The Park Case

By RICHARD A. MERRILL

Mr. Mersill Is Chief Counsel of the Food and Drug Adminisiration.

1SCUSSION OF THE PARK CASE? is an open invitation to

hyperbole from both the critics and the defenders of Mr. Chief
Justice Burger's decision. Representatives of the Food and Drug
Administration (FDA) might be expacied to call forth Justice Frank-
furter's vivid statements of the high purposes of the Food and
Drug Act. Advocates of acquittal. mueh in the nature of a second
appeal to the jury, will invoke the “fundamental jrinciples of Anglo-
American jurisprudence” and the spirit of the founding fathers.

This discussion will be more useiul, however, if its tone is more
skeptical.

Let me begin in this vein by wondering, only half {acctiously,
why the Park decision has been madce the focus of a pancl on the
FDA's enforcement policies Not that the role of eriminal prosecu-
tion in the enforcement of laws intended to protecet consumers is not

an important subject. But one may justifiably question how much the
Park decision has to cantribute to the topic.

Pcople talk about the Park decision, in either hushed or angered
tones. as if it had comc as a surprise. Yet. since 1906, federal law has
imposed strict liability on producers of jood and drugs. That palicy
was consciously reasseried by Congress in 1938 And in the famous
Dotterwecich case in 137 the Supreme Court eonfirmed that Con--
gress' judgment was both sensible aned constitutional. Indeed. Chiei
Justice Burger lumseli spends a gund portion of his apinion in Perk
explaining that criminal hability without proo{ of “awarenese of
some wronzdoing™ is by noanecans novel.

YU S v. Port. 95 S, Ct, 1903 (1975). " U0, 8. v. Dettersccich, 320 U. S. 277
(1943},
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Facts of the Case

Justice Burger's oupinion, to be sure, contains some fine round
words, but they do not account fur the stir the Park decision has
causcd. Nor, | submit, do the facts of the case.

Very dew people have seriously sugrested that Mro Park was
unjustly convicted of 3 misdemeanar. Consider wiat the governmen:
was able to prove at the trial: )

(1) FDA inspectors had, on three separate occasions. discovered
serious sanitation violations in warchouses operated by Acme Super-
markets. It has never been suggested that no violations of law oceurred.

(2) The last two inspections conducted by the FDA were of

the same Baltimore warchouse . . . demonstraving either a persistent

problems, or a persistent indifference to its solution.

(3) Mr. Park acknowledged that not only was warchouse sani-
tation onc of the matters for which he aceepted responsibility, but
that he had specifically delegated to suburdinates the job of solving
the problem in Baltimore.

(4) Mr. Park was aware that the problem. discovered first in
Philadelphia and subscquently in Baltimore, was not being solved
or, at lcast, was continuing. He was. in short, on notice that his
“system” was not working.

In the face of this evidence, under the standard announced in
Dottericeich, it cannot be i surprise that the jury convieted or that
the Supreme Court affirmed.

Strict Criminal Lliability

] do not want to be understood as denigrating the efiorts of
the Supreme Court on our behalf. The Park opinion is a workman-
like product, and it reconfirms both the impurtance and the legitimacy
of strict criminal lability for viclatiuns of the Federal Food, Drug
and Cosmetic Act. But it is also an unsatisfactory decision in some
ways, for it leaves troubling questions unanswered.

Two that come quickly ta mind arc: (1) the Court’s failure 10
‘expluin precisely what the government must show to establish that
a defendant had a “reasonable relation™ to the violations charged;
and (2) the Court’s cursory treatment of what is beenming known as
the “impossibility™ defense,

race (S84 FOOD LKUG COSMETIC LAW JOURNAL=-DECEM BER. 1973

Ts.

Sute of Louisizna. All claims ol privilege.

Produced wnder Order 1/11200 in Boss v, Conoco #90-4837 chw Landon #97-7945

14th Judicial District Count,
,nrk product and conlidentiality reserved in all orher manie

vC3131




. VoA
Ocu,,‘:.ac’-m. AL AR T

v ¢,
'IO ,..‘l uh‘*' ‘IL .f’ “\ '" ."Oq ‘Pl‘ 1]

. S Sy s v— F P

atadath as et e & v P,

-t

Two cases now before the Ninth Circuit Court of Appeals, Starr
and Mata, will soon speak to the latter issue. Therefore, 1 shall not
explore it further,

On the former issue, which is really the heart of the matter,
the Court says essentially that the facts proved by the governmem
in Park clcarly demonstrated such a relationship and that the jury
instructions, though perhaps lacking in specificity, were adequate to
focus the jury's attention on the facts before it.

It may not, however, be possible to do much better with this
issue. We struggle very hard in reviewing proposcd prosecutions to
satisfy oursclves that the evidence of individual involvement—of op-
portunity tu know and ability to prevent or correct—is adequate
enough to justify prosecution. We are attempting to articulate and
publish criteria for recommending prosecution, becanse we recognize
that the uncertain scope of the Park decision—indeed, of the Act it-

seli—imposes on us an obligation to deploy this ultimate sanction
with great care.

Basic Ground Rules

The government's brief in the Park case identifies certain basic
ground rules. First, we almost always will include one or more indi-
viduzls as defendants: corporations alone do not commit crimes. At
the same timc. we will not include individuals who lack authority
to prevent or correct violations or who could not be expected to
have been awiare of violations in the reasonable exercize of their
corpurate duties. And. even if investigation discloses ti.c elements
oi liabiliy. ordinarily we do not recommend prosecution unless the
defendant, after learning of the violations, fails to correet themr or
10 make changes to prevent their recurrence.

Our standards for reierence of cases to the Department of Justice
fucus on continuing violations, on violations of an olivious and fa-
grant nature and on intentionally false or fraudulent violations.

These criteria may sound too flexible Lut, in praciice. they pro-
duce a high derree of continuity and coasistency in our recommenda-
tions. Morcover, it is important to recoygmize that the prmecutor\'
function inevitably entails the exercise of judgment. The scope of
our discretion under Park is not, I submit. notably dificrent than
that exercised hy most local prosecutors,

This leaves the central issue of whether strict, though not abso-
lute, eriminal hability is an appropriate feature of a scheme for repru-

THE FAKK CASE racr. 685

1

, Siate of Louisiana. All claims of privilege,
d in all other matters.

Produced under Order 1/11/00 in Ross v, Conoge #90-4837 chw Landan #97-7549

14th Judicial District Count
work product and confidenuiality reserve

vC3132



!

lating foods, pharmaceuticals, and medical equipment. In my view,
the answer is self-evident. The other sanctiuns provided by the Act—
or providable by Congress—would not by themselves assure the degree
of punctilious concern for product integrity and safety to which con-
gumers are entitled and too often fail to receive. .

Testimony Before Congress

The point has since been more eloguently, but never mure iorce-
fully, stated than by Charles Wesley Dunn. whou testified before
Congress in 1945 on beholf of the Grocery Manufacturers of America,
the American Pharmaceutical Manufacturers Association and the
New York State Bar Asscciation. The oecasion was a hearing 10
consider a bill to amend the criminal lability provisions of the Act,
a bill iuspired by reaction to the Dotterweich decision. On that oc-
casion, Mr. Dunn declared: “It has always been the situation under
the Food and Drug Law . .. that intent is not an essential ingredient
of the offense. If you make it so. you simply nullify, in effect. the
practical value of these laws.”

Congress wisely listened to Mr. Dunn thew. The jury is still out
on whether Congress will exhibit the same wisdom this time around.

The proposed Consumer Food Act. recently reported hy the
Scunate Conunerce Committee. includes a provision that wou'd re-
quire the FDDA to prove that a defendant charged with violating the
food provisions of the Act did so knowingly, willfully or negligently.
Aund it is widely rumored that the House Committec un Interstate
and Forcign Conunerce will be invited, and possibiy persuadei. to
aniend the device bill so as to limit criminal lizbility to eases in which
the FDA counld prove that the defendant acted keowingly or willluily,

The latter of these proposals would, in Mr, Dunn's words, “sim-
ply nullify . . . the practical value” of the Federal Food. Druz and
Cosmetic Act. The former, though less destructive of the Aet’s basic
purposcs. represents a fundamental shift in Congressional philosophy
respecting consumer safety. Aad only Congress could then answer
for the praciical effect of its adiption on the wiliingness of individuals
engaged in the production of foad, drugs, devices and coametics to
make the commimment necessary to guarantee that their products are
safe. [(The End)
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