kept up-to-date 
about criminal liability, I am presenting an update of the Park case.

I will first very briefly review the doctrine of criminal liability of 
drug companies and their executives, then I will talk about cases 
decided since Park, bring you up to date on FDA and Congressional 
activity, spend a moment or two on the criteria for criminal prosecu­
tion, and conclude with a few comments for those who want specific 
ideas about what to do and how to do it. I will not. for obvious reasons, 
comment on the several drug criminal matters either in court or rumored 
to be under consideration by the FDA or the Department of Justice.
T h e  D o c t r in e

First, let’s spend a moment on the governing legal doctrine itself. 
United States v. Dottenveich1 held that responsible individuals can be 
criminally prosecuted for violations of the Federal Food, Drug, and 
Cosmetic Act (1) even though the defendant had no awareness of 
wrongdoing and (2) even though the defendant did not commit the 
violative act or know of its commission.

1 United States v. Dottcrweieh, 320 
U. S. 277 (1943).
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As to “responsibility,” the Court said that the offense is committed 
by “all persons who aid and abet its commission,” by all who share 
“responsibility in the business process resulting in unlawful distribution,” 
and “by all who do have such a responsible share in the furtherance 
of the transaction which the statute outlaws.”2 The Court, however, 
expressly refused to comment on the criteria for establishing which 
class of employees are considered responsible.3

In the intervening years from Dotterweich to Park, courts applied 
the Dotterweich doctrine in a wide variety of situations, thus establish­
ing that the same principles apply to any violation of the Federal Food, 
Drug, and Cosmetic Act.4 The Dotterweich doctrine has been applied 
to manufacturers, distributors, wholesalers, retailers, and warehouse 
operators.5 Jail terms, terms of probation, and criminal fines have 
been imposed.6 In one case, a jail sentence was imposed although the 
offense involved economic misbranding without risk to public health 
or safety. In that instance a wholesaler of dairy products repackaged butter 
and short-weighted the customer.7 I certainly have no trouble with this 
case if the individual defendant knew what he was doing—but the court 
never reached that issue, as it was irrelevant under Dotterweich,

Until Park, however, close and immediate supervisory control by 
the defendant over the operation in which the violative act occurred 
had always been present when individuals had been held liable for 
acts which they neither committed nor of which they had actual 
knowledge.8 And no cases had involved senior officers of large cor­
porations, who may be remote from the operations in which violation 
occurred.9

In the famous Park case, the conviction of the president of a large 
supermarket chain for a warehouse sanitation violation was sustained. 
In reaffirming Dotterweich, the Court placed a high duty of care on 
officials of companies regulated under the Federal Food, Drug, and 
Cosmetic Act. The Court found that “the Act imposes not only a 
positive duty to seek out and remedy violations when they occur but

2 United States v. Dotterweich, 320 
U. S. 284 (1943).

3 Id. at 285.
‘ 'See O ’Keefe, D. F., and Shapiro,

M. H„ “Personal Criminal Liability
Under the Federal Food, Drug, and
Cosmetic Act: The Dotterweich Doc­
trine,” 30 F o od  D r u g  C o s m e t i c  L a w  
J o u r n a l  5, 18 (Jan. 1975) (herein­
after cited as “Personal Criminal Lia­
bility”).

5 Id. at p. 18.
’ Id.
~ United States v. H. Wool & Sons, 

Inc.. 215 F. 2d 95 (CA-2 1954).
8 See O ’Keefe and Shapiro, “Per­

sonal Criminal Liability”, supra note 
4, at 20.

’ Id.
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also, and primarily, a duty to implement measures that will insure that 
violations will not occur."10 The Court emphasized that the duty im­
posed by Congress is one that requires “the highest standard of fore­
sight and vigilance.”11 Shedding some light on the question of who 
are the “responsible” parties for purposes of prosecution, the Court stated:
“The Government establishes a prima facie case when it introduces evidence 
sufficient to warrant a finding by the trier of the facts that the defendant had, 
by reason of his position in the corporation, responsibility and authority cither to 
prevent in the first instance, or promptly to correct, the 'dotation complained of, 
and that he failed to do so."1”

The Court also made it clear that an individual defendant in a 
criminal prosecution would he entitled to jury instructions on avail­
able defenses in some situations. The Court said that the Federal 
Food. Drug, and Cosmetic Act, “in its criminal aspect, does not re­
quire that which is objectively impossible"13 and that the Act “permits 
a claim that a defendant was ‘powerless’ to prevent or correct the 
violation to ‘be raised defensively at a trial on the m erits’. If such a 
claim is made, the defendant has the burden of coming forward with 
evidence.”14 Thus, a legal defense is available. The circumstances in 
which a defendant would be entitled to a jury instruction on the 
defense, however, were not made clear.
C a s e  L a w  S i n c e  P a rk

There have been five significant opinions since Park. The first, 
United States v. Y . Hata & Co.,15 was an appeal to the Ninth Circuit 
from a jury conviction of a corporation and its president for holding 
food in a warehouse under conditions from which the food could 
have become contaminated in violation of the Act. Defendant’s ware­
house was found to be infested with birds. The case was tried prior 
to the Supreme Court’s resolution of the Park case. On appeal, defen­
dant argued that he was entitled to an instruction on “objective im­
possibility” since material for a wire cage system to keep the birds 
out of the warehouse had not arrived. The Court held that defendant 
was not entitled to such an instruction because, in the exercise of the 
high standard of care imposed by the Act, defendant should have

10 United States v. Park, 421 U. S.
658, 672 (1975) (emphasis added). For
a discussion of the Park case, see Bur-
ditt, “The Park Case in Perspective,” 
31 F ood D rug C osm etic  L aw  J ournal
137 (March 1976) ; O’Keefe and Isley, 
“Dottcnvcich Revisited—Criminal Lia­
bility Under the Federal Food, Drug,

and Cosmetic Act.” 31 F ood D rug Cos­
m etic  L aw' J ournal  69 (F e b . 1976).

11 Id. at 673. See also 672, 676.
'"Id. at 673-74 (emphasis added).
'"Id. at 673.
" Id.  (Citation omitted.)
’“535 F. 2d 508 (CA-9), cert, denied, 

97 S. Ct. 87 (1976).
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recognized early that a cage system would have remedied the problem. 
A cage system, the court said, “is scarcely a novel preventive device.”16

Significantly, the government contended that the “powerless” 
defense applied only when the officer “was in fact powerless to prevent 
or correct the violation, even by suspending the corporation’s food 
warehousing activity if necessary.”17 The court expressly did not go 
that far, finding it unnecessary to do so. If the government’s inter­
pretation on the availability of the defense were to prevail, the defense 
would be totally meaningless. Presumably a violation could never 
occur where there is no operation. That’s not “objective impossibility,” 
that's absolute impossibility.

The second case after Park was also in the Ninth Circuit and was 
decided the same day as Y. Hata. It is United States v. Starr.18 Here, 
a corporate official of a wholesale food distributorship was found 
guilty of holding food under unsanitary conditions—a mice-infested 
warehouse. This case too was tried prior to the final resolution of the 
Park case. On appeal, defendant argued that the mouse problem was 
caused by the plowing of a nearby field, causing mice in the field to 
scatter and invade the warehouse. The Court found that this phenomenon 
was foreseeable, that defendant should have prepared for it, and that 
defendant as a m atter of law was not entitled to the “impossibility” 
defense on this ground. Defendant also argued that he had instructed 
his janitor to solve the mouse problem and that the janitor was a 
disloyal employee who intentionally sabotaged the company by not 
following instructions. Thus, defendant argued, he was entitled to a 
jury instruction on objective impossibility. Again the Court held 
that as a m atter of law. defendant was not entitled to the instruction 
since he should have checked to be sure his instructions were followed.

W hile courts are not prone lightly to reverse verdicts on the 
ground that subsequent appellate court decisions have changed the 
law, these opinions do give the government room to argue that no 
instruction on the defense should be given except in the most extreme 
of circumstances. I expect that a considerable body of law eventually 
will evolve on when the instruction is to be given.

If strict criminal liability is to be the order of the day, the courts 
should at least be liberal in allowing an asserted defense to go to a 
jury with proper instructions. Indeed, the Court in Dotterweich, rec­
ognizing the “hardship” that might be caused by the doctrine, relied

16 535 F. 2d at 511. 1R535 F. 2d 512 (CA-9 1976).
17 Id.
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upon “the good sense of prosecutors, the wise guidance of trial judges, 
and the ultimate judgm ent of juries” to apply the doctrine fairly. As 
the Dotterweich Court put it, “Our system of criminal justice necessarily 
depends on ‘conscience and circumspection in prosecuting officers.’ ”19

The third important case is United States v. Acri Wholesale Gro­
cery Co.,20 where a corporation operating a food warehouse and its two 
senior officers were convicted of perm itting food to be held under 
unsanitary conditions—again, a rodent-infested warehouse.

There are three interesting features of this case. First, the Court 
upheld the admission of photographic evidence of warehouse conditions 
finding that it was not an “unreasonable" factory inspection practice for 
FDA inspectors to take such photographs in the circumstances of this 
case. Here the FDA inspectors were in the warehouse pursuant to 
lawful authority and following all lawful procedural requirements. 
Defendants fully consented to the inspection and the inspectors made 
no effort to conceal the fact that photographs were being taken. The 
Court also found that the photographs were “merely cumulative of the 
inspector’s testimony.”

Second, the Court held that defendants were not entitled to a 
“Miranda” warning from the FDA inspectors prior to the photographic 
activity. The Court found that defendants were not in “custody” or 
deprived of their freedom and that there was “no evidence of record 
that the focus of the Government’s intent in inspecting the warehouse 
had, at any relevant time, shifted from a mere inspection to criminal 
investigation.”21

Third, the Court found no error in the fact that defendants were 
not given portions of samples taken by the FDA inspectors or the 
results of the sample analysis until a few weeks prior to trial. Section 
702(b) of the Federal Food, Drug, and Cosmetic Act entitled defendants 
to the sample upon request and they failed to request the samples. The 
Court also found that defendants were not prejudiced by the failure 
to be provided a copy of the results until a few weeks before trial.

United States v. Certified Grocers Co-op22 was significant in that 
the government lost. This was a food-adulteration prosecution where 
the defendants were acquitted at trial before a judge. The District 
Judge said he was unable to conclude “beyond a reasonable doubt” 
that the adulterated product was not contaminated before the defendant

16 See United States v. Dotterweich, 21 Id. at 533.
320 U. S. 277, 285 (1943). 22546 F. 2d 1308 (CA-7 1976).20 409 F. Supp. 529 (DC Iowa 1976).
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received it. The Seventh Circuit dismissed the Government’s attempted 
appeal as barred by the double jeopardy clause of the Constitution.

The only significant opinion in a drug criminal case since Park 
was United States v. Marcen Laboratories, Inc.,28 where defendants 
challenged the constitutional sufficiency of Section 201 (p) of the Fed­
eral Food, Drug, and Cosmetic Act (the new drug definition), as too 
vague to permit a criminal charge. Defendants were charged with 
introducing a “new drug” into interstate commerce w ithout an approved 
new drug application. The indictment was sustained on a finding 
that defendants had actual w ritten knowledge before shipment that 
the FDA considered the drugs in question to be “new drugs.”
R e c e n t  A c t i v i t y  R e l a t i n g  t o  C r im in a l  E n f o r c e m e n t

Since this paper is characterized as an “update,” it seems appro­
priate to update you on the progress of legislation intended to change 
the Dotterweich doctrine. You may recall that in the last session of 
Congress, a bill, S. 641 (the Consumer Food Act of 1976), would have 
amended the Federal Food, Drug, and Cosmetic Act by: (1) adding 
a civil penalty of not more than $10,000 per violation for offenses 
relating to food : (2) increasing the maximum criminal fine from $1,000 
to $10,000 for any violation of Section 301 ; and (3) providing that 
criminal penalties do not apply with respect to individuals charged 
with violations related to food unless the individual acts knowingly, 
willfully, or “without the care, skill, prudence, and diligence under 
the circumstances then prevailing that a prudent man acting in a like 
capacity and familiar with such m atters would use in the conduct of 
an enterprise of like character.”23 24 The only effect of the bill on drug 
executives would have been to increase the maximum criminal penalty. 
The language of the amendment, according to its legislative history 
was intended to codify the Park decision for food violations.25 Presum­
ably, drug violations would have been unaffected by the legislation 
and thus governed by the Park holding—the same effect. If so, why 
bother? In any event, S. 641, after passing the Senate, died in the House.

Thus far in the present session of Congress, no bills affecting the 
criminal liability provision of the Federal Food, Drug, and Cosmetic 
Act have even been introduced. So much for that !

23 416 F. Supp. 453 (DC NY 1976). 25 See discussion at 122 Cong. Ree.
24 Secs. 308, 113 of S. 641, 94th Cong. 3833-3842.

2d Sess., 122 Cong. Ree. 3844, 3846,
3848 (1976).
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Mary Halas, editor of The Food & Drug Letter, has scooped me on 
an analysis of enforcement trends. The April 1, 1977 issue of that 
publication predicts an increase in FDA criminal prosecutions in 1977. 
She suggests that the areas to watch are Good Manufacturing Practices 
and Good Laboratory Practices. There I agree. Those are the areas 
to watch. However, I am not convinced that the FD A ’s current in­
terest in evaluating drug cases for possible criminal prosecution rep­
resents a policy shift toward increased use of criminal prosecution 
in drug m atters. Some have drawn that inference. In 1976, three 
prosecutions were brought concerning human drugs, as opposed to 
one case in 1974 and one in 1975.26 A review of the W eekly Enforce­
ment Report reveals that no drug prosecutions have been filed through 
mid-April of 1977. One Section 305 hearing on a drug m atter was held 
in 1976, up from zero in 1975.27 Thus, while the trade press reports 
considerable FDA internal activity on the criminal front with regard 
to drugs, the trend—if there is a trend—has in fact been toward fewer 
rather than more criminal prosecutions.28

In any event, trend or no trend, when you’re involved, you’re 
hardly interested in the statistics. W e have all been waiting with 
more than casual interest for the FDA to publish its regulations de­
fining criteria for deciding who will be prosecuted, for what kinds 
of offenses, and for procedures for reaching decisions to prosecute.

No Mere Warning
All we have thus far been blessed with, however, is the Agency’s 

regulations on Section 305 hearing procedures and public disclosure 
of records relating to such hearings.29 A review of these regulations 
is in order because it has been plain for some time now that a Section 
305 hearing no longer is viewed by the FDA as a mere warning. 
Now, when a decision is made to issue a Section 305 Notice of H ear­
ing, the Agency has decided that prosecution is probably in order.30

The new regulations provide that an opportunity for a Section 
305 hearing will be given to a person against whom criminal prosecu­
tion is contemplated, except in compelling circumstances. The purpose

2'  Information supplied by the Office of 
the Associate Commissioner for Compli­ance in the FDA.

27 Id-
28 See Hoffman, J. E., “Enforcement 

Trends Under the Federal Food, Drug, 
and Cosmetic Act—A View from Out­
side.” 31 F o od  D r u g  C o s m e t i c  L a w  
J o u r n a l  338, 340, 351 (June 1976). The

total number of criminal cases re­
ported in the Weekly List was 53 in 
1974, 20 in 1975, 17 in 1976, and 2 for 
the first auarter of 1977.

29 42 F. R. 6803 (1977 ).
80 See Fine, S. D., “The Philosophy 

of Enforcement,” 31 F o od  D r u g  C o s ­
m e t ic  L a w  J o u r n a l  324 (June 1976).
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of the hearing- is to give the prospective defendant an opportunity to 
present information and views to convince the Agency not to recom­
mend criminal prosecution. The written Notice of Hearing (Form 
FD 466) will identify the products and shipments alleged to be in 
violation, and specify the time and place of the hearing. It is to be 
accompanied by a Charge Sheet ( Form FD 1854) summarizing the 
"alleged" violations.31 an Information Sheet (Form FD 466a) describ­
ing the purpose and procedure of the hearing, and a Legal Status 
Sheet (Form FD 454) which the prospective defendant is requested 
to fill out and return.

Separate hearings will be scheduled on request where more than 
one person is named in the Notice. Persons who receive a Notice are 
not under any legal obligation to appear or answer questions. Individuals 
may appear personally, with or without counsel, may designate a 
representative to appear for them, or may respond in writing.

The hearing will be conducted by an FDA employee designated 
as hearing officer. It is not open to the public. All persons present 
will he identified for the record. The hearing will be informal and the 
rules of evidence will not apply. The hearing officer will “briefly review 
the basis on which criminal prosecution is contemplated,” but the 
FDA is under no obligation to present evidence or witnesses. The 
respondent may present any information he wishes bearing on why 
he should not be prosecuted.

The prospective defendant has a right to have the hearing tran­
scribed at his expense, in which case a copy is to be provided to the 
FDA. Alternatively, the hearing officer may order the hearing tran­
scribed at FDA expense, in which event a copy will be furnished to 
each prospective defendant. If the hearing is not transcribed, the 
hearing officer will dictate a written summary at its conclusion. The 
prospective defendant may remain present during the dictation and 
then offer additional comment or correction ; in any event, a copy 
of the summary will subsequently be provided and additional written 
comment may be submitted. The prospective defendant may reopen 
the hearing if he has new information not reasonably available to 
him originally.

Generally the FDA will not release Section 305 records until con­
sideration of criminal prosecution is closed, but the Commissioner 
reserves the right to make an earlier release in rare circumstances 81

81 The regulation uses the word “ap­
parent.”
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demonstrating “a compelling public interest.” W hen consideration of 
criminal prosecution is closed, the records are available under the 
Freedom of Information Act, and the FDA’s implementing regulations.32 
Generally, names and data identifying individuals not prosecuted will 
be deleted. Names of corporations, however, are available.

At the close of consideration of criminal prosecution, if no further 
criminal action is contemplated, persons subjected to a Section 305 
hearing will be notified in writing. If one or more—but not all—are 
not to be further considered for criminal prosecution, those “off the 
hook” will be notified if the FD A  concludes such notification will not 
prejudice the prosecution or any other person.

Perhaps I should briefly mention the proposed regulations on 
publicity33 insofar as they pertain to criminal matters. Basically, they 
provide that the FDA should not issue publicity that may reasonably 
be expected to influence the outcome of a case. Generally, the FDA 
would release only descriptive information about the defendant, the 
substance of the charge, and the scope of the investigation. I would 
expect the Agency will be rather careful about publicizing criminal 
trials, although I found the statement in the preamble that the Com­
missioner will “risk dismissal of a prosecution because of the impact 
of publicity rather than fail to issue a warning that he believes is 
needed to protect the public.”34

Criteria for Prosecution
W hile the criteria applied by the FDA in making criminal pros­

ecution decisions have not been issued in the form of regulations, 
Agency officials have given us the thrust of what the regulations are 
likely to contain. At The Food and Drug Law Institu te’s Enforcement 
W ork Session last year, Sam Fine, then the Assistant Commissioner 
for Compliance, identified factors considered by the FDA in m atters 
of criminal prosecution :35

(1) The seriousness of the violation.
Is it a “gross” violation?—a filthy plant?
Is life or public health at risk? Is there a serious drug 

mixup? Sterility violation ? Subpotency violation ?
32 See particularly 21 CFR Sec. 4.60- 34 Id. at 12438.

4.84 (1976). 35 See Fine, “The Philosophy of En-
33 42 F. R. 12436 (1977). forcement,” supra, n. 30.
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(2) Evidence of knowledge or intent.
Mr. Fine indicated that in most criminal cases, the FDA 

has evidence of actual knowledge on the part of named defendants.
Is the violation of a continuing nature?
Is there a deliberate attem pt to circumvent the law? Sub­

mission of false data? Falsification of records? Substitution of 
cheap for expensive ingredients resulting in subpotency of a life 
saving drug?

Generally, the FDA and the Department of Justice,36 favor 
including at least one “responsible” individual in criminal pros­
ecutions.

(3) The probability that action will encourage future compli­
ance by the firm in question as well as others similarly situated.

(4) The resources available to the FDA.
(5) The extent to which the action will benefit consumers 

in terms of preventing recurrences of the violation throughout 
the industry.
Mr. Fine also mentioned “consistency” within the FDA, together 

with “legal sufficiency” and “winability,” as factors considered in 
reaching a collective judgm ent within the Agency.

Gene Pfeifer, Associate Chief Counsel for Enforcement, phrased 
the criteria somewhat differently. He identified eight criteria for 
criminal prosecution as follows :37

(1) A deliberate or intentional violation;
(2) A violation caused by gross negligence or reckless dis­

regard for the law ;
(3) Any violation which exposes the public to the risk of 

potentially dangerous conditions ;
(4) Any violation which is obvious or easily detectable to 

experienced persons;
(5) Any uncorrected or recurrent violation;
(6) Any violation which results from any act of commission 

or omission and which could have been prevented, detected or
36 See McConachie, C. R., “The Role 37 Pfeifer, E. M., “Section 305 Hear- 

of the Department of Justice in Enforc- ingis and Criminal Prosecutions,” 31
ing the Federal Food, Drug, and Cos- F ood D rug Cosmetic L aw J ournal 376 
metic Act,” 31 F ood Drug Cosmetic (July 1976).
L aw J ournal 333, 334-35 (June 1976).
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corrected. Mr. Pfeifer indicated this factor may be the most 
im portant in many respects;

(7) Any violation which may result in significant economic 
damage to the public ;

(8) In deciding whom to prosecute, the Agency looks for an 
individual who knew or should have known of the circumstances, 
conditions, or actions surrounding a violation, and who occupied 
a position with the power and/or authority to prevent, detect, or 
correct the violation, whether directly or indirectly.
Basically, th a t’s w hat’s now known about the FD A ’s current 

criminal prosecution criteria.

Discretion of U. S. Attorneys
The criteria applied by the Departm ent of Justice are at least as 

important as those applied within the Agency, since the FD A ’s pros­
ecution recommendations go to the Antitrust Division of the Department 
of Justice and to the U. S. Attorney in the District in which the action 
would be filed. Sometimes (about 10 percent of the time according 
to one study; one-third of the time according to another) Justice will 
not prosecute.38 Unfortunately, the “criteria” applied at Justice are 
not expected to be published in the Federal Register. Generally, the 
primary responsibility for decisions on prosecutions rests with the 
U. S. Attorney in the district in which the case would be filed. The 
criteria applied by each of the 94 U. S. Attorneys will vary widely.

The Consumer Affairs Section of the A ntitrust Division does 
perform a supervisory role in criminal prosecution39 however, and 
former A ntitrust Assistant Attorney General Donald Baker recently 
described in detail the Division’s approach in exercising prosecutorial 
discretion in criminal cases.40 This speech represents the Division’s 
latest and most complete policy pronouncement on the subject and 
thus merits a moment of our time. Mr. Baker was speaking of criminal 
prosecutions under the antitrust laws, but because the Sherman Act 
is parallel to the Federal Food, Drug, and Cosmetic Act in that both 
have civil as well as criminal remedies, his remarks are significant for 
food and drug criminal matters. First. Mr. Baker endorsed the Anti- * 30

38 See O'Keefe and Shapiro, “Per- 40 Remarks by Assistant Attorney 
sor.al Criminal Liability,” supra, note General Donald I. Baker, Antitrust 
4, at 27-28. Law Briefing Conference, February

30 See McConachie, C. R., “The Role 28, 1977. 
of the Department of Justice,” supra, 
note 36, at 334.
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trust Division’s statem ent of policy in 1967 that criminal prosecutions 
are sought only against willful violations of the law. Two alternative 
tests of willfulness are set fo rth : First, if the rules of law alleged to 
have been violated are clear and established—describing per se offenses 
■—willfulness will be presumed. Second, if the acts of defendants show 
intentional violations—if through circumstantial evidence or direct 
testimony it appears that they knew they were violating the law or 
acting with flagrant disregard of it—willfulness will be presumed.41

No Criminal Prosecution
Mr. Baker identified four situations in which criminal prosecution 

would be unwarranted, even for price fixing. They a re :
(1) W here there is legitimate confusion as to what the law 

is. For example, where the price fixing may arguably be under 
a regulatory umbrella the scope of which is not clear.

(2) W here there is a truly novel issue of law or fact. Such 
a case m ight be one where data is made public by several com­
panies in such a way as to result in an alleged price fixing scheme.

(3) W here there is confusion because of prior prosecutorial 
action. For example, the Government would not proceed crimi­
nally to announce the fact that the Division no longer agreed 
with a previously expressed position.

(4) W here there is clear evidence that defendants did not 
appreciate the consequences of their actions—the naivete defense. 
For example, a group of small businessmen might publicly an­
nounce meetings to stabilize prices and eliminate price wars.
These policy statem ents are informative. If they are applied in 

the food and drug field, criminal actions will not be sought where the 
fact of violation is not patently clear. Criminal prosecution is not 
the place to decide the meaning of a law or regulation or otherwise 
to break new policy ground. As a practical matter, it is also impor­
tan t to know that the lawyers in the Departm ent of Justice, like most 
lawyers, view criminal prosecution as a serious matter. These policy 
statem ents indicate a proper reluctance to prosecute where there is 
no moral culpability. And Justice can and does refuse to prosecute.

41 Id. at 9, quoting President’s Com- Report: Crime and Its Impact—An As- 
mission on Law Enforcement & Ad- sessment 110 (1967) (footnotes omitted), 
ministration of Justice, Task Force
C R IM IN A L  L IA B IL IT Y PAGE 4 0 3



Coping W ith  the Possibility of Criminal Prosecution
W e are now at the bottom line. W hat does one do about the risk 

of criminal liability?
Well, th a t’s obvious. Run a tight ship. If you are in compliance 

with all the laws and regulations, you have little to fear. No m atter 
how many times this has been said, it’s no cliche. This is the best 
approach. In the brief time available, we can’t get into detail, but a 
few generalizations may be helpful. (1) A careful inventory of all the 
relevant regulations, and an in-house audit of all operations and products 
cannot be beat. (2) Beyond this, careful record keeping and follow-up 
are important. The name of this tune is management. Be sure the 
system includes a reliable failsafe mechanism and that you are in­
formed if anything goes wrong. (3) Some companies have placed a 
single person in charge of quality control for all the company’s opera­
tions. Others have had management engineers review their systems. 
Many companies have internal financial auditors and management 
consultants—why not for quality control, too? The task is to really 
manage this problem to help assure that violations don’t occur and to 
build a record of “objective impossibility” if a violation should occur.

W hat do you do if, in spite of all precautions, a plant inspection 
goes badly? Any adverse report or FDA problem should immediately 
be brought to the person in charge of handling these m atters for the 
company. Company counsel generally should be consulted. The sooner the 
lawyers are aware, the better-—if the m atter turns out to be serious. 
Usually the best approach will be to handle the m atter at the lowest 
possible level in the Agency, but counsel may see implications that 
would make self help inadvisable. If the violation appears serious, or 
if there are other signs that real trouble is afoot, you have no choice, you 
really have to go to your lwayer. [The End]
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Some Partisan Musings 
on the OTC Review 

and the Advertising TRRs
By FRANK P. DiPRIMA

Mr. DiPrima Is Staff Vice President of the Schering-Plough Corporation.

LAW Y ERS ARE A M U LISH  LOT, not easily discouraged from 
following familiar pathways. This is especially so when they 

head for a symposium to share their visions of a future resulting 
from current legal issues.

Five years ago this month, at Pharmaceutical Update II, I was 
part of a panel that discussed what we thought would be the key 
issues for the future of the over-the-counter (OTC) Review. The 
Review had been formalized several days earlier by issuance of 
regulations defining the process. A fresh reading of papers given at 
Pharmaceutical Update II,1 followed by a moment’s reflection, will 
confirm that the issues then considered central to the future of the 
Review—the “substantive/interpretive” issue, the grandfather clauses, 
the ripeness of the regulations for a court challenge—have since all 
but disappeared from our consciousness.

So here we are again, five years later, another panel of lawyers 
trying to give the word on w hat’s really critical for the future of 
the OTC Review and its offspring, the Advertising Trade Regulation 
Rule (TR R ) proceedings.

The Trouble with Being a Seer
The trouble with being a seer is tha t problems never extend 

in the existential world to their logical conclusions. As Howard K.
1 27 F o od  D r u g  C o s m e t i c  L a w  J o u r ­

n a l  532-540, 571-S79 and 588-592 (Sept.
1972).
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Sm ith recently  observed, if the logical conclusion is bad enough, it 
is foreseen by people who se t forces in m otion to  preven t it from  
even tu atin g .2 T he old problem s are then  replaced by new ones, 
som e of which are caused by solutions to  the old.

T he  O T C  Review  was itself an a ttem p t to  avoid carry ing  som e 
propositions to th e ir  logical conclusion. In F ebruary , 1971, th e  Food 
and D rug  A dm inistra tion  (F D A ) proposed high ly restric tive  regu la­
tions on com bination drugs,3 in tending  to  apply them  to prescrip tion  
and nonprescrip tion  drugs a lik e ; and in the sam e m onth, the A gency 
published proposed regu lations declaring  th a t every  ex isting  drug  
product is legally  a “new d ru g ”4 which m ust be the sub ject of a 
new  d rug  application subm itted  by each m anufacturer and supported  
by “adequate, w ell-controlled investigations.” C arried to th e ir logi­
cal conclusion, these regula tions w ould have caused the  ab rup t end 
of m ost self-m edication and would have resu lted  in an administrative 
burden unm anageable at the F D A  even if the A gency w ere a hundred 
tim es its p resen t size. In d u stry  and governm ent foresaw  this, d idn’t 
like it, and after v igorous public com m ent and deliberation, the O T C  
Review was born.

The Review represen ted  an abandonm ent of a licensing philoso­
phy  for the regulation  of O T C s, and the adoption in its place of a 
s tandard iza tion  philosophy. I t  also represen ted  the  abandonm ent of 
several per sc rules— such as the proposal declaring  th a t every th ing  
is a new drug— per se rules th a t had no th ing  to com m end them  other 
than  prov id ing the illusion of a certa in ty  which seem ed to excuse 
prosecu tors and judges from exercising judgm ent.

As the  Review  em erged, new fears replaced the old : on indus­
try ’s side, fears that most panels would be dominated by academ icians 
w ith an ti-O T C  bias, fears th a t em pirical evidence and clinical ex­
perience w ould be ignored ; on governm ent’s side, fears of a resis­
tan t and litig ious indu stry  refusing  to develop and provide scientific 
support. T hese fears did not m aterialize, and as form er Com m is­
sioner Schm idt recently  observed. “ . . . a process th a t could have 
degenerated into a hostile confron tation betw een adversaries became 
m stead a cooperative enterprise in the public in trees t.”r’

2 Speech given at Annual Meeting of 
the Proprietary Association, White Sul­
phur Springs, West Virginia, May 16, 1977.

3 36 F. R. 3126 (Feb. 18, 1971).
*36 F. R. 3372 (Feb. 23, 1971).

6 Schmidt, The Role of Self-Medica­
tion, speech given at 4th General As­
sembly of the World Federation of Pro­
prietary Medicine Manufacturers at 
World Health Organization, Geneva, 
Switzerland, March 22, 1977.
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D ozens of serious problem s have been and are being addressed 
by all sides. Both the  FD A  and in du stry  realized th a t neither they 
nor the public health  w ould benefit from  an O T C  Review th a t did 
no t work. T he po in t is th a t these fears failed to  m aterialize, not 
because they w ere unrealistic, b u t because they  were recognized, de­
bated, deliberated and avoided.

In  the  sam e spirit, please expect me to be partisan  as we con­
sider three selected aspects of the  Review  and th e  A dvertising  T R R s 
— troub ling  issues th a t have neither been resolved nor sufficiently ad­
dressed. T he first re lates to the M iscellaneous P anels convened 
under the O TC Review. The second is the  phantom  issue of synonym y 
in the claim s T R R  proceeding, and the  s trange  w ay the  issue w as 
joined. T he th ird  relates to  procedural im partia lity  in the T R R  
proceedings.

T he substance of the T R R  th a t w ould require cautions to  be 
recited in advertising  is no t p a r t of m y talk. M y views on the  W a rn ­
ings T R R  w ere given at the Food and D rug  L aw  In s ti tu te  (F D L I)  
Food and D rug  A dm inistra tion  E ducation  Conference in D ecem ­
ber of 1976 and have not changed .6

The Miscellaneous Panels
T he O T C  R eview ’s claim to legal valid ity  is based on the  “new 

d ru g ” definition a t Section 201 (p) of the F ederal Food, D rug  and 
Cosm etic Act. T he Review is a m assive a ttem p t to determ ine which 
non-prescrip tion  drugs, under w hat conditions, are no t “new d ru g s” 
—in the w ords of the  s ta tu te , are “generally  recognized” as safe and 
effective “among experts qualified by scientific training and experience 
to  evaluate the safety and effectiveness of drugs. . .” A ccordingly, 
the R eview ’s legitim acy rests  on the expertise of its panelists, whose 
jo in t view s should be som e indication of w h at is “generally  recog­
nized” w ith in th e ir relevant specialties.

M ost of the panels have been form ed w ith th is requirem ent in 
m ind, and are dom inated by experts in the m edical specialties p e rti­
nen t to  the  therapeu tic  categories under th e ir ju risd iction . T his 
also con tribu tes to the scientific quality  of their w ork, and to  the 
confidence w ith which th e ir conclusions are viewed.

Since it w ould have been hard  to assign every conceivable cate­
go ry  to  a specific panel, the FD A  appointed tw o “catch-all” panels

6 DiPrima, F. P. “Advertising of ings,” 32 F ood D ruo Cosmetic L aw 
OTC Drugs; Proposed TRR on Warn- J ournal 96 (March 1977).
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to ensure the com prehensiveness of the Review. T his approach has 
tw o serious lim itations. F irs t, no panel can be expert in the m any 
diverse categories caught up in the “ M iscellaneous” p a n e ls ; no one 
is an expert in m iscellany. Second, the enorm ous bread th  of th e ir 
tasks will ensu re  to  these panels a longevity  rivaling  M ethuselah’s. 
Even for panels w ith specific ju risd iction , it is now safe to pro ject 
th a t the average elapsed tim e betw een call for data  and final m ono­
graph will approach ten years. H ow  much longer will m iscellaneous 
panels last if each has dozens of unrela ted  categories?

A gainst th is background , it is clearly counterproductive for the 
M iscellaneous P anels to re-review  subject m atte r w ith in the ju ris ­
diction of o ther panels, o r worse, to re-exam ine w hat has already  
been decided by  o ther panels or by the F D A  w hen th e  A gency is 
refining or finalizing panel action under established regu la to ry  pro­
cesses. Yet. th is has happened or is happen ing in several instances 
— the safety of certain  topical anaesthetics, the effectiveness of 
sim ethicone, w arn ings on calcium carbonate. P anels w ith a m ulti­
year task  are tak in g  on redundan t work. A body w ith m ore diffuse 
expertise is review ing the w ork of a body w ith m ore specific expertise.

F or exam ple, the  A ntacid Panel w as chosen for its gastroen- 
terologic excellence and expertise  in antacid  therapy. F inal orders 
resu lting  from its deliberations are being redeliberated  by a body 
consisting  no doubt of seven excellent professionals selflessly dedi­
cated to  th e ir task , b u t no t one of them  is a gastroen tero log ist. T he 
seven include tw o hem atologists, an osteopath, a surgeon, a phar­
m acist. a G. P ./p harm aco lo g ist and a nurse.

I t is tim e the F D A  questioned and redirected its entire approach 
to categories now assigned to  M iscellaneous Panels. The a lternative  
will be m any years of w aiting  for reports  which will be of doubtful 
valid ity  because the very process ensures th a t the vital ingred ien t— 
relevant expertise— has been excluded.

The Phantom Issue of Synonymy
If you left the country  after reading the proposed T R R  on 

A dvertising  claims in Novem ber. 1975.7 and re tu rned  du ring  the 
hearings th is past M arch, you would have had a hard  tim e re la ting  
the hearings to the proposal. By its term s, the proposed T R R  would 
ban the use in advertising  of any claim for which a product has been 
deemed "unsafe or ineffective” (or “ C ategory I I" )  in a final order

MO F. R. 52631 (Nov. 11, 1975).
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re su ltin g  from  the  O T C  Review. A p art from its prospective effect 
on future monographs, the proposal was universally viewed as laudable.

So w hy did the  hearings go on for five weeks, the testim ony 
of fifty-odd w itnesses spread over 14,000 pages of transcrip t, w ith five 
psycho lingu ists qu ibbling  about w hether any tw o w ords ever m ean 
th e  sam e th ing? W h y are law yers argu ing  about th e  F irs t A m end­
m ent, about transag ency  redelegation, about notice?

C onsidering the effort and expense, the jo in ing  of the key issue 
in the hearings is one of the s tran g est episodes in the  annals of 
adm in istra tive  rulem aking.

I t  began D ecem ber 3, 1975 w hen R ichard H erzog, F ederal T rade 
Com m ission (F T C ) S taff’s A ssistan t D irector for N ational A dver­
tising , spoke at an F D L I sem inar and in terp reted  the proposal as 
p erm ittin g  on ly  the exact claim s w ord ing appearing  in the final 
m onograph and ban n ing  all o ther tru th fu l language, even exact 
synonym s.8 T hus, “sho rt-te rm  relief of constipation” w ould be fine, 
b u t “ tem porary  constipation  rem edy” per se unlaw ful. “A n tifla tu len t,” 
fine; “alleviates the sym ptom s of gas,” fine; b u t “an tig as,” unfair 
or deceptive.

Incidentally , H erzog  indicated th a t he w anted the F T C  to  oc­
cupy the  sam e field in advertising  as the F D A  does in labeling. T his 
alw ays puzzled me, because I w as never sure th e  F D A  m eant to 
ban, anyw here except on the s ta tem en t of identity , tru th fu l descrip­
tive s ta tem en ts  which are in accord w ith  the  m onographs.9 T he  F D A  
certa in ly  never asked m anufactu rers to  subm it all possible tru th fu l 
arrangem ents of w ords and never asked its panelists to review them.

Thus, the Herzog in te rp re ta tion  w as m ade on an unofficial oc­
casion, off the  adm inistra tive  record, and was prefaced w ith the 
com m ent th a t these views w ere his own and not necessarily  anyone 
else’s. T he in terp re ta tion  w as unan tic ipated  and could no t have been 
in ferred from  the plain m eaning of the  p ro p o sa l; H erzog  indeed im ­
plicitly  acknow ledged th is a year la ter w hen he referred to  his D e­
cem ber, 1975, speech as contain ing “dram atic  new announcem ents

s Herzog, R. B., “The FT C ’s Pro­
posed Rule on OTC Drug Advertising,” 
speech given at Food and Drug Law 
Institute’s Human Drug Workshop, De­
cember 3, 1975, published at 31 F ood 
Drug Cosmetic L aw J ournal 147 
(March 1976).

0 See DiPrima, F. P., “The OTC 
Review and the Standardization of 
Symptom Nomenclature in Labeling.” 
32 F ood D rug Cosmetic L aw J ournal 
286 (June 1977).
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or in terpreta tions. . .”10 Y et the opinion of one staffer (a lbeit a b ril­
liant and earnest on e), s ta ted  off the adm inistra tive  record, in tensi­
fied the debate, converting  the ru lem aking in to  an adversary  pro­
ceeding which focused on sem antics instead of safety and effectiveness.

Then, in M arch. 1976. Joan Z. B ernstein, then A cting D irector 
of the F T C ’s C onsum er P ro tection  Bureau, appeared on a panel at 
an indu stry  m eeting  and repudiated  the  H erzog  in te rp re ta tio n .11 She 
rem inded her audience th a t she w as H erzo g ’s boss, and sa id : "M y 
view of th a t is. th a t is his view .”

T he panel m oderator observed: “ I th ink w h at you are saying 
is: The T R R  is not going to  necessarily  ou tlaw  the use of synonym s.”

She re sp o n d ed : “T h a t is w hat I am say ing .”
But in du stry 's  relief was short-lived. Ms. B ernstein left the 

F T C  a few m onths later.
T his left Mr. H erzog  and his in terp re ta tion , together w ith his 

un derstan d in g  th a t he was paralleling  a position taken at the FDA. 
The pre-hearing  stage cranked on, and the hearings began early 
th is  year.

D uring  literally  every day of the hearings, the an tig as/an ti-  
flatu lent exam ple was discussed and debated as illustra tive  of the 
synonym y question. L itera lly  everyone involved th ou gh t th a t “an ti­
g as” in the sta tem en t of iden tity  was. in the FDA's z’iczf. p resently  
unacceptable in labeling. T he pream ble to the Final M onograph had 
s ta ted : "T he m onograph allow s only the use of the word ‘anti- 
fla tu len t’ or the sta tem en t ‘to  alleviate the sym ptom s of gas.’ Those 
are the only terms that can properly he used for O TC antiflatulent drugs.”12

B ut on April 1. the last day of the hearings— hearings entirely  
on an individual in terp re ta tion  based on w hat a staffer th ough t the 
FD A  was doing—the last w itnesses, Drs. G ardner and G ilbertson 
from the FD A . testified th a t the term  "a n tig a s” could he used now 
and until the M iscellaneous In ternal P ane l’s action m atures in to a 
Final M onograph. F o r exam ple, R obert A ltm an, counsel to P ro ­
prie tary  A ssociation, asked:

"So What you are saying, that a manufacturer of an OTC product, antiflatulent 
product, should interpret the language we have read including the sentence,

'"Herzog. R. B.. “The Antacid Warn- 11 Reported at FDC Reports—“The 
ing-Rulemaking at the FTC.” 32 Foon Pink Sheet". Vol. 38. No. 10. March 
D vr - Cosmetic L aw J ournal 76 (Feb. 8. 1076 at A-S et seq.
10771. 12 39 F. R. 19862 at 19872 (Tune 4,

19741.
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‘Those are the only terms that can properly be used for OTC antiflatulent drugs’ to 
mean that other terms can be used?”

Dr. G ilbertson answ ered : “A t th is  tim e.”13
I th ink it pu re  coincidence th a t it was A pril F ool’s Day.
T his left only Mr. H erzog  and his in terpreta tion . Then, in the 

weeks follow ing the  hearings, w ord go t ou t th a t Mr. H erzog  is leav­
ing the Com m ission to  accept a prom otional appoin tm ent elsew here 
in governm ent.

L e t’s see : an F T C  rulem aking  proposal appears noncontrover- 
sia l; an FT C  staffer offers a h igh ly restric tive  in terp re ta tion  based 
on his perception of w hat the FD A  is do ing; the ru lem aking pro­
ceeding heats up ; his boss repud iates his in terp re ta tion  ; his boss 
qu its ; hearings deal exclusively w ith  the  in terp re ta tion  ; the  FD A  
appears to back off ; and then the staffer quits.

W here does all th is leave us? T he question m ay be academ ic 
because the recent com m ercial free speech cases m ake the in te rp re ­
ta tion  clearly un tenable as it  re lates to  tru th fu l claim s.14 B ut how 
could th is have happened? I t w as the fault of the rest of us, and 
no t of Mr. H erzog ; he to ld us th a t the views expressed w ere his 
own and not anybody else’s.

The TRR’s and Procedural Impartiality
T he pow er to  m ake b ind ing rules defining “unfair or deceptive 

acts or practices” is the broadest delegation of legislative authority in 
our h isto ry— broader th an  the N ational R ecovery A ct p rom ulgating  
“codes of fair com petition .” T his is the m ore te rrify ing  because new 
penalties for violations of a T R R  are m ore im m ediate, severe and 
num erous than  for Section 5 violations before M agnuson-M oss. Three 
appointive officials— or perhaps tw o when a quorum  of th ree  Com ­
m issioners are p resen t— can m ake law s with serious penal sanctions 
in an area no less broad than  the  econom y itself, w ith  the same 
legal effect as a law passed by 535 elected Congressmen and Senators.

T hus. M agnuson-M oss represen ts an awesom e and unique g ran t 
of legislative pow er to  the F T C . W ith  it comes awesom e and unique

13 Transcript of Hearing on FT C ’s 11 Bigelow v. Virginia. 95 S. Ct. 2222 
Proposed Trade Regulation Rule on (1975); Virginia State Board of Pliar- 
OTC Drug Advertising, p. 5035 (April macy v. Virginia Citizens Consumer 
1. 1977). Council. 96 S. Ct. 1817 (1976); Bene­ficial Corporation r. FTC. 542 F. 2d 

611 (CA-3 1976) ccrt. denied.
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responsibility. T he responsib ility  should include a firm com m itm ent 
to irreproachable procedural im partia lity  w ith an adm inistra tive  an a­
logue to separation  of powers. T h a t com m itm ent is no t m anifest in 
the procedures followed in the  m aking of T R R ’s.

T he oddest aspect, and the one m ost offensive to a sense of 
elem ental fairness, is th a t the H earin g  Officer is a staff a ttorney , 
usually  of the B ureau p rosecu ting  the rule. T his m eans a t the end 
of th e  assignm ent he goes righ t back to the  bureau to prosecute 
cases alleging violations of the rule. H is w ork life, career chances, 
perform ance evaluations, selection of assignm ents, sa lary  increases 
and perhaps job security  are in the hands of the m ost avid cham pions 
of the proposed rule, the B ureau D irector and his staff.

A  less obvious problem , bu t one as defeating of procedural ob­
jectiv ity , is the w ay the C om m issioners receive the reports  of the 
record. Xo one expects the C om m issioners to  read tens of thousands 
of tran sc rip t pages. T he H earin g  Officer m erely sum m arizes the 
record—he does not m ake recom m endations on a proposed rule. T he 
F T C  staff proponents then analyze the record and the H earin g  O f­
ficer’s sum m ary, and they, F T C  staff proponents, m ake recom m en­
dations. As W ash ing ton  law yer R obert L. W a ld 15 recently  pointed 
out, the p rosecu ting  staff’s report is analogous to  the In itia l D eci­
sion in an F T C  ad jud icative proceeding.

A nother problem  is ex parte contacts. Though Commissioners and 
staffers will no t hold off-the-record discussions of the T R R ’s w ith 
indu stry  represen ta tives, the p rosecu ting  staff considers itself free 
to discuss the ru lem ak ing  sub rosa w ith P resid ing  Officers who are, 
a fte r all, their once and fu tu re  colleagues.

I w ant it to  be very  clear th a t I do no t for a m om ent question 
the ob jectiv ity  of individual H earin g  Officers. T do no t know  them , 
bu t I assum e they are fair people. T he po in t is, they  are being p u t 
in an unfair position by a procedure th a t is inheren tly  inobjective.

I call to your a tten tion  to, and strong ly  endorse, the follow ing 
procedural reform s which Bob W ald 16 proposed, and I will now 
su m m arize :

F irst, appoint independent A dm inistra tive L aw  Judges and not 
F T C  staff a tto rney s to preside over the hearings. I fervently  hope

~°Wald, After the Hearing is Over. Practicing Law Institute, Washington,
Remarks Before Conference on FTC D. C.. March 7-8, 1977.
Rulemaking Procedures and Practice, Id.
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th is  obvious step can be adopted and im plem ented in tim e for the 
hearings on the  A ntacid  W arn ing s T R R .

Second, have the presid ing A dm inistra tive Law  Judges analyze 
th e  record and m ake recom m endations after— not before—the prosecut­
ing staff and o ther in terested  parties m ake th e ir co m m en ts; give each 
A dm in istra tive  L aw  Judge a staff of at least one legal professional 
to  help get th is job done.

T hird , p roh ib it all ex parte con tacts on the T R R  betw een FT C  
staff, on th e  one hand, and the Com m issioners, the presid ing A d­
m in istra tive  L aw  Judge, and th e ir personal staffs, on the o ther.17
T hese steps in m y view are indispensable to a belief in th e  in teg rity  
of the  process—belief by industry , by review ing judges, and in its 
h e a r t of hearts, by F T C  staff.

So much for m y th ree  issues. H ow  long will it be before they  
are som ehow  resolved, and th ey  recede from  consciousness?

I am sure on ly  th a t new issues will take th e ir  place, and  law yers 
will m eet again and again  to try  and see the  fu ture. W e have got to
keep doing it un til we g e t it righ t. [The End]

17 See Home Box Office Inc. v. FCC, 
7S-1280 (CA D of C) (March 25, 1977).
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Legal Issues in FTC 
Trade Regulation Rules

By CASWELL O. HOBBS

Mr. Hobbs Is an Attorney with the Law Firm of Morgan, Lewis 
& Bockius.

T H E  T O P IC  I AM  covering, legal issues in the F ederal T rade 
Commission (F T C ) trade regulation rules (T R R s), implicates a host 
of issues in a bu rgeon ing  area of adm inistra tive  law. agency ru lem ak­

ing. As alw ays, tim e lim itations force considerable selectivity.
As m ost of you know , the F T C  first began to assert and exer­

cise ru lem aking pow ers in the 1960s. G enerally, th e  A gency’s early  
rules w ere unexceptional in scope and con ten t and w ere relatively 
uncontroversial. In  the 1970s, how ever, litig a tio n1 challenging the na­
tu re  and scope of the F T C 's  ru lem aking au th o rity  led to  Congres­
sional consideration of various legislative proposals to codify the 
C om m ission’s ru lem aking  powers. T he resu lt w as th e  enactm ent, 
on Jan u ary  4, 1975, of the  M agnuson-M oss W arran ty -F ed era l T rade 
Com m ission Im provem ents A ct.2

Section 202 of the M agnuson-M oss Act au thorizes the  F T C  to 
prescribe “rules which define w ith specificity acts or practices which 
are unfair o r deceptive.” T his section also expressly provides th a t 
such “rules m ay include requirem ents prescribed for the purpose of 
p reven ting  such acts or practices.”3 T he A ct fu rther provides specific 
procedures, supplem enting  those contained in the A dm inistra tive 
P rocedure A ct (A P A ), to govern F T C  rulem aking proceedings.4

T he F T C  has no t been a t all re ticen t in exercising its new ly 
conferred powers. I t  has in itia ted  approxim ately  16 ru lem aking p ro­
ceedings. No final rule has yet been the  sub ject of judicial review,

1 Sec, National Petroleum Refiners 2 Public Law No. 93-637, 88 Stat.
Ass’n v. PTC, 482 F. 2d 675 (CA DofC 2183 (Jan. 4, 1975).
1973); cert, denied, 415 U. S. 951 315 U. S. C. Sec. 57a(a) (1) (B).
(1974). 4 15 U. S. C. Sec. S7a(b).
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how ever, so this discussion is necessarily  an exercise in legal specu­
lation. T he un certa in ty  inherent in such speculation is com pounded 
both by the hybrid  n a tu re  of the  ru lem aking  procedures specified by 
the M agnuson-M oss Act, and by the increasingly  closer ju d ;cial 
scru tiny  being given to  adm in istra tive  ru lem aking .5 In addition, as 
you m ight expect, du ring  th is  form ative period in F T C  rulem aking, 
the  Com m ission staff is espousing  aggressive and expansive posi­
tions in in te rp re tin g  and exercising  its ru lem aking authority .

In  m y com m ents, I in tend to generalize about som e of th e  funda­
m ental legal and policy issues presented  by  F T C  rulem aking under 
the M agnuson-M oss Act. W hile th is discussion will be relevant to 
the p articu lar trade  regulation  rules the F T C  has proposed for over- 
the-coun ter drugs, its in tended focus is som ew hat broader. If there  
is an underly ing  them e to m y com m ents, it is th a t M agnuson-M oss 
ru lem aking h igh ligh ts the fundam ental issue of w hether F T C  rule- 
m aking should be viewed as “ad jud icative” or “leg isla tive” in char­
acter. The Com m ission itself appears to view its role in these rule- 
m aking proceedings as essentially  leg islative—in o ther w ords, it sees 
itself as sim ply an ex tension of Congress, as a deliberative body 
whose obligation it is to listen to  everyone’s views and then to  m ake 
policy judgm en ts w ithou t p articu lar em phasis placed on the trad i­
tional judicial function of w eigh ing the evidence. And it m ay well be 
th a t  th is is the  concept of adm in istra tive  ru lem aking th a t C ongress 
had in m ind w hen it g ran ted  explicit ru lem aking  pow ers to  th e  FT C . 
As P rofessor D avis has pointed ou t,8 how ever, there are som e very  
fundam ental differences betw een a body consisting  of several hu n ­
dred popu larly  elected officials, and a five-m em ber adm inistra tive  
agency— particu larly  one w ith far-reach ing  prosecu torial pow ers such 
as are possessed by  the FT C .

Role of the FTC
I th ink  it is clear from  the ru lem ak ing  proceedings conducted 

to  date, however, th a t the  F T C  staff assigned to  a particu la r role 
has come to view its role as th a t of being advocates in support of 
the rule which is under consideration. Im plicit in the role of an 
advocate is the propensity  to  concentrate  upon th a t evidence which 
m ost stron g ly  supports his case, to  con test the evidence opposed to 
his case, and to  lim it “p rem atu re” notice to  his adversaries, to  the * 44

5 Kestenbaum, “Rulemaking Beyond * K. Davis, Administrative Law, Secs. 
A P A : Criteria for Trial-Type Proce- 6.05 and 6.06 (1958). 
dures and the FTC Improvement Act”
44 Geo. Wash. L. Rev. 679, 685 (1976).
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ex ten t possible, of basic facts and theories of law  underly ing  his 
case. T he increasingly adversarial na tu re  of the actual conduct of 
F T C  rulem aking proceedings cannot be squared, in my opinion, with 
a sim ultaneous characterization  of M agnuson-M oss Act ru lem aking  
as open, quasi-legislative fact-finding to be conducted th rough  infor­
mal ru lem aking procedures. The legitim acy of the adversarial ap­
proach to  fact-finding and decision-m aking rests  on well-defined pro­
cedural safeguards and balanced adversarial pow ers which are cur­
ren tly  lacking in the contex t of M agnuson-M oss rulem aking. T hus, 
in review ing the specific legal issues which are evolving in FT C  
T R R s, th is underly ing  legislative-ad jud icative tension should be 
kept in mind.

In fact, th is  tension is em phasized by the “hybrid approach’’ 
to ru lem aking established in the M agnuson-M oss Act. The A P A 7 
estab lished a dichotom y betw een form al and inform al rulem aking. 
Form al ru lem aking  accords m any of the righ ts  possessed by a 
defendant in an ad jud icato ry  proceeding, including form al notice 
of a charge, a full eviden tiary  hearing, and a righ t to  cross-exam ina­
tion. In con trast, inform al notice and an op po rtun ity  to com m ent are 
the basic accoutrem ents necessary to inform al ru lem aking  which 
thereby takes on a legislative cast. M agnuson-M oss rulem aking, how­
ever, while s ta r tin g  w ith the inform al ru lem ak ing /leg isla tive  model, 
includes som e significant characteristics which evoke the adjud icative 
model of form al rulem aking. T his “hybrid form ” of ru lem aking set 
forth by M agnuson-M oss, w ith its analogies to the ad jud icato ry  model 
of agency action, em phasizes a varie ty  of legal issues as to  w hat 
ought to be the rights of parties involved in Magnuson-Moss rulemaking.

Legal Rights of Parties Involved
R ather than  a ttem p t to  rank these issues in term s of seem ing 

im portance. I have decided to take them  up m ore or less in the o rder 
in which they  arise in a norm al FT C  (T R R ) proceeding.

F irst, there is the issue of the adequacy of the initial notice of 
a proposed rule. In  requiring  th a t the Com m ission “publish a notice 
of proposed ru lem aking sta tin g  w ith p articu la rity  the reason for 
the proposed ru le ."8 the M agnuson-M oss Act requires a m ore detailed 
initial explanation  of proposed action than is required for inform al 
ru lem aking under the  A PA . So far. the F T C ’s in itial notices have 
stated  the Com m ission's reason to believe the existence and preva­

75 U. S. C. Sec. 553 ct scq. “ 15 U. S. C. Sec. 57a(b) (1).
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lence of certain  violations and have m ade reference to substan tia l 
m aterial in the Com m ission’s possession as the basis for th is belief. 
These notices have not, how ever, provided any discussion or analysis 
of, or c itation  to, the  specific ev iden tiary  in form ation which led the 
Com m ission to propose the  rule. W h e th e r such notice is sufficient to 
com ply w ith the in ten t of C ongress is an open question. Some com ­
m enta to rs have suggested  it is not. O ne concluded t h a t :
“The notices thus have not required, and are not calculated to encourage the 
interested parties to examine the anticipated evidentiary conflicts or the prac­
tical need for oral direct or cross-examination. The Commission’s presentation 
itself is in hypothetical terms and discloses no specific relation to whatever evidentiary bases may exist.”0

A second com m entator w en t fu r th e r :
“There is in our view no justification for failure to fully disclose all relevant 
information concerning the Commission’s proposed rulemaking as well as, 
with particularity, the basis for the proposed rule. Failure to provide this 
full disclosure can, and in the hearing aid rule we feel without a doubt did, 
seriously prejudice the ability of an industry to reasonably comment upon 
the need for a proposed rule and to reasonably challenge, where appropriate, 
the assumptions which form the foundation for the proposed rule.”9 10

A second aspect of th e  M agnuson-M oss A ct which raises a num ­
ber of legal issues is the  definition of the “rulem aking record.” T he 
conten ts of the ru lem ak ing  record are specified in the Act. T hey  a r e : 
the  in itial n o tic e ; the hearing  tra n s c r ip t; all w ritten  su b m ission s; 
and “any o ther inform ation which the Com m ission considers rele­
van t. . . ,”11 T h a t final phrase raises the issue of to w hat ex ten t the 
F T C  will be perm itted  to exercise its expertise or o therw ise rely  
on m atte rs  outside the public record. A rguably , since in terested  p er­
sons are entitled  to  cross-exam ine and to p resen t reb u tta l subm is­
sions on all dispu ted  issues of m aterial fact,12 the  F T C  should be 
circum scribed in any a ttem p t to  rely  on m atters as to which no 
o p po rtun ity  for exam ination or reb u tta l is presented.

The Rulemaking Record
In  regard  to  the  developm ent and availab ility  of the ru lem aking  

record, the issue of adequate opportun ity  for com m ent by in terested  
persons is h igh lighted  by a num ber of practical problem s. T he M ag­
nuson-M oss A ct specifically requires the  F T C  to m ake publicly  avail­
able all subm issions by in terested  persons of w ritten  data, views, and

9 Kestenbaum, at 697. 11 IS U. S. C. Sec. 57a(e) (1) (B ).
10 T. Vakerics, Statement before the 12 15 U. S. )C. Sec. 57a(c) (1) (B).

Subcommittee on Consumer Protection
& Finance, House Interstate & Foreign 
Commerce Committee (March 16, 1977).
LEGAL ISSUES PAGE 4 1 7



argum en ts .13 In view of the enorm ous m asses of m aterials being 
dum ped in to F T C  rulem aking records, th is requirem ent poses a 
considerable logistical problem . A nyone who has visited the public 
records room  at the Com m ission in the hope of perusing  the  record 
in a ru lem aking proceeding is well aw are of the  unpredictable o u t­
come of such a ven ture. V ery  often several binders are no t available 
pu rp orted ly  because a prio r request for copying has rem oved them  
to the xeroxing room. In  at least one instance, one whole binder of 
indu stry  com m ents disappeared com pletely.14 V ery  often there is a 
considerable tim e lag  betw een F T C  receipt of docum ents and their 
public availability. In som e instances, th is delay resu lts  in volum es 
of m aterial being dum ped on the public record days before the com ­
m encem ent of hearings. On top  of all of this, indexing of docum ents 
is often haphazard  and confusing, and m eaningful digests or analyses 
of docum ents are to ta lly  lacking. In short, for anyone no t able to 
spend hours or days in W ash ing ton , D. C., a “record” m ain tained 
in th is m anner is sim ply m eaningless.

P erhaps the best w ay to underscore th is point is w ith  the fol­
low ing quotation  of J. Skelly W rig h t of the  U. S. C ourt of Appeals 
for the D istric t of Columbia.
“Considering the unpleasant remarks a number of courts have made recently 
about the state of administrative records, I suggest that the time is not far 
off when in some cases agency action will be vacated without judicial review 
because the record as kept by the agency is inadequate, confused, or incom­
plete.”111

Legal issues are also raised by the roles of the various F T C  staff 
personnel involved in rulem aking. T he F T C  has long been som e­
w h at schizophrenic about its com bined function as investigator, prose­
cutor, judge, and caretaker of the A m erican economy. T he exercise 
of these diverse functions by th e  F T C  staff, the  P resid in g  Officer, and 
the Commission itself are even more confused in the rulemaking context.

The Presiding Officer
F or exam ple, the P resid ing  Officer in an F T C  rulem aking  p ro­

ceeding is no t an adm in istra tive  law  judge, b u t ra th e r an em ployee 
of the B ureau of Consum er Pro tection . T his poses serious tensions 
betw een his responsib ility  to  m ake a varie ty  of legal ru lings in a

1315 U. S. C. Sec. 57a(b)(2).
14 The volume of industry comments 

disappeared and had to be “recon­
structed” in Proposed Trade Reg. Sec. 
441, Mobile Home Sales and Service 40 
F. R. 23334 (1975).

15 Wright, “New Judicial Requisites 
for Informal Rulemaking: Implications 
for the Environmental Impact Statement 
Process” 29 Admin. L. Rev. 59, 61-62 (1977).
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quasi-adversarial proceeding, and his responsibility  to follow the di­
rections of the  B ureau D irector who is effectively supporting  adop­
tion of the  rule. M ore specifically, the P resid in g  Officer, who is 
g ran ted  a v as t am out of discretion and au th o rity  in the conduct of 
the proceedings, is a staff a tto rn ey  w ith the sam e s ta tu s  and sta tu re  
as the F T C  a tto rney s w ho are suppo rting  th e  proposed trade reg u ­
lation rule. I t  has been po in ted  ou t t h a t :
“the Presiding Officer, who has discretion over such important items as (1) 
whether cross-examination will be permitted and the extent of cross-examina­
tion, (2) whether and to what extent rebuttal submissions will be permitted, 
(3) whether and to what extent discovery will be permitted and (4) whether 
appeal to the full Commission on procedural matters will be permitted, is an 
employee of the same Bureau that was responsible for (a) the investigation of 
the rule, (b) the determination that the rule should be recommended to the 
Commission, (c) supporting the proposed rule, during hearings and (d) recom­
mending whether and to what extent a final rule should be adopted by the 
Commission.”16
T hese tensions m ay well be found to have adverse im pact on the 
P resid ing  Officer’s ab ility  to conduct a fair im partial hearing.

Consider also the Commission staff. As mentioned previously, they 
find them selves caugh t betw een a perceived ob ligation to use the rule- 
m aking proceeding as a m eans to  investigate  im partially  the need 
for and form of a rule, and, on the o ther hand, an obligation to  use all 
form s of advocacy to defend a rule it has drafted. To the  ex ten t th a t 
the F T C  staff adopts the advocacy role, can th is be squared, for ex­
am ple, w ith their ex parte ability to com m unicate w ith  the Commission 
at any time? The filing deadlines and limited opportunities to be heard 
which constrain  outside parties simply do not exist for the FT C  staff. 
N or is there  any  w ay for o ther partic ipan ts  in a rule even to know  of 
the existence of such ex parte communications.

And the Commission itself is not in an enviable posture. Realistically, 
the Commission cannot help being influenced by the considerable control 
and discretion the staff has over the shape of the rule as finally presented 
to the  Comm ission. In addition , I seriously question w hether the 
Com m ission— in view of the lack of any th ing  resem bling an impartial 
in itial decision by an adm inistra tive  law judge such as they  have 
before them  in an adjud icative case— is in a position to  give any kind 
of adequate review  to the  enorm ous record am assed below. None of 
these situations is w ith ou t due process implications.

,l’ Vakerics, note 10, supra.
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Cross-Examination
T w o o ther areas of legal con troversy  w ere created by the M ag- 

nuson-M oss Act. F irs t, there is the  effect of the  new procedural rights 
accorded to partic ipan ts in the proceeding.17 T hese righ ts  are com­
prised  basically  of the righ t to  conduct or have conducted cross-ex­
am ination  of o ther w itnesses, the  righ t to  subm it rebu tta l evidence 
designed to con trad ic t o ther evidence or testim ony in the  record, and 
the  righ t to seek com pulsory process to  compel the attendance of 
w itnesses. T he w ay these  quasi -ad j u d i ca t o ry righ ts are exercised, and 
th e  ex ten t to  which their use is curtailed by the P resid ing  Officers, 
are fertile areas for legal argum ent. Since these procedural r igh ts are 
formally available only with regard to the “disputed issues of material 
fac t” which have been designated by the  P resid ing  Officer, the  desig­
nation  of such issues is in itself an event w ith  legal significance. In  
th is  regard , it m igh t be noted th a t a ttem p ts to  lim it cross-exam ination 
to  “the  designated  issues of dispu ted  fac t” have proven to be sim ply 
unw orkable. T he P resid in g  Officers in F T C  rulem aking proceedings 
have, how ever, adopted w h at m any feel to be an equally unw orkable 
alternative , th a t is, tim e lim itations on cross-exam ination.

Sim ilarly, w hile the  M agnuson-M oss A ct requires th a t the Com ­
m ission perm it the  subm ission of rebu tta l evidence, th is righ t of re­
bu tta l has been lim ited in actual practice. F irs t, all rebu tta l subm is­
sions m ust be m ade w ith in  30 or 60 days after the close of the record, 
and th is often does not perm it adequate tim e to prepare rebu tta l for 
a record of the size being developed in F T C  rulem aking. A second 
serious problem  arises from  the fact th a t all in terested  parties, includ­
ing F T C  staff atto rneys, are required to subm it the rebu tta l on the 
sam e day. T his leaves open the op po rtun ity  for the F T C  staff to  place 
substan tia l am ounts of new evidence into the record, w ith th e  com ­
fortable know ledge th a t th is new evidence cannot be sub ject to re­
b u tta l by the in du stry  to be regulated . T his allegedly occurred in the  
hearing  aid ru lem aking proceeding when, on the  last day the  record 
was open, the F T C  staff attorneys submitted approximately 2,000 pages 
of what industry lawyers characterize as new evidence.

Remedial Powers
In  m y opinion, however, the m ost significant legal issue in Mag- 

nuson-M oss ru lem ak ing  m ay tu rn  ou t to  be the scope of th e  Com­
m ission’s rem edial powers. In  m any of its proposed rules, th e  F T C

1715 U. S. C. Sec. 57a(c).
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appears to be parlay ing  its essentially  negative definitional authority 
to  define and proscribe unfair and deceptive practices in to an affirm a­
tive pow er to prescribe a particularized , m andatory , and often far- 
reaching code of fair conduct for an entire industry . I t is true, as I 
noted earlier, th a t the Com m ission has been given pow er to  prescribe 
requirem ents for the prevention of illegal p ractices.* 18 B ut th is  only 
raises th e  question of w hat lim its there  are to  th is power. F or instance, 
the Com m ission is specifically directed to  consider the  im pact of its 
rules on consum ers and on sm all businesses.19 D etailed and inflexible 
rem edial provisions can have severe im pact in term s of ra ising  the  
cost of products to the consumer, or driving the smaller operator’s costs 
up to  the po in t w here he is com petitively im paired. R epercussions 
such as these m ust bear upon the valid ity  of the rem edial provisions 
of a rule.

Moreover, it seems to me there ought to be some correlation between 
the F T C ’s show ing of the prevalence of illegal or unfair practices in 
an industry  and the s tric tn ess of the rem edies it proposes. In o ther 
w ords, I do not th ink  a court should uphold a rule which sets ou t 
detailed and com plex com pliance requirem ents for a whole indu stry  
to follow w here only a m inority  of the  in du stry  w as involved in the 
objectionable practices in the first place. Analogies to the adjudicative 
model are m isleading in th is instance. I t  is one th in g  to  “fence-in” 
a single respondent who has been proven individually  to have violated 
the  FT C  Act, and qu ite  ano ther th in g  to corral a whole indu stry  via 
som e guilt-by-association reasoning.

I t  can also be argued th a t the fu rth er the  Com m ission m oves from 
proscrip tion  of unfair or deceptive acts and practices to  th e  mandating 
of numerous preventive remedial provisions, the greater is the quantum 
of record evidence required to support the rule.

Judicial Review
Lastly, a t the sam e tim e th a t these issues will be resolved in the 

courts there  will arise issues as to the s tan dard  and scope of judicial 
review itself. The Magnuson-Moss A ct specifies th a t Com m ission rules 
be review ed on a “substan tia l evidence” stan dard .20 T his represen ts 
a clear and in ten tional departu re  from the usual “a rb itra ry  and ca­
pricious” standard for review of agency rules. As to the scope of judicial

18 See. note 2, supra. 2015 U. S. C. Sec. 57a(e) (3) (A ).
18 15 U. S. C. Sec. 5 7 a (d )(l)(C ) .
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review, on the other hand, the Magnuson-Moss Act mystifyingly attempts 
to exempt the F T C ’s statement of basis and purpose from such review.21

I would like to close w ith a quotation  from a recent law  journal 
article  which I th ink  is directly  ap p licab le :
“The legal system is still struggling to adjust to the greatly increased im­
portance of informal rulemaking. The old notions that such rules are scarcely 
subject to judicial review and that the right to a formal hearing must accompany 
any significant agency action have for all practical purposes been abandoned. 
Instead, agencies tend to use a number of carefully selected formal procedures 
in informal rulemaking itself. . . .
“To date, however, these procedures have not fully succeeded in creating an 
alternative structure for administrative action which can provide a satisfactory 
framework both for agency decisions and for judicial review.”22

In short, there  are m any com plex legal and practical issues to  be 
resolved before the M agnuson-M oss Act will be found to have lived 
up to  its title  as the F T C  “ Improvements” Act. [ T h e  E n d ]

EFFECTIVE DATE OF ESTROGEN LABELING 
RULE EXTENDED

The effective date of a rule requiring patient labeling for all prescrip­
tion estrogenic drug products for general use. has been extended by 
the Food and Drug Administration (FD A) from September 20 to 
October 18, 1977. The rule, which specifies the kind of information to 
be contained in the labeling and how it is to be made available to the. 
patient, applies to manufacturers and suppliers who deferred preparing 
labeling of their product until publication of the final rule.

According to the FDA, the reason for the date change was that, 
after publication of the rule on July 22, the Agency received a petition 
from the Pharmaceutical Manufacturers Association and the American 
College of Obstetricians and Gynecology requesting a permanent stay. 
The FDA then agreed to delay the effective date of the regulation by 
as many days as it took to evaluate the petition. On September 1, 
the Agency rejected the petition and set the new effective date.

CCH F ood Drug Cosmetic L aw R eporter, No. 766

21 IS U. S. C. Sec. 57a(e) (S) (C). 22 W. F. Pedersen, Jr., “Formal Rec­
ords and Informal Rulemaking,” 85 Yale 
L. J. 38, 76 (1975).
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Consumer Nutrition Advocacy
By ESTHER PETERSON

Ms. Peterson Is Special Assistant to the President for Consumer 
Affairs.

JU S T  W H A T  IS  IT  consum ers are a fte r in the m arketp lace? I th ink  
consum ers w an t to  m ake inform ed decisions, in te lligen t choices. 

P erhaps th a t doesn’t sound like m uch, bu t the tru th  is, especially in 
the food industry , the  consum er is still a reacto r ra th er than  an actor. 
I have found, however, that having the consumer as an active participant 
te lls one m ore about consum er needs and w an ts than  a hundred ex­
pensive consum er surveys.

You are here to hear and discuss som e th o u g h ts  on how to m eet 
th e  changing  needs of consum ers, b u t I th ou gh t I w ould expand th a t 
to  say “ . . . as they  try  to ad ju st to our changing food supply  and as 
th e y  have to  depend m ore on th e  food indu stry  for v ita l consum er 
in fo rm ation . . . ”

I w ould like to  discuss today  the evolution of nu trition  labeling— 
a  case h is to ry  of consum er, indu stry  and governm ent jo in t action to 
reach a com m on goal.

In  the late 1960’s, consumer groups began advocating more informa­
tion, both on food labels and at the point of purchase. Nutrition labeling 
becam e p a r t of th is  drive. N u tritio n  labeling  has grow n from  a ru d i­
m en tary  concept in th e  early  1970’s to  a w idely accepted, if no t alw ays 
understood, com ponent of m ost food labels today.

In itially , G iant Food in W ash in g to n , D. C., a long w ith N ational 
T ea  in Chicago, the  B erkeley Food Co-op and o ther regional food 
retailers developed prototype nutrition labeling programs in 1971 and 1972.

A fter som e hesitancy  on the p a rt of the  Food and D ru g  A dm inis­
tra tio n  (F D A ), these pro to type labels were cleared. T he tac it message 
in th is governm ental action w as th a t prov id ing  nu trition  information 
through labeling was reasonable, plausible and pragmatic, and furthermore, 
th a t th e  regu la to ry  agencies w ere w illing to  develop the necessary 
stan dards and procedures. T herefore, the large national b rand  food
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processors moved quickly to adopt nu trition  labeling and to  create the 
necessary technical support system s.

Significance of Nutrition Labeling
T he significance of the evolution of nu trition  labeling goes beyond 

the  availab ility  of a new set of useful data about the  food we eat, how­
ever. W e have a t least learned the follow ing about the partic ipan ts 
in the process and the resu lts of the actions taken by all of th e m :

(1) A fundam ental change in the inform ation available on 
food product labels has occurred w ith ou t a specific m andate 
from either the Congress or th e  Executive.

(2) C onsum er groups, by partic ipa tin g  in an increm ental de­
cision process, im plicitly acknow ledge th a t food processors, within 
basic health  safeguards, will still control the food products th a t 
reach the m arketplace.

(3) T he federal governm ent, w ith ou t clear legislative direc­
tion, can assum e a positive role in food policy. N u trition  labeling 
requires dietary standards, and the F D A  has developed the U. S. 
Recommended Daily Allowance to fill this need.

(4) T he food label which once expressed the processors' view 
of the package conten ts now  describes the product value from  the 
consum ers’ or bu yers’ vantagepoint.
N utrition  labeling is still evolving, bu t we still face tw o m ajor 

problem s. F irst, there are no adequate data for m eat and produce 
according to  the F D A ’s requirem ents. The U nited  S ta tes D epartm ent 
of A gricu ltu re’s (U S D A ’s) H andbook N um ber 8 is no t deemed ade­
quate by the FD A . So. m eat and produce retailers, m anufacturers 
and grow ers are a ttem p tin g  to deal w ith th is problem . Second, even 
if there w ere adequate data, we still face the problem  of consum er 
un derstan d in g  and use of nu trition  labeling inform ation. T he problem 
here is p rim arily  com m unication and label design.

The Public Interest
Nevertheless, nutrition labeling is a stunning achievement because it 

dem onstra tes w hat happens w hen consum ers partic ipate  in a proce­
dure th a t allow s all segm ents of the food system  to ad just to g e th er 
to product and in form ation changes. W hen everyone participates, the 
resu lt w orks to the benefit of each and to the whole.
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W e did find th a t there w ere problem s, bu t w e can learn from  that. 
T he governm ent na tu ra lly  believes th a t it can and m ust define the 
public in terest. I t  has th e  legal pow er and the m eans to  do so. T rad i­
tional political th eo ry  supports th is role. In  the  case of nu trition  
labeling, how ever, governm ent action  focused on w riting  the regu la­
tions aim ed a t fu tu re  com pliance, ra th e r than  getting information to 
consum ers.

The regulations are relatively stringent. Producers of basic agricul­
tural products such as fruits, vegetables and meats had no data. They 
w ere no t allow ed to  use the  data  from  A gricu ltu ra l H andbook 8 be­
cause the  data  are no t specific enough to  the product as sold. Adm it­
tedly, the data are old, b u t the producers had no th ing  better. T hey  
also were not organized with the technical back-up to produce such data.

As a result, the big food manufacturers have been able to nutrition 
label while the  basic ag ricu ltu ra l producers have not. T his problem  
w as partia lly  recognized by the regula to rs, b u t their legal advisors 
convinced them  th a t  the only w ay to  keep th e  indu stry  honest was to 
be specific.

T he poor consum ers, not to  m ention the  agricu ltu ra l producers, 
w ere left o u t in the cold. H alf of the products purchased could no t be. 
labeled. Consum er understan d in g  of nu trition  labeling was dealt a 
serious blow. Six years la te r we still do no t have th is labeling. W hat 
a p ity  it is since nu trition  labeling  could have been a basic educational 
tool if it included these products. Even the  posters and pam phlets 
G iant Food produced had to go because they, too, w ere based on 
Handbook 8. And what a disappointment this has been for the teachers 
w ho repeated ly  requested  these m aterials for classroom  use.

Government Regulations
Only recently, with the encouragement of consumers and retailers, 

especially  G iant Food, have we s ta rted  to  try  to g e t producers and the  
F D A  to ge ther to discuss w ays around these roadblocks. T he govern­
m ent has found the na tu re  of th e  regulations as detrim en tal to the  
program  as the in du stry  and the consum ers, ye t it has taken th e  work 
of all the  groups to come up w ith  solutions. I am hopeful we will see 
som e resu lts  in the next year or so.

T hus, governm ent regulation  m ay end up m aking th ings w orse 
ra th e r than  better. R egulators m ay have th e ir ow n unique in terests  
and may protect these interests rather than formulate the public interest
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as a whole by their decisions. W h at em erges from th is experience 
are at least tw o lessons :

(1) A w ork ing  definition of the public in terest recognizes th a t 
no one group can finally define it and th a t the public in te res t is 
the best com bination of all specific in te res ts ; and

(2) If a proper m eans exists to insure th a t all segm ents of 
th e  public can partic ipate  in the  decision, w hether and in w h at 
form  to have regulation , th en  everyone should benefit, consumers, 
indu stry  and governm ent.
I th ink  these are the reasons w hy I have accepted P residen t 

C arte r’s inv itation  to re tu rn  to  the  W hite H ouse and to  w ork to secure 
passage of the A gency for C onsum er Advocacy.

I know  th a t effective consum er advocacy is to im prove the  w ay 
rules and regulations are m ade, the w ay they  are carried out, and to 
question w hether they  m ay w ork at all. E ffective consum er advocacy 
is not to im pose a rb itra ry  and capricious rules which preven t goods 
and services from  reaching the  consum er.

I am sure these po in ts have escaped m any of the critics of the 
advocacy agency. The agency offers the citizen an opportun ity  to 
restore responsive governm ent and to elim inate those parts  of our 
governm ent w hich long ago ceased to perform any useful function.

Consumer Advocacy
My experience over the  past eight years is th a t consum ers are 

able to partic ipate  responsibly in the definition of the public in terest, 
and th a t th e ir efforts are beneficial in often very  subtle ways.

This is not altogether surprising, if you consider some simple facts. 
T here is bu t one food system  and its troubles generallv  occur w hen 
one segm ent dom inates the  others, or when one segm ent is excluded 
from decisions which affect it.

L et me stress, the sto ry  is not over— consum ers could have even 
b e tte r inform ation and they  will make even m ore inform ed decisions 
w hen the governm ent listens more.

If the FD A  and U SD A  listen to the m eat and produce industries, 
we will be able to get m ore data  on w hich to base labeling. If  they  
listen to consum ers, we m av be able to devise a fo rm at w hich is m ore 
easily understood and. therefore, m ore quickly com m unicated.
PAGE 4 2 6  FOOD DRUG COSMETIC LAW JO U R N A L ----SEPTEM BER, 1 9 7 7



If  the F ederal T rade Com m ission insists on sticking to its Food 
A dvertising  regulation , perhaps we can find a com m on ground w here 
indu stry  can ta lk  m eaningfully  about nu trition  w ith ou t destroy ing  the 
im pact of the  com m ercial.

C onsum ers often see problem s as sim pler than  they  are, b u t th a t 
has a refresh ing  directness. Consum ers can help bo th  governm ent 
and indu stry  look at the un clu tte red  issue of in form ation before the 
d is trac tin g  details th a t m ake it all seem too com plicated to tackle.

[ T h e  E n d ]

LOW-DOSE PENICILLIN ANTIBIOTICS FOUND 
NOT SAFE OR EFFECTIVE

Subtherapeutic use of penicillin-containing products in animal feed 
would be prohibited under a recent Food and Drug Administration 
(FD A) proposal. The proposal was based both on a general lack of 
evidence of safety and effectiveness and on the failure, of the holders 
of new animal drug applications to submit reports of convincing 
studies justifying subtherapeutic use. Further, evidence has indicated 
that the use of penicillin and other antibiotics in animal feed has 
contributed to an increase in antibiotic-resistant strains of bacteria. 
Antibiotic resistance can be transferred from one strain of bacteria 
to another, thus increasing the probability of dangerous bacteria be­
coming immune to antibiotic treatment.

The proposed prohibition of subtherapeutic uses of penicillin, 
alone or in combination with other drugs, in medicated premixes is 
the first step in a program announced by the FDA in June to curb 
the threat of antibiotic-resistant bacteria posed by the use of penicillin 
and tetracycline in animal feed. The FDA has said that it will soon 
publish a similar proposal for withdrawal of approval for all tetracycline 
drugs for subtherapeutic use in feed. The issue has been under in­
vestigation by the Agency since the, mid-1960s.

CCF1 F ood D rug Cosmetic L aw Reporter, 1 42,032
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DATA SOUGHT ON NEED FOR NITRATES AND 
NITRITES IN POULTRY PRODUCTS

On the basis of a finding that nitrates and nitrites used as preserv­
ative or characterizing ingredients in the manufacture of poultry 
products are food additives or, in some instances, color additives, the 
Food and Drug Administration (FDA) is requesting information from 
manufacturers and others to be used in resolving safety questions 
raised by their new status. The FDA, which had considered such 
uses to be covered by prior sanctions issued by the U. S. Department 
of Agriculture and, therefore, not subject to the food additive pro­
visions of the Federal Food, Drug, and Cosmetic Act, has since been 
informed otherwise by the USDA. In the absence of prior sanctions, 
the FDA must determine whether there is any legal basis for the use 
of nitrates and nitrites in poultry products.

Safety Questions

T he FDA believes that the immediate objective of both the USDA 
and the FDA should be to eliminate all non-preservative uses of nitrates 
and nitrites for which substantial evidence of safety is lacking. The 
issues on which data and views are being requested include: whether 
nitrates or nitrites form cancer-causing nitrosamines in poultry products 
prior to ingestion by humans, the extent to which botulinal toxin is a 
genuine concern in such products, the extent to which nitrates and 
nitrites are effective in preventing the. formation of botulinal toxin, 
and whether the substances are otherwise safe for human consumption.

Although the Agency has reached no final judgment about whether 
a regulation provisionally listing the, substances for use as color addi­
tives or whether an interim food additive regulation covering even 
restricted use of the substances in poultry products would be ap­
propriate, it will consider proposing such regulations if requested. 
Requests for issuance of interim, food additive regulations authorizing 
the continued use of the substances or for provisional listing of the 
substances as color additives must be filed with the FDA by Novem­
ber 1, 1977, and must be accompanied by a commitment to conduct 
studies to resolve the safety questions.

CCH F ood D rug Cosmetic L aw R eporter, ft 42,033
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