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he editorial policy of this
l-[Journal is to record the progress of the
r

W in the field of food, drugs and cosmetics,
and to_provide a constructive discussion of it,
accord% to the highest professional stan-
dards. The Food Drug Cosmetic Law Journal
is the only forum for current discussion of
such law and it renders an important public
service, for it is an invaluable means (1) to
create a better knowledge and understanding
of food, drug and cosmetic law, (2) to pro-
mote its due operation_ and development and
thus (3? to effectuate its great remedial pur-
Poses. n short: While this law receives normal
egal, administrative and judicial consideration,

there remains a hasic need for its appropriate
study as a fundamental law of t eplgndo; ﬂ]e

Journal is designed to satisfy that need. The
editorial policy also, is to allow frank discussion
of food-drug-cosmetic issues. The views stated
are_those of the contributors and not neces-
sarily those of the publishers, On this basis con-
tributions and comments are invited.
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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.

BVIOUSLY A NEW COMMISSIONER of the Food and Drug
Administration &FDA), even if he does not come absolutely cold to
7 the job, has a lo _
in that Process involves getting to know the FDA’s several Eubllcs—
their interests, their complamts_, their points of view, and how the
FDA might best respond to tlieir needs.

In rewewmgi the record of earlier meetings | 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 that man?/ 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 important function of advocating, clearly and force-
fully, the things we feel stronglx about. | believe these meetings
offer us a chance to eliminate such sources of misunderstanding by a
I cadid examination of several issues that concern you and the Agency.

Let me begin by eliminating one possible source of misunderstanding—
my own ba_ck?round. For various motives, | have been given unde-
served credit for two thlngs | am not. First, | have been praised for
being an ousider to the FDA, and therefore presumably untainted.
That “compliment” | 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 | discover from others that | possess another advantage, | am
not a physician, nor a member of any other profession directly involved
in the héalth delivery system.

| have just two thmgs to say about that. First, | 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 | 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 Administration’s health policy, as it provides a context for the
FDAs particular responsibilities.

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

Role of the FDA

Where 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 Ie%!tlmate.r_ole In minimizing the natlon’srpub.hc
health expenditures. This legitimate role involves a more effective
exercise of what has become the FDA’s main function in our society:
as a technology transfer regulator.

During most of the FDA'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.

While we stil] stamp out quite a lot of sin, we mcreasmqu have
also hecome 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
bP/ etting them swiftly into the hands of those who need them while,
al 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? | want to emiJon two themes in the analysis;
the first Is the familiar one of health "education. The most cursory
?Iance at the statistics of health outcomes of cigarette smoking, obesity,
ack of exercise, excessive alcohol consumption, non-compliance with
prescrli)tlon information, shows that our society, its Fovernment and all
Its health delivery modalities must find ways to he P 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 d}/mg; to look at “health” not as ‘some-
thing to be received passwelgl rom the hands of others, but rather
as the end result of many facfors—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, exRIored
the %uestl_on of the new biology and the Prlce elnlg paid for what he
called “relieving man’s estate.” 'Kass points to the s |ppa|ge 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 technologles, the tech-
nician g%ms In authority, since he alone can understand what he i
doing. “The patient’s lack of knowledge makes him deferential and
often inhibits him from speakmq UE when he feels threatened.” The
key words in that Bassage are “lack of knowledge.” | am convinced
of "the connection between non-acceRtance of responsibility, loss of
autonomy, and lack of knowledge. And | believe that a fequlatory
agency can make a contribution toward_dealmF with this lack of
knowledge, without heavy-handed intervention or large expenditure of
public nionies.

Patient Package Insert

One model that comes to mind is far greater use of the patient
pack_agie insert. | know that many physicians are wary of this device,
possibly because it is seen as a way by which a third partk{—the FDA
—joins a conversation that should be Testricted to two parties.

. Let me say as clearly as | can that this is not_the purpogse of the
insert, nor do | believe that this kind of intrusiveness will be its
result. My own conversations with our internist at the Palo Alto Medical
Clinic convinced me I_on? 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.

| will go further, and claim that it not only serves as a resource
supporting efforts to_increase patient education” and,_hence, responsi-
bility, it fas 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. We
intend to offer a vehicle for such input by launching patient Packa?e
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 Professmnals. We 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. We 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 cIearI?(/ shown in recent
Congressional testimony, such Promotlonal or marketing materials are
molded by the most sophisticated communications techm?ues 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-
sa(I;,es about the usefulness of this or that ﬁ_arthular drug. While 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, | can think of no more disturbing obgect 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 important of which is a kind of darkness, not only of
ignorance, but of Publlc, distrust—distrust of government, distrust of
science, distrust of physicians. We must do everything we can, all of
us, to recapture publi¢ confidence, so as to avoid a destruction of the
drug efficacy requirement, with all that entails in terms of the re-
surg_ence of ‘quackery and exploitation. In some sense all of us in hio-
medical research have helped prepare the seedbed for this growth—e
by overpromlsm% on the “cure” for cancer, b}/_ suggesting that it is a
single disease with a single, magic-bullet solution, and above all by an
argument heard too oftén In connection with new drug registration:
that “clinical experience" or “the wisdom of practice" Is an” adequate
substitute for carefully controlled clinical measurements of efficacy
and sa,fetY_._Thls_ 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 requlator. Everyone finds it easy to agree that diffusion can
he too fast, so that it allows frankly dan%erous_ or_worthless innova-
tions to flood the market—or too slow, so that it inhibits social progress
b(y withholding valuable inventions. The question is. how can we
identify the best diffusion rate?

_Recently | had a chance to review what the Agency considers
its greatest Success stories over the past ten years or 0. “There was
an impressive list submitted to a Congzressmnal committee, all citing
specific actions. In my view, however, the real success stories of the
DA involve actions that did not take place: the botulism that was
not found in the food cans; the thalidomides that were prevented from
qum% the list of drugs you prescribe or use; the excess mortality that
did not occur as a result of such disasters as faulty vaccines, carciriogens
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 preverited, 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
nature; particularly to drugs that could have been on the market help-
ing thousands, had we been less dilatory or demandln?. Thev point
to other countries where the transfer of technology moves from laboratory
to producer to tphysmlan to patient far more rapidly. The buzz-word
for this kind of regulatory delay, itself a pharmaceutical innovation,
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IS “dru% lag." “While 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 re?arding 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 i mdeed_archetggal, it hardly supports the drug lag
argument. For example, since 1967. when thie FDA. approved “pro-
panolol, no attempt was made to market a beta blocker in the U. S,
until mid-November 1976, when a new dru? apﬁllcatlon (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 reczu_lrement that long-term animal studies be undertaken to
investigate this POSSIbIlIt . Such studies have now been completed
for eleven beta blockers. While five of them were cleared for initiation
of long-term clinical studies, two appear to be cI_earIi/ carcinogenic; two
Produ_ced, a statistically ,mgn;flcant increase in benign lesions or tumors,
he significance of which is get 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 Deta
blockers beIon%,to a class of drugs intended for long-term use in a
great many patients, the FDA’s 1972 decision to require long-term
carplnogsen|0|ty testln?_ before clinical use has spared patients in the
United States a potentially dangerous kind of exposure.

A similar hlstow was traced by the birth control pills containing
megestrol acetate, When the FDA refused to approve this drug after
test animals deveIoEed_ breast nodules, several foreign countries, which
Had p_etrmltted marketing on the basis of less extensive testing, with-
rew it.

| 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 Prlor a?reement about study design, sequential
review and approval of dafa, and other steps aimed at eliminating
unproductive and inflexible procedures. We also are supportln? 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, accom?_llshed and potential, the process of demonstrating
safety and effectiveness prior to marketing may still move at a more
deliberate pace than in certain other nations. This hothers 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 withouf also reducing
the qualify 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 market after it has been approved.

Because this is so. our only responsible course is to take extra
care in the apProvaI 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 Iappllcgltlon, and susceptible to rapid pullback if anything disturbing
is learned.

_But we also ought to do much better about ,re,cognlz_mP problems
during the period of full clinical use. Some critics, poinfing to_ the
systems operating in Finland, Sweden, Great Britain and other nations,
have cast us as a kind of underdeveloped nation in regard to druP
experience. reporting, particularly adverse reaction experience. Al-
thouqh this conclusion is somewhat exagigerated, 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
reportm? of the reactions of your patients to the medications you administer.
And yet, as | 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 hiometrics was recentIK in Eng-
land to anaIP/ze the experience reportmg 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 mirror image of that situation exists in Great Britain.

| know that conditions differ there; and | 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.

S0, let me close by making a pledge to you who, | realize, are
in the most exposed position regarding Nealth ‘care and who deal with
reality rather than hopes or theories. | will do whatever I can to see
that the fruits of ,technolog)(—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 (Y_our patients should take for granted. In this
effort your understan_ln% 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 End]

GRAS AFFIRMATION PROFOSED FOR ACONITIC ACID

Aconitic acid has been deemed generally recognized as safe
(GRAS% by the Food and Drug Administration (FDA) 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.
It 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, 1917,

CCH Food Drug Cosmetic Law Reporter, (f45,498
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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
—Criming I|ab|I|Ey among those in the executive suites of major drug
manufacturers, Until fairly recently, most Food and Drug Adminis-
tration (FDA) 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, | am presenting an update of the Park case.

| will first very briefly review the doctrine of criminal liability of
drug companies and their executives, then | will talk about cases
decided since Park, brln% you up to date on FDA and,C_on?ressmnaI
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.

The Doctrine

_First, let’s spend a moment on the goverm_ng] legal doctrine itself.
United States v. Dottenveichl 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.

1United States v. Dottcrweieh, 320
o180 g
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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 Rrocess resulting in unlawful distribution,”
and “b}/ 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 aBp_Iled
the Dotterweich doctrine in a wide variety of situations, thus establish-
ing that the same principles applg to any_violation of the Federal Food
Drug, and Cosmetic Act.4 The Dotterweich doctrine has been aﬂplled
to manufacturers, distributors, wholesalers, retailers, and warehouse
operators.5 Jail terms, terms of probation, and criminal fines have
been imposed.6 In one case, albﬂ sentence was imposed although the
offense nvolved 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 | certainly have no trouble with this
case if the individual defendant knew what hie 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 heen 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-
poratlor&sgwho may be remote from the operations in which violation
occurred.

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 requlated under the Federal Food, Drug, and
Cosmetic Act. The Court found that “the Act imposes not onI% a
positive duty to seek out and remedy violations when they occur but

2United States v. Dotterweich, 320 5ld. atp. 18
i)

U. F 264 .
3ld. at 28, _ ~Unjted. S t$ W o& & Sons,
o R et oy S AR BB

nder”the Federal Food, Drug, and sonal Criminal “Liability”," supra note
psmeti¢ Act: erﬁe DottervveEcﬁ Doc- 4, g}dZO. v

trme,’ Foo rug etic Law
J?urna_l 5, 1§ g\]an. iﬁjﬁ}ﬂ G]er n-

g_t_er”cned as “Personal Criminal Lia-
ility”).
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also, and primarily, a duty to implement measures that will insure that
violations will not occur."1) The Court emphasized that the duty im-
posed by C_onlgress is one that requires “the highest standard of fore-
sight and vigilance.”1L Shedding some light on the question of who
are the “responsible” parties for purposes of prosecution, the Court stated:
“T vernment establishes a prima faci hen it int S eviden

su |ecie(r;1t0 tg v}/]zfrrant_s a bf&rlsdl%ﬂe%g the tr_E%reofcatlﬁee %1?%5 thaé th%d%l%_?en a td ehaf(?

by reason of his position in t rporation, responsibylity and. authority. cither
g¥eveﬂt in tHe_fSlrt wastanceh or pro pt?y fo corPect, thety'dotatlon comglalneg o%?
nd that he failed to do s0."!

~ 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 Courf said that the Federal
Food. Drug, and Cosmetic Act, “in its criminal aspect, does not re-
quire_that which is obéectlvely Impossible"13and that the Act “permits
a_claim that a defendant was ‘powerless’ to prevent or correct the
violation to ‘e raised defensively at a trial on the merits’. 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.

Case Law Since Park

_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 holdln%
food in a’warehouse under conditions from which the food coul
have become contaminated in violation of the Act. Defendant’s ware-
house was found to be infested with birds. The case was tried J)rlor
to the Supreme Court’s resolution of the Park case. On agpeal1 efen-
dant _ar_?_ued that he was entitled to an instruction on “objective im-
possibility” since material for a wire cage system to keep the hirds
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

DUnited States v. Park, 421 U._S. and Cosmetic Act.” 31 Food D -
658, 617 _§197 e i adéedg. For ?n”eﬁic Do Jourra 938%9 "t
.dlsc‘yfﬁ n _of the Par caEe, se¢ Bur-  111q. at 673 _See alsq 672, g
§|tt,F eD Parlé Case.mL ers ectlve,I .a% -4 ?emp asis added).
0! ru smetic w urna . . .
,’l,g? 1 arcmf‘%@.;.O’Kefz an I?_Ieg, "Id. ?gltto 0 |td.a :
tienveich Revisited—Cpminal Lia- ™ 3 rg (Ef\ t
bi ﬁy Urtder the. Eederal Food, Drug, 97 S. Et. 87 {18 %)rg ) cer, enied
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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 necessar){.”ﬂ he court expressly did not go
that far, finding it Unnecessary to do so. If the government’s inter-
pretation on the avallab_lllt)( of the defense were to prevail, the defense
would be totally meaningless, Presumably a violation could never
occur where there i n_o_quratlon. 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 0f a wholesale food distributorship was found
guntﬁ of holding food under unsanitary conditions—a mice-infested
wareghouse. This case too was tried prior to the final resolution of the
Park case. On aPpeaI, defendant argued that the mouse problem was
caused by the plowing of a nearbK 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 matter 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
_foIIovvln? Instructions. Thus, deferidant argued, he was entitled to a
jury instruction on objective impossibility. AFam the Court held
that as a matter of law. defendant was notentitled to the instruction
since he should have checked to be sure his instructions were followed.

While courts are not prone IlghtIF to reverse verdicts on the
?round that subsequent appellate court decisions have chan?ed the
law, these opinions do give the government room to argue that no
instruction on the defense should e given exceBt In the most extreme
of circumstances. | 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

F. 2d at 518 F. 24512 (CA-9 1976).
B P2 at 535 F. 20512 (CA-9 1976)
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upon “the good sense of prosecutors, the wise guidance of trial judges,
and the ultimate jud?ment of juries” to ap‘ply_th_e doctrine fairly. "As
the Dotterweich Court put it, “Our s¥stem 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.,2) where a corporation operating a food warehouse and its two
serifor_ officers were convicted of permitting 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 msPect_ors 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.”2L

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

United States v. Certified Grocers Co-0p2 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 réasonable doubt”
that the adulterated product was not contaminated before the defendant

BHSee United States v. Dotterweich, — 21d. at 533
Pl T 22&?4@-(: oz 119, 20" % 1308 (CA7 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 without an apP_royed
new drug application.” The indictment was sustained on a mdmgi
that defendants had actual written knowled%e before shipment tha
the FDA considered the drugs in question to he “new drugs.”

Recent Activity Relating to Criminal Enforcement

~ Since this paper is characterized as an “update,” it seems appro-
Prlate to update you on the progress of legislation intended to change
he 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
reIatm%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 matters would use in the conduct of
an enterprise of like character.”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.5 Presum-
abg, 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 !
. Supp. . iscussi 122 Cong. Ree.
BOF B, fgtiosin o 12 0o e
6

2d Sess. 122 Cong. Ree. 3844, 48,
048" (1076).
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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
gubllcatlon predicts an increase in FDA criminal prosecutions in 1977,

he suggests that the areas to watch are Good Manufacturing Practices

and Good Laboratory Practices. There | agree. Those aré the areas
to watch. However,” | am not convinced that the FDA's current in-
terest in eval_uatm%.drug cases for possible criminal prosecution rep-
resents a policy shift toward increased use of criminal prosecution
in drug matters. 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.% A'review of the Weekly Enforce-
ment Report reveals that no_drug grosec_utlons have been filed througih
mid-April of 1977. One Section 305 hearing on a drug matter 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—nhas in fact been toward fewer
rather than more criminal prosecutions.

In any event, trend or no_trend, when you're involved, you're
hardly interested in the statistics. We have all been waiting with
more”than casual interest for the FDA to publish its regulations, de-
fmmg 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 gocedur_es and public disclosure
of records relating to such hearings.8 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 Hear-
ing, the Agency has decided that prosecution is probably in order.3)

The_new _re%ulat_ions provide that an opportunity for a Section
305 h_earln? will De given to a person against whom ciiminal prosecu-
tion is contemplated, except in-compelling circumstances. The purpose

2 |nformation supplied by the Office of  total number of crimjnal cases._re-
%hne /-\Is-s?r(]:éaLeD;gmﬁ%ssmne}F Por Compﬁ- tg%ai% (éméIl ﬁa}egg\évjﬁkgé] |1'£5% \Aé%% 53 f(l)?
Tr?%ge Uﬂ%gfrm i f}edEf’aI Eggﬂm e Seg Fine, SSBl “1lhe Philosophy

] u ]
an metic Act—A View from 6tﬂ of Enforcement” 31 Food D rug

A o
SI e.’ 1 00 ru osmetic w metic aw Journa 24 1 7 .
Tournar 3830, BT (e 187, e mee b 3 00re 157
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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 earln% (Form
FD 466) will identify the products and shipments alleged to be in
violation, and spemfcy the time and place of the hearing. It is to be
accompanied by a Charge Sheet (Form FD 1854) summarizing the
"alleged" violations.3L 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 emlployee designated
as hearing officer. It is not o(;)en to the public, All persons present
will he identified for the record. The hearing will be informal and the
rules of evidence will nqt apply. The hearing officer will “briefly review
the basis on which criminal” prosecution ‘Is contemplated,” but the
FDA is under no obligation fo present evidence or witnesses. The
respondent may present any information he wishes bearing on why
he should not be prosecuted.

_The Prqspectlve defendant has a right to have the hearing tran-
scribed at his expense, in which case a copy is to he 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, efendant. I the hearing 1S not transcribed, the
hearing officer will dictate a written summary at its conclusion. The
Prospectlve defendant may remain present during the dictation and
hen offer additional comiment 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 1f he has new information not reasonably available to
him originally.

, Ge_nerallfy 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 circumstancesd

8 The regulation uses the word “ap-
parent.”
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demonstrating “a compelling public interest.” When consideration of
criminal prosecution is closed, the records are available under the
Freedom of Information Act, and the FDA’s implementing regulations.®
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 FDA concludes such notification will not
prejudice the prosecution or any other person.

Pe_rh%)s | should briefly mention_the Proposed regulations on
publicity33 insofar as they pertain to criminal matters. Basically, they
Browde that the FDA should not issue publicity that may reasonahly
e expected to influence the outcome of a case. Generall¥, the FDA
would release only descriptive information about the defendant, the
substance of the Charge, and the scope of the mvesthatmn. | would
expect the A%enC}/ will be rather careful about publicizing criminal
trials, aIthou_ﬂ | Tound 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.”3

Criteria for Prosecution

While the criteria applied by the FDA in making criminal pros-
ecution decisions have not beeri issued in the form"of requlations,
Agenc%/ officials have glven us the thrust of what the requlations are
likely to contain. At The Food and Drug Law Institute’s Enforcement
Work Session last year, Sam Fine, then the Assistant Commissioner
for Compliance, identified factors considered by the FDA in matters
of criminal prosecution :3

(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 ?

rticularly 2 CFR Sec. 4.60- |d. af 12438

RN .

4.8 %__7%2 See Fine, “The Philosophy of En-
él&l . R. 12436 (1977). forcement,r’1 supra, n. 46 Py
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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.

s the violation of a continuing nature?

s there a deliberate atte_mPt 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,3 favor
mcltudmg at least one “responsible” individual in criminal pros-
ecutions.

(g) 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 judgment within the Agency.

Gene Pfeifer, Associate Chief Counsel for Enforcement, phrased
the criteria somewhat dlfferent3I7y. He identified eight criteria for
criminal prosecution as follows :

(1) A deliberate or intentional violation;

(2) A violation caused by gross negligence or reckless dis-
regard for the law;

(3) Ang violation which exposes the public to the risk of
potentially dangerous conditions ;
(4) Any violation which is obvious or easily detectable to
experienced persons; o

(5) Any uncorrected or recurrent violation;
(6) Any violation which results from any act of commission
or omission and which could have been prévented, detected or
ie, C. R, “The Rol Pfeifer, E. M. “Secti Hear-
of%se%é\é%%%%%cﬁhhef J% tféé in %n ?c? ingigg ar?(ljerCrFminal_ 9?&%%%?&%?5
_ ederal Food, Drug, and Cos- Food Drug Cosmetic Law Journal 3/6
mgtlc Act” 78).

. 3L F D C i July 19
Law Journal 333,0%%4-3gu uneosfé%ﬁc. uly
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corrected. Mr. Pfeifer indicated this factor may be the most
important in many respects;

(7) An?]/ violation which may result in significant economic
damage to the public;

_ _(%) In deciding whom to dprosecute, 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, that’s what’s now known about the FDA’s current
criminal prosecution criteria.

Discretion of U. S. Attorneys

 The criteria applied by the_DeRartment of Justice are at least as
important as those applied within the Agency, since the FDA’s pros-
ecution _recommendations %o 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 (abouf 10 percent of the time ac_cordlr]ﬁ
to one study; one-third of the time according to angther) Justice wi
not prosecute.8 Unfortunately, the “criteria” applied at Justice are
not expected to be published “in the Federal Rquster. Generally, the
PJ”matX responsibility for decisions on prosecutions rests with the
. 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 Antitrust Division does
Perform a supervisory role in criminal prosecution® however, and
ormer Antitrust Assistant Attorney General Donald Baker recentl){
described in detail the Division’s approach in exercising prosecutoria
discretion in criminal cases.4) This speech represents the Division’s
latest and most complete policy pronouncement on the subject and
thus merits @ 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-8

so%Fe%ﬁmgFfeLiggﬂitﬁna%brr?r’a, ol cenenal Bonae. (B Anin

4’§Jt 27S-%)'MCCOnachi%, C. R, “The Role L%, 1%1}17gf|ng Conference, - February
of thg epﬁiment of Justice,” supra,
note 36, at 334
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trust Division’s statement of policy in 1967 that criminal prosecutions
are sought onlly against willful violations of the law. Two alternative
tests of willfulness are set forth: First, if the rules of law alleged to
have been violated are clear and established—describing per se offenses
Hwillfulness 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—willfdIness will be presumed.4l

No Criminal Prosecution

Mr. Baker identified four situations in which criminal prosecution
would be unwarranted, even for price fixing. They are:

(1) Where there is legitimate confusion as to what the law
is. For example, where the price flxln% may arPuany be under
a regulatory umbrella the scope of which Is not clear.

(2) Where there is a truly novel issue of law or fact. Such
a case might 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) Where 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) Where there is clear evidence, that defendants did not

appreciate the consequences of their actions—the naivete defense.

or example, a group of small businessmen might publicly an-
nounce meetings to stabilize prices and eliminate price wars.

These policy statements 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 RO“CK ground. As a practical matter, it is also impor-
tant to know that the lawyers in the Department of Justice, like most
lawyers, view criminal prosecution as a serious matter. These policy
statements indicate a proper reluctance to prosecute where there is
no moral culpability. And Justice can and does refuse to prosecute.
it T LR et O BeRor, SHTRaRy "RulERE A
ministration of Justice, Task Force
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Coping With the Possibility of Criminal Prosecution

We are now at the bottom line. What does one do about the risk
of criminal liability?

_Well, that’s obvious. Run a tight ship. If you are in compliance
with all the laws and regulations, you have little to fear. No matter
how many times this has been said, it’s no cliche. This is the best
approach.” In the brief time available, we can’t ?e_t into detail, but a
few generalizations may be_helpful. (ig_A careful inventory of all the
relevant regulations, and an in-house audit of all operations and products
cannot be Deat. (2) Beyond this, careful record keepm% 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 comPanles have placed a
single person”in charge of quality control for all the company’s o?era-
tions. Others have had management e_n?meer_s 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.

What do you do if, in spite of all precautions, a plant inspection
goes badly? Any adverse report or FDA problem should immediately
e brought to the person in charﬂe of handling these matters for the
company. Company counsel generally should be consulted. The sooner the
lawyers are aware, the better-—if the matter turns out to be serious.
Usually the best approach will be to handle the matter 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 sqns that real trouble is afoot, you have no choice, you
really have to go 10 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.

LAWYER_S ARE A MULISH LOT, not easily dlscoura%ed from

following familiar pathways. This is especially so when they
head for a sx{mpos_lum to sharé their visions of a future resulting
from currentlegal issues.

Five years ago this month, at Pharmaceutical Update I, | was
part of a panel that discussed what we thought would be the key
Issues for the future of the over-the-counter (QTCZ) Review. The
Review had heen formalized several days earlier by issuance of
requlations defining the Process. A fresh feading of papers given at
Pharmaceutical Update 11,1 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 requlations for a court challenge—have since all
but disappeared from our consciousness.

S0 here we are again, five years later, another fpanel of lawyers
trying_to F?IV@ the word on what’s really critical for the future of
the OTC Review and its offspring, the Advertising Trade Regulation
Rule (TRR) proceedings.

The Trouble with Being a Seer

~ The trouble with bein% a seer is that [pro_blems never extend
in the existential world to their logical conclusions. As Howard K.

127 00 ru osm ic aw our-
1 53058, 5% 6 3nd aesdl (Sent
197).
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Smith recently observed, if the logical conclusion is bad enough, it
is foreseen by]people who set forces in motion to prevent it from
eventuatln%.lz he old problems are then replaced by new ones,
some of which are caused by solutions to the old.

The OTC Review was itself an attempt to avoid carrying some
propositions to their logical conclusion. In February, 1971, the Food
and Drug Administration (FDA) proposed h|FhI restrictive regula-
tions on combination drugs,3 intending to apply them to prescription
and nonprescription drugs alike; and in the same month, the Agency
published proposed regulations declaring that ever% existing drug
product s Ie%ally_ a “new drug”4 which- must be the subject of a
new drug application submitted by each manufacturer and supported
by “adequate, well-controlled |nvest|giat|ons.” Carried to their logi-
cal conclusion, these regulations would have caused the abrupt end
of most self-medication and would have resulted in an administrative
burden unmanageable at the FDA even if the Agency were a hundred
times its present size. Industry and government foresaw this, didn’t
like it, and after vigorous public comment and deliberation, the OTC
Review was born.

The Review represented an abandonment of a licensing philoso-
phy for the regulation of OTCs, and the adoption in its place of a
standardization ﬁ)hllosophy. It also represented the abandonment of
several per sc rules—such as the proposal declaring that everything
I @ new drug—per s rules that had nothing to commend them other
than providing the illusion of a certainty which seemed to excuse
prosecutors and judges from exercising judgment.

As the Review emerged, new fears replaced the old: on indus-
try’s side, fears that most panels would be dominated by academicians
with anti-OTC bias, fears that empirical evidence and clinical ex-
Perlence would be |3nored ; on government’s side, fears of a resis-
ant and litigious industry refusing to develop and provide scientific
support. These fears did not materialize, and as former Commis-
sioner Schmidt recently observed. “, . . a process that could have
degenerated into a hostile confrontation between adversaries became
mstead a cooperative enterprise in the public intreest.”r

o WAL A RS i e e f e
q gﬁrings,yWest Virginia, May 16, Ser%tt)%s()? m%g\llgl%rel Qﬁﬂ ggtnur%rsPrg{
sermepam Ul S bl
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Dozens of serious Eroblems have been and are being addressed
by all sides. Both the FDA and industry realized that neither they
nor the public health would benefit from an OTC Review that did
not work. The point is that these fears failed to materialize, not
because they were unrealistic, but because they were recognized, de-
bated, deliberated and avoided.

~In the same spirit, please expect me to be partisan as we con-
sider three selected aspects of the Review and the Advertising TRRs
—troubling issues that have neither been resolved nor sufficiently ad-
dressed. The first relates to the Miscellaneous Panels convened
under the OTC Review. The second is the phantom issue of synonymy
in the claims TRR proceeding, and the strange way the issue was
joined. The third relates to procedural impartiality in the TRR
proceedings.

_The substance of the TRR that would require cautions to be
recited in advertising is not part of my talk. My views on the Warn-
ings TRR were given at the Food and Drug Law Institute (FDLI)
Food and Dru% Administration Education Conference in Decem-
ber of 1976 and have not changed.6

The Miscellaneous Panels

The OTC Review’s claim to legal validity is based on the “new
drug” definition at Section 201 (p) of the Federal Food, Drug and
Cosmetic Act. The Review is a massive attempt to determine which
non-prescription drugs, under what conditions, are not “new drugs”
—in the words of the statute, are “gene_rall_}/_ recognized” as safe and
effective “among experts qualified by scientific training and experience
to evaluate the safety and effectiveness of dru?s_. .. Accordingly,
the Review’s legitimacy rests on the expertise of its panelists, whose
joint views should be some indication of what is “generally recog-
nized” within their relevant specialties.

~ Most of the panels have been formed with this requirement in
mind, and are dominated by experts in the medical specialties perti-
nent to the therapeutic cate%pnes under their jurisdiction. This
also_contributes to the scientific quality of their work, and to the
confidence with which their conclusions are viewed.

Since it would have been hard to assign every conceivable cate-
gory to a specific panel, the FDA appointed two “catch-all” panels

6DiPrima, F. P. “Advertising of ings,” 32 Food D e L
OTC Drugs; Proposed TRR on Warn- Jstarnal % ﬁ\olldarchnﬁﬁg.osme o
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to ensure the comprehensiveness of the Review. This approach has
two serious limitations. First, no panel can be expert in the many
diverse categories _cauHht up in the “Miscellaneous” panels; no one
IS an exlpert in miscellany. Second, the enormous breadth of their
tasks will ensure to these panels a longevity rivaling Methuselah’s.
Even for panels with specific LurISdICIIOH, it is now safe to project
that the average elapsed time between call for data and final mono-
graph will approach ten years. How much longer will miscellaneous
panels last if each has dozens of unrelated categories?

. Aﬁainst this background, it is clearly counterproductive for the
Miscellaneous Panels to re-review subject matter within the juris-
diction of other panels, or worse, to re-examine what has already
been decided bY‘ other panels or by the FDA when the Agency is
refining or finalizing ﬂanel action under established requlatory pro-
cesses. Yet. this has happened or is haﬁpe_nlng in several instances
—the safety of certain topical anaesthetics, the effectiveness of
simethicone, warnings on calcium carbonate. Panels with a multi-
year task are taking on redundant work. A body with more diffuse
expertise is reviewing the work of a body with more specific expertise.

For examFIe, the Antacid Panel was chosen for its gastroen-
terologic excellence and expertise in antacid therapy. Final orders
resulting from its deliberations are being redeliberated by a body
consisting no doubt of seven excellent professionals selflessly dedi-
cated to their task, but not one of them is a %stroenterologlst. The
seven include two hematologists, an osteopath, a surgeon, a phar-
macist. a G. P./pharmacologist and a nurse.

It is time the FDA questioned and redirected its entire approach
to categories now assigned to Miscellaneous Panels. The alternative
will be many years of waiting for reports which will be of doubtful
validity because the verg process ensures that the vital ingredient—
relevant expertise—has been excluded.

The Phantom Issue of Synonymy

If you left the country after reading the proposed TRR on
Advertising. claims in November. 1975.7 and returned.durln? the
hearings this past March, you would have had a hard time re atlng
the hearings to the proposal, By its terms, the proposed TRR woul
ban the use in advertising of any claim for which a product has been
deemed "unsafe or ineffective” (or “Category I1") in a final order

MO F. R. 52631 (Nov. 11, 1975).
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resulting from the OTC Review. Apart from its prospective effect
on future monographs, the proposal was universally viewed as laudable.

'S0 why did the hearings go on for five weeks, the testimony
of fifty-odd witnesses spread over 14,000 pages of transcript, with five
psycholinguists quibbling about whether any two words ever mean
the same thing? Why are lawyers arguing about the First Amend-
ment, about transagency redelegation, about notice?

~ Considering the effort and expense, the joining of the key issue
in the hearings is one of the strangest episodes in the annals of
administrative rulemaking.

It began December 3, 1975 when Richard Herzog, Federal Trade
Commission (FTC) Staff's Assistant Director for National Adver-
tising, spoke at an FDLI seminar and interpreted the proposal as
permlttln% only the exact claims wording aPpearmg in the final
monograph and banning all other truthful language, even exact
synonyms.8 Thus, “short-term relief of COﬂStIFatIOH" would be fine,
but “temporary constipation remedy” per se unlawful. “Antiflatulent,”
fine; “alleviates the symptoms of gas,” fine; but “antigas,” unfair
or deceptive.

Incidentally, He_rzog indicated that he wanted the FTC to_oc-
cupy the same field in advertising as the FDA does in labeling. This
always puzzled me, because | was never sure the FDA meant to
ban, anywhere except on the statement of identity, truthful descrip-
tive statements which are in accord with the m_ono?raphs..9The FDA
certainly never asked manufacturers to submit all possible truthful
arrangements of words and never asked its panelists to review them.

Thus, the Herzog interpretation was made on an unofficial oc-
casion, off the administrative record, and was prefaced with the
comment that these views were his own and not necessarily anyone
else’s. The interpretation was unanticipated and could not have been
inferred from the plain meaning of the proposal; Herzog indeed im-
plicitly acknowledged this a year later when he referred to his De-
cember, 1975, speech as containing “dramatic new announcements

sHerzog, R. B, “The FTC’ Pro- _0Se DiPrima, F, P, “The OTC
osequu on OTC Bru Advertising,”  Review and the Standardlzagop of
R b e Dy
comber § 5, pungwe al 3l 'Foog 286 (June 19?7).

W
e.
Drug Cosmetic Law Journal 14/

(March 1976).
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or interpretations. . ."10 Yet the opinion of one staffer (albeit a bril-
liant and earnest one), stated off the administrative record, intensi-
fied the debate, converting the rulemaking into an adversary pro-
ceeding which focused on semantics instead of safety and effectiveness.

Then, in March. 1976. Joan Z. Bernstein, then Acting Director
of the FTC’ Consumer Protection Bureau, appeared on a panel at
an mdustr% meeting and repudiated the Herzog interpretation.1l She
reminded her audience that she was Herzog’s boss, and said: "My
view of that is. that is his view.”

~The panel moderator observed: “I think what you are sayin
is: The TRR is not going to necessarily outlaw the use of synonyms.”

She responded: “That is what | am saying.”

But industrK's relief was short-lived. Ms. Bernstein left the
FTC a few months later.

This left Mr. Herzog and his interpretation, together with his
understanding that he was paralleling a position taken at the FDA.
tThh_e pre-hearing stage cranked on, and the hearings began early

IS year.

During literally every day of the hearings, the antigas/anti-
flatulent example was discussed and debated as illustrative of the
synonym% question. Literally everyone involved thought that “anti-
gas” in the statement of identity was. in the FDA's ziczf. presently
unacceptable in labeling. The preamble to the Final Monograph had
stated: "The monograph allows only the use of the word ‘anti-
flatulent” or the statement ‘to alleviate the symptoms of gas.” Those
are the only terms that can properly he used for OTC antiflatulent drugs.” 2

But on April 1 the last day of the hearings—hearings entirely
on an individual interpretation based on what a staffer thou%ht the
FDA was_doing—the last witnesses, Drs. Gardner and Gilbertson
from the FDA. testified that the term "antigas” could he used now
and until the Miscellaneous Internal Panel’s action matures into a
Final Monograph. For example, Robert Altman, counsel to Pro-
prietary Association, asked:

"So What you.are saying, that a manufacturer of an OTC. product, antiflatulent
product, s oué) interpret Qhe ?anguage we ﬁave read mcltPng the sentence,

. "H R. B, “The Antacid Warn- 1 Reported at FDC Reports—“T
mg-RS(le%gkm_g at theeFT?:aglgig f(g%n gl% gﬁggte \?ol. 3%. No.e p%.sMarce
DVr - Cosmetic Law Journal Feb. 8 1076 at A-S et seg.

10771 191724319 F. R 19862 at 19872 (Tune 4,
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‘Those are the only terms that can properly be used for OTC antiflatulent drugs’ to
mean that otﬂer teyms can be useg?”p perly g

Dr. Gilbertson answered : “At this time.”13
| think it pure coincidence that it was April Fool’s Day.

This left only Mr. Herzog and his interpretation. Then, in the
weeks following the hearings, word got out that Mr. Herzog is leav-
ing the Commission to accept a promotional appointment elsewhere
in-government,

~ Let’s see:an FTC rulemakin? proposal appears noncontrover-
sial. an FTC staffer offers a hi hK restrictive Interpretation based
on his perception of what the FDA is doing; the rulemaking gro-
ceeding heats up ; his boss repudiates his interpretation ; his boss
quits ; hearings deal exclusively with the interpretation ; the FDA
appears to back off; and then the staffer quits.

Where does all this leave us? The question may be academic
because the recent commercial free speech cases make the interpre-
tation clearly untenable as it relates to truthful claims.14 But how
could this have happened? It was the fault of the rest of us, and
not of Mr. Herzog; he told us that the views expressed were his
own and not anybody else’s.

The TRR’s and Procedural Impartiality

The power to make binding rules defining “unfair or deceptive
acts or practices” is the broadest delegation of legislative authority in
our history—broader than the National Recovery Act promulgating
“codes of fair competition.” This is the more terrifying because new
penalties for violations of a TRR are more immediate, severe and
numerous than for Section 5 violations before Magnuson-Moss. Three
appointive officials—or perhaps two when a quorum of three Com-
missioners are present—can make laws with serious penal sanctions
in an area no less broad than the economy itself, with the same
legal effect as a law passed by 535 elected Congressmen and Senators.

Thus. Magnuson-Moss represents an awesome and unique grant
of legislative power to the FTC. With it comes awesome and unique

BTranscriPt of Hea[&il?i%non FTC’s gY%Bgelow v._ViEfI]inia. % g O(‘rt.P|2222

g)rﬁg;?rjug%g\?erﬁsﬁ% D. 503?“82\&“ élgﬁxu V. ;/ér igl@ta iﬁfﬁ% ?ngje#ﬁerr
o iclal !?or oration . FTC, YS% o

61l (CA- 19763 crt. denied.
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responsibility. The responsibility should include a firm commitment
to irreproachable procedural impartiality with an administrative ana-
logue to separation of powers. That commitment is not manifest in
the procedures followed in the making of TRR’.

The oddest aspect, and the one most offensive to a sense of
elemental fairness, is that the Hearing Officer is a staff attorney,
usually of the Bureau prosecuting the rule. This means at the end
of the assignment he goes right back to the bureau to prosecute
cases alleging violations of the rule. His work life, career chances,
performance evaluations, selection of asmgnments, salary increases
and perhaps job security are in the hands of the most avid champions
of the proposed rule, the Bureau Director and his staff.

A less obvious problem, but one as defeating of procedural ob-
jectivity, is the way the Commissioners receive the reports of the
record. Xo one expects the Commissioners to read tens of thousands
of transcript pages. The Hearing Officer merely summarizes the
record—he does not make recommendations on a proposed rule. The
FTC staff proponents then analyze the record and the Hearing Of-
ficer’s summary, and they, FTC staff proponents, make recommen-
dations. As Washington lawyer Robert L. Wald1 recently i)omted
out, the prosecuting staff's report is analogous to the Initial Deci-
sion in an FTC adjudicative proceeding.

Another problem is ex parte contacts. Though Commissioners and
staffers will not hold off-the-record discussions of the TRR'S with
industry representatives, the prosecuting staff considers itself free
to discuss the ruIemaklnP sub rosa with Presiding Officers who are,
after all, their once and future colleagues.

| want it to be very clear that 1 do not for a moment question
the objectivity of individual Hearln]g Officers. T do not know them,
but | assume they are fair people. The point is, the?/ are being put
in an unfair position by a procedure that is inherently inobjective.

| call to ¥our attention to, and strongly endorse, the following
procedural reforms which Bob Wald16 proposed, and | will now
summarize:

First, appoint independent Administrative Law Judges and not
FTC staff attorneys to preside over the hearings. | fervently hope

~°Wald, After the Hearing is Quer. Practicing Law Institute, Washington,
e arﬁﬁ. BeFBre %on erenceg %195 D. é arch 18, ]%u y
ulemaking Procedures and Practice, Id.
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this obvious step can be adopted and implemented in time for the
hearings on the Antacid Warnings TRR.

Second, have the presiding Administrative Law Jud%es analyze
the record and make recommendations after—not before—the prosecut-
mg staff and other interested parties make their comments; give each
Administrative Law Judge a staff of at least one legal professional
to help get this job done.

Third, prohibit all ex parte contacts on the TRR between FTC
staff, on the one hand, and the Commissioners, the presiding Ad-
ministrative Law Judge, and their personal staffs, on the other.17

These steps in my view are indispensable to a belief in the integrity
of the Process—bellef by industry, by reviewing judges, and in its
heart of hearts, by FTC Staff,

So much for my three issues. How long will it be before they
are somehow resolved, and they recede from consciousness?

| am sure_only that new issues will take their place, and lawyers
will meet again and again to try and see the future. We have got to
keep doing 1t until we get it right. [The End]

1ot (KB Pt s 67y
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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.

HE TOPIC | AM covering, legal issues in the Federal Trade
TComm|33|qn (FTC) trade regulation rules (TRRs), implicates a host
1 of issues in a.bur%.eomng area of administrative law. agency rulemak-
ing. As always, time limitations force considerable selectivity.

~ As most of you know, the FTC first beqan to assert and exer-
cise rulemaking powers in the 1960s. Generally, the Agency’s early
rules were unexceptional in scope and content and were relatively
uncontroversial. In the 1970s, however, litigation1 challenging the na-
ture and scope of the FTC's rulemaking authority led to Congres-
sional consideration of various legislative proposals to codify the
Commission’s rulemaking powers. The result was the enactment,
on January 4, 1975, of the Magnuson-Moss Warranty-Federal Trade
Commission Improvements Act.2

Section 202 of the Magnuson-Moss Act authorizes the FTC to
prescribe “rules which define with specificity acts or practices which
are unfair or deceptive.” This section also expressly provides that
such “rules may include requirements prescribed for the.J)urpose. of
preventing such acts or practices.”3 The Act further provides specific
[F))rocedures, supplementing those contained in the Administrative

rocedure Act FAPA), to govern FTC rulemaking proceedings.4

The FTC has not been at all reticent in exercising its newly
conferred Rlowe_rs. It has initiated approximately 16 rulemaking pro-
ceedings. No final rule has yet been the subject of judicialreview,

ol SRIEESE RS

= cert denied, 415 ec. 57a(a) (1) (B).
: C. g?a{%}.( ) (B)
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however, so this discussion is necessarily an exercise in legal specu-
lation. The uncertainty inherent in such speculation is compounded
both by the hybrid nature of the rulemaking procedures specified by
the Magnuson-Moss Act, and hy the mcreasmglg closer _g_ud;ual
scrutiny being given to administrative rulemaking.5> In addition, as
you might expect, during this formative period in FTC rulemaking,
the Commission staff is espousing aggressive and expansive posi-
tions in interpreting and exercising its rulemaking authority.

In my comments, | intend to generalize about some of the funda-
mental legal and policy issues presented by FTC rulemaking under
the Magnuson-Moss Act. While this discussion will be relevant to
the particular trade regulation rules the FTC has proposed for over-
the-counter drugs, its intended focus is somewhat broader. If there
IS an un_derl?;!nﬂ theme to my comments, it is that Magnuson-Moss
rulemaking highlights the fundamental issue of whether FTC rule-
maklng[should be viewed as “adjudicative” or “legislative” in char-
acter. The Commission |tself_ai)pears.to view its role in these rule-
making proceedings as essentia I¥ legislative—in other words, it sees
itself as simply an extension of Congress, as a deliberative body
whose obligation it is to listen to everyone’s views and then to make
pollcY judgments without particular emphasis placed on the tradi-
tional judicial function of weighing the_evidence. And it may well be
that this is the concept of administrative rulemaking that Congress
had in mind when it granted explicit rulemaking Eowers to the FTC.
As Professor Davis has gomte out,8 however, there are some very
fundamental differences between a body consisting of several hun-
dred popularly elected officials, and a five-member administrative
agency—particularly one with far-reaching prosecutorial powers such
as are possessed by the FTC.

Role of the FTC

| think it is clear from the rulemaking proceedings conducted
to date, however, that the FTC staff assigned to a particular role
has come to view its role as that of being advocates in support of
the rule which is under consideration. Implicit in the role of an
advocate is the propensity to concentrate upon that evidence which
most strongly supports his case, to contest the evidence opposed to
his case, and to limit “premature” notice to his adversaries, to thes

bKestenhaum, “Rulemaking Beyond  *K. Davis, Administrative Law, Secs.
APA: Crtit rr|na for Tna?—T%e Proce- 605 ant? 6.0% @9585.

)
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extent ﬁoss_ible, of basic facts and theories of law underlying his
case. The increasingly adversarial nature of the actual conduct of
FTC rulemaking proceedings cannot be squared, in my opinion, with
a simultaneous characterization of Magnuson-Moss Act rulemaking
as open, quasi-legislative fact-finding to be conducted through infor-
mal rulemaklnfq procedures. The legitimacy of the adversarial ap-
proach to fact-finding and decision-making rests on well-defined pro-
cedural safeguards and balanced adversarial powers which are cur-
rently lacking in the context of Magnuson-Moss rulemaking. Thus,
in_reviewing the s‘pe_mﬁc legal issues which are evolving in FTC
TRRs, this underlying legislative-adjudicative tension should be
kept in mind.

In fact, this tension is emphasized by the “hybrid approach”
to rulemaking established in the Magnuson-Moss Act. The APAT
established a dichotomy between formal and informal rulemaking.
Formal rulemaking accords many of the .rlglhts. possessed by a
defendant in an adjudicatory proceeding, including formal notice
of a charge, a full evidentiary hearing, and a right to cross-examina-
tion. In contrast, informal notice and an opportunity to comment are
the basic accoutrements necessary to informal rulemaking which
thereby takes on a legislative cast. Magnuson-Moss rulemaking, how-
ever, while starting with the informal rulemaking/legislative model,
includes some significant characteristics which evoke the adjudicative
model of formal rulemaking. This “hybrjd form” of rulemaking set
forth by Magnuson-Moss, with its analogies to the adjudicatory model
of agencg action, emphasizes a variety of legal issues as to what
ought to be the rights of parties involved in Magnuson-Moss rulemaking.

Legal Rights of Parties Involved

~ Rather than attempt to rank these issues in terms of seeming
importance. | have decided to take them up more or less in the order
in which they arise in a normal FTC (TRR) proceeding.

First, there is the issue of the adequacy of the initial notice of
a proposed rule. In requiring that the Commission “publish a notice
of proposed rulemaking stating with particularity the reason for
the proposed rule."8the Magnuson-Moss Act requires a more detailed
initial explanation of proAJosed action than is required for informal
rulemaking under the APA. So far. the FTC’s initial notices have
stated the Commission's reason to believe the existence and preva-

75U. S. C. Sec. 553 ct scg. “B5 U. S C Sec. 57a(b) (1).
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lence of certain violations and have made reference to substantial
material in the Commission’s possession as the hasis for this belief.
These notices have not, however, provided any discussion or analysis
of, or citation to, the specrfrc evrdentrary information which led the
Commission to propose the rule. Whether such notice is sufficient to
comply with the intent of Congress is an open question. Some com-
mentators have suggested it is not. One concluded that:

“The noérces thus have not reﬂurred and e nof calculated to encoy age the
intereste ?artres to, examine the ant |cr ate ev ]qhentré canflicts or t rac-
fica need ror drreft 0r_Cross dex atron mmi srons resent tion
Itself 15 I hypothetica ter s and discloses no specific re atron 0 Whatever
evidentiary bases may exist.

A second commentator went further:

“There [S in our view no £ust Ification .for farlure to fuIIY i(CJOSG all rellevant
rmatron concernhng th #ommrssrons Eﬁ e e

as W
H gty U e bl e o 1 alh

nearing aid ru
rious e.a ||ty of an mdustrq to rasona comment uon

e reju
B rssém%rnrnr.cr e g ol e, e oot
A second aspect of the Magnuson-Moss Act which raises a num-
ber of legal issues is the definition of the “rulemaking record.” The
contents of the rulemaking record are specified in the Act. They are:
the initial notice; the hearing transcript; all written submissions;
and “any other information which the Commrssron considers rele-
vant. .. ,"lL That final phrase raises the issue of to what extent the
FTC will be permitted to exercise its expertise or otherwise rely
on matters outside the public record. Arguably, since interested per-
sons are entitled to cross-examine and to present rebuttal submis-
sions on all disputed issues of material fact,22 the FTC should be
circumscribed in any attempt to rely on matters as to which no
opportunity for examination or rebuttal is presented.

The Rulemaking Record

In regard to the development and availability of the rulemakrng
record, the issue of adequate op%ortunrty for comment by intereste
persons is hrghlrghted by a number of practical problems. The Magi
nuson-Moss Act specifically requires the FTC to make publicly aval
able all submissions by interested persons of written data, views, and

?DKeStilgI%gH]csat gtggtement hefore the %]%U'. %.%%ec'. g?aic; %% 2%3

ubcommittes on  Consumer Pr tectron
Inance, House Interstate & n
ommerce’ Committee ? arch 16, 1 7%
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arguments.13 In_view of the enormous masses of materials being
dumped into FTC rulemaking records, this requirement poses a
considerahle |0?IS'[IC&| problem. Anyone who has visited the public
records room at the Commission in"the hope of perusmg the record
in a rulemaking proceeding is well aware of the unpredictable out-
come of such a venture. Very often several binders are not available
purportedly because a prior request for copying has removed them
to the xeroxing room. In at least one instance, one whole binder of
industry comments disappeared completely.4 Very often there is a
considerable time lag hetween FTC receipt of documents and their
public availability. In some instances, this delay results in volumes
of material being dumped on the Publlc record days before the com-
mencement of hearings. On top of all of this, indexing of documents
is often haphazard and confusing, and meanmgful digests or analyses
of documents are totally lacking. In short, for anyone not able to
spend hours or days in Washington, D. C., a “record” maintained
in this manner is simply meaningless.

‘Perhaps the best way to underscore this point is with the fol-
lowing quta_tlon of J. Skelly Wright of the U. S. Court of Appeals
for the District of Columbia.

“Considering the unpleasant remarks a number of courts have .made recentl
about t e_s%ate 0 a%mlnlstratlve records, | esu\ggest %at. the time. Is not.iayr

grgt%l\fgintﬁg R KEh) he dhency .naﬁéaeuat&"ﬂ(?##uégi'c?r' icom-
Legal issues are also raised by the roles of the various FTC staff
personnel involved in rulemaking. The FTC has long been some-
what schizophrenic about its combined function as investigator, prose-
cutor, judge, and caretaker of the American economy. The exercise
of these diverse functions by the FTC staff, the Presiding Officer, and
the Commission itself are even more confused in the rulemaking context.

The Presiding Officer

For example, the Presiding Officer in an FTC rulemaking pro-
ceeding is not an administrative law judge, but rather an employee
of the Bureau of Consumer Protection. This poses serious tensions
between his responsibility to make a variety of legal rulings in a

dléllgaﬁeu ré/%lu%nejegr]Sﬁza%&lcom&enﬁs or]5 trr%gmal Hi\luelvtevrtrw%téfrwal ItmR?%%ltslgﬁg

stru tggﬁ_ln 1o osead Trad Ree. Soec. POr ess”ném/ggqn?{]n.a L.m%g\cl. §5a egri_egﬁ
ki
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quasi-adversarial proceeding, and his responsibility to follow the di-
rections of the Bureau Director who is effectively supporting adop-
tion of the rule. More specifically, the Presiding Officer, who is
granted a vast amout of discretion and authority in the conduct of
the proceedings, is a staff attorney with the same status and stature
as the FTC attorneys who are supporting the proposed trade regu-
lation rule. It has been pointed out that:

“the Pre5|d|ng Officer, . who has discretion over s%ch importapt items as ﬁ
W et [ crohss examm t|on Il be germnt)ed he extent 0 [)oss exami
wnat_extent re utta? %u missions  will

g to what extent |scover?j ermllted and ?f etlﬁer
e B Gl ﬁ“efsrw'a F R o

by U‘.ss.o? it A o
ommr}gsmn gﬁer aﬁﬁ %vhat gxt nt a hnal ruIr %hou?d e agopt [)

These tensions may well be found to have adverse impact on the
Presiding Officer’s ability to conduct a fair impartial hearing.

Consider also the Commission staff. As mentioned previously, they
find themselves caught between a perceived obligation to use the rule-
making proceeding as a means to investigate impartially the need
for ana form of a rule, and, on the other hand, an obligation to use all
forms of advocacy to defend a rule it has drafted. To the extent that
the FTC staff adopts the advocacy role, can this be squared, for ex-
ample, with their ex parte ability to communicate with the Commission
at any time? The filing deadlines and limited opportunities to be heard
which constrain outside parties simply do not exist for the FTC staff.
Nor is there any way for other participants 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 finaII% presented
0 the Commission. In addition, | seriously question whether the
Commission—in view of the lack of anything resembling an impartial
initial decision by an administrative law judge such as they have
before them in an adjudicative case—is in a position to give any kind
of adequate review to the enormous record amassed below. None of
these situations is without due process implications.

I Vakerics, note 10, supra.
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Cross-Examination

Two other areas of legal controversy were created by the Mag-
nuson-Moss Act. First, there is the effect of the new procedural rights
accorded to participants in the proceeding.l7 These rights are com-
prised basically of the right to conduct or have conducted cross-ex-
amination of other witnesses, the right to submit rebuttal evidence
designed to contradict other evidence or testimony in the record, and
the right to seek compulsory process to compel the attendance of
witnesses. The vv_a% these quasi-adjudicatory rights are exercised, and
the extent to which their use is curtailed by the Presiding Officers,
are fertile areas for legal argument. Since these procedural rights are
formally available only with re?ard to the “disputed issues of material
fact” which have been designated by the Presiding Officer, the desig-
nation of such issues is in itself an event with legal significance. In
this regard, it might be noted that attempts to limit cross-examination
to “the designated issues of dlsP.uted fact” have proven to be simply
unworkable. The Presiding Officers in FTC rulemaking proceedln?s
have, however, adopted what many feel to be an equally unworkable
alternative, that is, time limitations on cross-examination.

~ Similarly, while the Magnuson-Moss Act requires that the Com-
mission permit the submission of rebuttal evidence, this rlqht of re-
buttal has been limited in actual practice. First, all rebuttal submis-
sions must be made within 30 or 60 days after the close of the record,
and this often does not permit adequate time to prepare rebuttal for
a record of the size being developed in FTC rulemaking. A second
_serlousgroblem arises from the fact that all interested parties, includ-
ing FTC staff attorneys, are required to submit the rebuttal on the
same day. This leaves open the opportunity for the FTC staff to place
substantial amounts of new evidence into the record, with the com-
fortable knowledge that this new evidence cannot be subject to re-
buttal by the industry to be regulated. This allegedly occutred in the
hearing aid rulemakln? proceeding when, on the last day the record
was open, the FTC staff attorneys submitted approximately 2,000 pages
of what industry lawyers characterize as new evidence.

Remedial Powers

In my opinion, however, the most significant legal issue in Mag-
nuson-Moss rulemaking may turn out to be the scope of the Com-
mission’s remedial powers. In many of its proposed rules, the FTC

1755 U. S. C. Sec. 57a(c).
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appears to be parlaying its essentially negative definitional authority
to define and proscribe unfair and deceptive practices into an affirma-
tive power to prescribe a particularized, mandatory, and often far-
reaching code of fair conduct for an entire industry. It is true, as |
noted earlier, that the Commission has been given power to prescribe
requirements for the prevention of illegal practices.$8 But this only
raises the question of what limits there are to this power. For instance,
the Commission is specifically directed to consider the impact of its
rules on consumers and on small businesses.9 Detailed and inflexible
remedial provisions can have severe impact in terms of raising the
cost of ﬁroduc.ts to the consumer, or d(lyln? the smaller operator’s costs
up to the point where he is competitively impaired. Repercussions
sgch als these must bear upon the validity of the remedial provisions
of a rule.

Moreover, it seems to me there ought to be some correlation hetween
the FTC’s showing of the prevalence of illegal or unfair practices in
an industry and the strictness of the remedies it proposes. In other
words, | do not think a court should uphold a rule which sets out
detailed and complex compliance requirements for a whole industry
to follow where only a minority of the industry was involved in the
objectionable practices in the first place. Analogies to the adjudicative
model are misleading in this instance. It is one thing to “fence-in”
a single respondent who has been proven individually to have violated
the FTC Act, and quite another thing to corral a whole industry via
some guilt-by-association reasoning.

It can also be argued that the further the Commission moves from
proscription of unfair or deceptive acts and practices to the mandating
of numerous preventive remedial provisions, the greater is the quantum
of record evidence required to support the rule.

Judicial Review

Lastly, at the same time that these issues will be resolved in the
courts there will arise issues as to the standard and scope of judicial
review itself. The Magnuson-Moss Act specifies that Commission rules
be reviewed on a “substantial evidence” standard.20 This represents
a clear and intentional departure from the usual “arbitrary and ca-
pricious” standard for review of agency rules. As to the scope of judicial

BSee. note 2, supra. 205 U. S. C. Sec. 57a(e) (3) (A).
BEUS. € 5 57a(8)(1)(C). 66 (A)
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review, on the other hand, the Magnuson-Moss Act mystifyingly attempts
to exempt the FTC'’s statement of basis and purpose from such review.2L

~'would like to close with a quotation from a recent law journal
article which | think is directly applicable:

trugggliﬂg tt\ add'ust to the greatly increased im-

“The legal system is still
ortanceg of AK?_ormal _ruﬁeme(lF| old n tIOIf]S thTt such rules are scarce j

ubject to_judicial review an t&tt right to a forma hearmg Bwst cho%)an
?n significant agency action have for“a raCTllﬁi gtirpos een abandaned.
nstead, agfenmes tend 10 lﬁe a number ot carefully selected formal procedures
In Informa rulemaklnﬁ Itself. . ..

“To date, however, these procedures have not ful succeedeg in creat'ng an
?Iternatlv tthct re for adrglmstratlve ctllon whickt can \Br%l e a satistactory
ramework Dboth tor agency decisions and for judicial review.

In short, there are many complex legal and practical issues to be

resolved before the Magnuson-Moss Act will be found to have lived
up to its title as the FTC “Improvements” Act. [The End]

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 b
the Food and DrUtﬁ] Administration (F_DA{1 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.
Fatlent, aplphes_ to manufacturers and suppliers who deferred preparing
abeling 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
CoIIeEe of Obstetricians and Gynecolo?y requesting a permanent stay.
The FDA then agreed to delay the eftective date of the regulation b
as many days as it took to evaluate the petition. On September {
the Agency rejected the petition and set the new effective date.

CCH Food Drug Cosmetic Law Reporter, No. 766

215 U. S. C. Sec. 57a(e) (5) (C). r%w. F rederien, Jr., “Formal Ref-

0 d Informal Rulemaking,” 85 Yale
"5 % 76 (1675). J
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Consumer Nutrition Advocacy

By ESTHER PETERSON

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

UST WHAT IS IT consumers are after in the marketplace? | think
J consumers want to make informed decisions, intelligent choices.

Perhaps that doesn’t sound like much, but the truth Is, especially in
the food industry, the consumer is still a reactor rather than an actor.
| have found, however, that having the consumer as an active participant
tells one more about consumer needs and wants than a hundred ex-
pensive consumer surveys.

You are here to hear and discuss some thoughts on how to meet
the changing needs of consumers, but | thought | would expand that
to say “...as they try to adjust to our changing food supply and as
_thfey have to depend more on the food industry for vital consumer
Information ... "

| would like to discuss today the evolution of nutrition labeling—
a case history of consumer, industry and government joint action to
reach a common goal.

~In the late 1960’s, consumer groups be?an advocating more informa-
tion, both on food labels and at the point of purchase. Nutrition labeling
became part of this drive. Nutrition labeling has grown from a rudi-
mentary concept in the early 1970 to a widely accepted, if not always
understood, component of most food labels today.

Initially, Giant Food in Washington, D. C., along with National
Tea in Chicago, the Berkeley Food Co-op and other regional food
retailers developed prototype nutrition labeling programs in 1971 and 1972,

_After some hesitancy on the part of the Food and Drug Adminis-
tration (FDA), these prototype labels were cleared. The tacit message
in this giove[nmental action was that providing nutrition information
through labeling was reasonable, plausible and pragmatic, and furthermore,
that the regulatory agencies were willing to develop the necessary
standards and procedures. Therefore, the large national brand food
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processors moved quickly to adopt nutrition labeling and to create the
necessary technical support systems.

Significance of Nutrition Labeling

The significance of the evolution of nutrition labeling goes beKond
the availability of a new set of useful data about the food we eat, how-
ever. We have at least learned the fo.IIowm(IJ< about the participants
in the process and the results of the actions taken by all of them:

(1) A fundamental change in the information available on
food product labels has occurred without a specific mandate
from either the Congress or the Executive.

~(2) Consumer groups, by participating in an incremental de-

cision process, implicitly acknowledge that food processors, within
basic health safequards, will still control the food products that
reach the marketplace.

~(3) The federal government, without clear legislative direc-
tion, can assume a positive role in food policy. Nutrition labeling
requires dietary standards, and the FDA has developed the U. S,
Recommended Daily Allowance to fill this need.

(4) The food label which once expressed the processors' view
of the package contents now describes the product value from the
consumers’or buyers’ vantagepoint.

Nutrition labeling is still evolving, but we still face two major
problems. First, there are no adequate data for meat and produce
according to the FDA’s requirements. The United States Department
of Agriculture’s (USDA’s) Handbook Number 8 is not deemed ade-
quate by the FDA. So. meat and produce retailers, manufacturers
and growers are attempting to deal with this problem. Second, even
If there were adequate data, we still face the problem of consumer
understanding and use of nutrition labeling information. The problem
here is primarily communication and label design.

The Public Interest

Nevertheless, nutrition labeling is a stunning achievement because it
demonstrates what happens when consumers participate in a proce-
dure that allows all segments of the food system to adjust together
to product and information changes. When everyone participates, the
result works to the benefit of each and to the whole.
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We did find that there were problems, but we can learn from that.
The government naturally believes that it can and must define the
public interest. It has the legal power and the means to do so. Tradi-
tional political theory supports this role. In the case of nutrition
labeling, however, government action focused on writing the regula-
tions aimed at future compliance, rather than getting information to
consumers.

The regulations are relatively stringent. Producers of hasic agricul-
tural products such as fruits, vegetables and meats had no data. They
were not allowed to use the data from Agricultural Handbook 8 be-
cause the data are not specific enough to the product as sold. Admit-
tedly, the data are old, but the producers had nothing better. They
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_agricultural producers have not. This problem
was partially recognized b{ the regulators, but their legal advisors
tc)onvmc_?d them that the only way to keep the industry honest was to
e specific.

The poor consumers, not to mention the agricultural producers,
were left out in the cold. Half of the products purchased could not be.
labeled. Consumer understanding of nutrition labeling was dealt a
serious blow. Six years later we still do not have this labeling. What
a pity it is since nutrition labeling could have been a basic educational
tool If it included these products. Even the posters and pamphlets
Giant Food produced had to go because they, too, were based on
Handbook 8. And what a disappointment this has been for the teachers
who repeatedly requested these materials for classroom use.

Government Regulations

O.nlr recently, with the encouragement of consumers and retailers,
eslgemaly Giant Food, have we started to try to get producers and the
FDA together to discuss ways around these roadblocks. The govern-
ment has found the nature of the regulations as detrimental to the
proqram as the industry and the consumers, Yet it has taken the work
of all the ?roups to come up with solutions. 1 am hopeful we will see
some results in the next year or so.

Thus, government regulation may end up making things worse
rather than better. Regulators may have their own unique interests
and may protect these interests rather than formulate the public interest
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as a whole by their decisions. What emerges from this experience
are at least two lessons :

(1) A working definition of the public interest recognizes that
no one group can finally define it and that the public interest is
the hest combination of all specific interests; and

(22) If a proper means exists to insure that all segments of
the public can participate in the decision, whether and in what
form to have regulation, then everyone should benefit, consumers,
industry and government.

| think these are the reasons why | have accepted President
Carter’s invitation to return to the White House and to work to secure
passage of the Agency for Consumer Advocacy.

| know that effective consumer advocacy is to improve the way
rules and regulations are made, the way they are carried out, and to
question whether they may work at all.” Effective consumer advocacy
IS not to impose arbitrary and capricious rules which prevent goods
and services from reaching the consumer.

| am sure these points have escaped many of the critics of the
advocacy agency. The agency offers the citizen an opportunity to
restore responsive [qovernment and to eliminate those parts of our
government which fong ago ceased to perform any useful function.

Consumer Advocacy

My experience over the past eight years is that consumers are
able to participate responsibly in the definition of the public interest,
and that their efforts are beneficial in often very subtle ways.

This is not altogether surprising, if you consider some simple facts.
There is but one food system and its troubles generallv occur when
one segment dominates the others, or when one segment is excluded
from decisions which affect it.

Let me stress, the story is not over—consumers could have even
better information and they will make even more informed decisions
when the government listens more.

If the FDA and USDA listen to the meat and produce industries,
we will be able to get more data on which to base labeling. If they
listen to consumers, we mav be able to devise a format which is more
easily understood and. therefore, more quickly communicated.
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If the Federal Trade Commission ingists on sticking to its Food
Advertising regiulatlon,.perhaps we can find a common ground where
industry can talk meaningfully about nutrition without destroying the
impact of the commercial.

Consumers often see problems as simpler than they are, but that
has a refreshing directness. Consumers can help both government
and industry look at the uncluttered issue of information before the
distracting details that make it all seem too complicated to tackle.

[The End]

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
(FDA) 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 dru% applications to submit reports of co_nvlncmg
studies justifying subtherapeutic use. Further, evidence has indicate
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 Food Drug Cosmetic Law Reporter, 142,032
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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
|g_roducts are food additives or, in some instances, color additives, the
ood 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

The 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 p_oultrr 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 preventm% the. formation of botulinal toxin,
and whether the substances are otherwise safe for human consumption.

Although the _Agencr has reached no final judgment about whether
a regulation provisiona lY listing the, substances for use as color addi-
tives or whether an interim food additive regulation coverln% gven
restricted use of the sgbstances in poullﬁy gro?ucts w;%uld e ap-
E{ropnate, it will consider p_roposmg such” regulations if requested.
equests 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 Food Drug Cosmetic Law Reporter, 42,033
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