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J o u r n a l  is to record the progress of the 

law in the field of food, drugs and cosmetics, 
and to  provide a constructive discussion of it, 
according to the  h ighest professional s tan 
dards. The F ood D rug  C o s m e t i c  L a w  J o u r n a l  
is the  only forum  for cu rren t discussion of 
such law and it renders an im portan t public 
service, for it is an invaluable m eans (1) to 
create a b e tte r know ledge and understand ing  
of food, d rug  and cosm etic law, ( 2 )  to  p ro
m ote its due operation and developm ent and 
thus (3) to  effectuate its g reat rem edial p u r
poses. In short: While this law receives normal 
legal, adm in istra tive  and judicial consideration, 
there remains a basic need for its appropriate 
study as a fundam ental law of the  land ; the 
J o u r n a l  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 con tribu to rs and not neces
sarily those of the publishers. On this basis con
tributions and comments are invited.
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REPORTS
TO THE READER

‘'T he  E xpanding Scope of Personal 
Criminal Liability of Corporate Execu
tives— Some Im plications of U n ite d  
S ta te s  v . P a r k ’’ by -S'. P ra k a sh  S e th i  and 
R o b e r t W . K a ta , explores the question 
of who should be held responsible in 
the area of crim inal liability and w ith
in w hat guidelines? T h e ir discussion 
centers around the P a r k  case, but in
cludes the theory  of “responsible re la
tion" to the offense as established by 
D ottcrzvc ich . Mr. Sethi is a professor 
in the School of M anagem ent a t the 
U niversity  of T exas at Dallas. Mr. 
K atz is a lec turer in the School of 
B usiness A dm inistration  at the U ni
versity of California at Berkeley. The 
article begins on page 544.

L o u is  S a n tu c c i, an atto rney  for the 
Pharmaceutical M anufacturers Associa
tion. discusses the detention au thority  
of the Food and D rug  A dm inistration  
to keep a suspect p roduct off the m ar
ket. asserting  tha t its seizure action in 
this area was too slow. In h is article, 
“T he L egality  of the A dm inistrative 
R estra in t Provision of the M edical 
Device A m endm ents of 1976: Some 
Constitutional Considerations,” which be
gins on page 571, the au thor cites 
num erous court cases dem onstrating  
the  lack of due process for the m anu

facturer. H e states tha t the s ta tu te  is 
unconstitutionally vague leading to the 
problem s of defining the theory  of 
“ reason to  believe” a product is adul
terated. T he paper was delivered on 
A ugust 10, 1977, a t T he A m erican Bar 
Association’s Annual Meeting in Chicago.

T he Federal Food, D ru g  and Cos
m etic Act of 1938, and the regulation  
of m edical devices, is the beginning 
point of an article by T h o m a s  G. F ie ld , 
Jr . and D o m in ic  S . P ia cenza . “Informed 
C onsent and the Investiga tional U se 
of M edical Devices: A Com parison of 
Com m on L aw  D uties W ith  T hose Im 
posed on R esearchers U n der Section 
520(g) of the M edical Device A m end
m ents of 1976,” explores the various 
studies leading up to  the 1976 Amend
m ents while concen tra ting  on the  is
sue of inform ed consent of the patien t 
to treatm en t. T he article, which be
gins on page 585. w as delivered a t  the 
Sym posium  on M edical Devices and 
Legal R esponsibilities on O ctober 26, 
1977. at the Massachusetts Institute of 
Technology. Mr. Field is Associate 
P rofesso r a t the F rank lin  P ierce Law  
C enter in Concord, New H am pshire. 
M r. Piacenza is a second-year student 
at the L aw  Center.
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The Expanding Scope 
of Personal Criminal Liability 

of Corporate Executives— 
Some Implications 

of United States v. Park
By S. PRAKASH SETHI and ROBERT W . KATZ

S. Prakash Sethi Is Professor of International Business and Busi
ness and Social Policy, School of Management, at the University 
of Texas at Dallas. Robert N. Katz Is Lecturer, School of Business 
Administration, at the University of California at Berkeley.

OX JU N E  9. 1975. the U nited  S ta tes Suprem e C ourt upheld the 
conviction of John  R. P ark . P residen t of Acm e M arkets, Inc., 

Philadelphia, for ra t con tam ination  found by Food and D rug  A d
m in istration  (F D A ) inspectors in the superm arket chain’s B altim ore 
w arehouse. T he C ourt decided th a t the Chief E xecutive of a Cor
poration  can be found personally  gu ilty  of crim inal charges if un 
sa tisfacto ry  conditions anyw here in his com pany contam inate food 
or otherw ise endanger health  or safe ty .1

T he Park case was the latest in a long s trin g  of cases th a t have 
consisten tly  broadened the scope of the liability  of a corporate

1 U n ite d  S ta te s  v. J o h n  R . P a r k . 421 
U S 658, 44 L  Ed 2d 489 95 S. Ct. 1903 
(1975).
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executive orig inally  set forth in United States v. Dotterweich2 which 
held a corporate p resident personally  crim inally  liable under the 
F ederal Food, D rug, and Cosm etic A ct3 (hereinafter referred to as 
“T he A c t”) for in troducing  adu ltera ted  and m isbranded products in
to in te rs ta te  com m erce even though  there was no prior know ledge, 
crim inal in ten t, or involvem ent on the p a rt of the executive.4

Both the scope and reach of “T he A c t” under the Dotterweich 
doctrine is now all-inclusive and far-reaching. N ot only does it cover 
drugs, bu t also foods and cosm etics as w ell.5 * F urtherm ore, its reach 
includes corporate officers, partn ers , m anufacturers, distributors-whole- 
salers, retailers, and w arehouse operators. In fact, any “responsib le” 
person under the A ct is sub ject to abso lu te and vicarious liability 
for theoretica lly  any violation of the Act.®

This paper is an a ttem p t to  analyze some recent developm ents 
in the area of personal legal liability  of corporate executives and its 
im plications for corporate m anagem ent and public policy. A lthough 
not novel in its conception, the notion of holding an executive p e r
sonally  liable for the actions of his com pany and em ployees which 
m ay be held to  be in violation of a particu lar law is receiving in
creasing  currency in. a spate of new law s enacted by the C ongress 
in the last few years.7 T he broad expansion in the scope cf personal

2 “T he purposes of th is legislation 
('Food and D rug Administration Act, 
1938) ffius touch phases of the lives 
and health of people which, in the cir
cumstances of modern industrialism, are 
largely beyond self-protection. Regard 
for these purposes should infuse con
struction of the legislation if it is to be 
trea ted  as a w ork ing instrum en t of 
governm ent and not m erely as a col
lection of E nglish words. . . Such 
legislation d ispenses with the conven
tional requirem ent for crim inal con
duct—aw areness of some wrongdoing. 
In  the in terest of larger good, it puts 
the burden of acting  at hazard upon 
a person otherwise innocent but standing 
in responsible relation to a public dan
ger. . .” Justice F ran k fu rte r in U nited  
S ta te s  v . D o tte rw e ic h , 320 U. S. 277, 
280-81 (1943).

3 Federal Food. Drug, and Cosmetic 
Act Sec. 1. 21 U SC Sec. 301 (1970).

4 For a brief history of ffie evolution
of the concept of absolute and vicarious
criminal liability of corporate executives
LIABILITY OF CORPORATE EXECUTIVES

under “Ti e Act" and the D o tte rw e ic h  
doctrine see, Daniel O ’Keefe, Jr., and 
M arc H. Shapiro, “Personal Criminal 
Liability under the Federal Food, Drug, 
and Cosmetic Act, The Dotterweich Doc
tr in e ,” 30 Food Drug Cosmetic Law 
Journal S (Jan u ary  1975).

5 Id. at 18.
0 Id.
7 A survey of 27 Federal health 

o r safety-related s ta tu tes  incorporating 
crim inal penalties for co rpora te execu
tives was reported  in O ’Keefe and 
Shapiro, supra note 4, 51-78. The statutes 
cited w ere: Federal Food, D rug, and 
Cosmetic Act (1938, 1962) : Filled Milk 
Act (1923); Imported Milk Act (1927, 
1940, 1953) : Egg Products Inspection 
Act (1970) ; Poultry Products Inspec
tion Act (1957, 1968); Meat Inspection 
Act (1907, 1967); Diseased Livestock 
and Poultry Act 21 USC § 122 (1884. 
1926, 1928, 1962) ; Animal Quarantine 
Act 21 USC § 122 (1903); D iseased 
L ivestock and P ou ltry  Act 21 U SC 

(C o n tin u e d  on  n e x t  page.)
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crim inal liability  of corporate executives, w ith ou t d irect involve
m ent, know ledge or in ten t, p resum ably  rests  on the assum ption th a t 
it w ould act as an effective de te rren t to corporate conduct th a t is 
con trary  to public welfare.

U n fo rtunate ly , there have been no system atic  studies to show 
the d e te rren t effect of personal crim inal penalties w hen applied to  
corporate law  violations. A nalogies can be draw n only  from  crim inal 
law  w here the effects of incarceration  on overall crim e prevention  
are no t clear. T rue, any expansion of the im position of crim inal lia
bilities on corporate executives should be carefully studied  in term s 
of its probable im pact on achieving desired corporate behavior, keep
ing in perspective the negative effects it m ight have on corporate ef
ficiency and thereby  econom ic and social w elfare of m illions of 
people. H is to ry  also show s th a t such law s are no t easily enforced 
to  th e ir m axim um  lim its, and the penalties im posed are often, sm all 
and  sym bolic. A n executive’s peer group and large segm ents of so
ciety m ay not view  his actions as crim inal, thereby  negating  any 
de te rren t effect th rough  se ttin g  an exam ple. L ast, b u t not least, an 
over-em phasis on personal crim inal liability  for corporate executives 
m ay d istrac t us from  a serious consideration of o ther m easures th a t 
m igh t be m ore effective in d irecting  corpo rate  behavior in directions 
considered m ore socially desirable.

Issues For Analysis
T he decision of the  Suprem e C ourt in United States v. John R . 

Park has substan tia l im plications for bo th  executives and corpora
tions in such areas as o rgan izational s tru c tu res  and decision-m aking 
processes, centra lization  and decentralization  of au th o rity  w ith in  the
corporation , p roduct innovation,
(F o o tn o te  7 co n tin u ed .)
§ 134 (1962); T ran spo rta tion  of Q u ar
an tined Anim als 21 U S C  § 124-127 
(1905, 1928, 1962); Im porta tion  of
Diseased Animals 21 U SC § 104 (1890) ; 
Virus, Serum and Toxin Act (1913) ; 
Drug; Abuse Prevention and Control Act 
(1970) ; Federal W ater Pollution Con
trol Act (1948, 1972) ; Clean A ir Act 
(1955, 1962, 1965. 1967, 1970) ; Con
sumer Product Safety Act (1972) ; N a
tional Traffic and M otor Vehicle Safety 
A ct (1966); R adiation C ontrol for 
Health and Safety Act (1944, 1968); 
Econom ic Poison C ontrol Act (1947, 
1959, 1964, 1970, 1972) ; Environmental
PAGE 546

and m ark etin g  stra teg ies. I t  in tro-
Pesticide Control Act (1947, 1972) ; F ed
eral Hazardous Substances Act (1960,
1966) ; Flammable Fabrics Act (1953,
1967) ; Poison P revention  P ackag ing 
Act (1970); Federal Aviation Act 
(1958) : Occupational Safety and Health 
Act (1970) ; Federal Coal M ine Health 
and Safety Act (1969) ; Fair Packag
ing and Labeling Act (1966) : Federal 
T rade Com m ission Act (1914, 1938, 
1950). T he first year listed in the  
parentheses denotes the year in which 
t-e  statute was first enacted. The sub
sequent years denote the dates when an 
act w as significantly am ended.
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duces a new  elem ent of un certa in ty  in to the chief executive’s discre
tion in dealing  w ith corporate in ternal affairs and creates fu rther 
s tra in s in the in teraction  betw een corporations and o ther social groups, 
includ ing  governm ent agencies.

(1) W h a t a re  the econom ic, social, and po litical im plications of 
a broad expansion in the scope of personal crim inal liability  of cor
porate officers for the  activ ities of th e ir subord ina tes?  H ow  m ight 
it affect the ab ility  of the private  sector to respond effectively to 
social problem s and social p ressures for change?

(2) W h a t types of organ izational s tru c tu res  and decision-m aking 
processes should be developed to m axim ize the discovery of illegal 
actions by subord inates w ith ou t undu ly  re stric tin g  th e ir in itia tive 
and d iscretionary  decision-m aking? Should changes be m ade in a 
com pany’s rew ard  system  to discourage em ployees from  engaging 
in activities th a t could be illegal or have the  po ten tia l of exposing 
the com pany and its officers to  civil and crim inal penalties?

(3) U nder w h at circum stances should a corporate officer be held 
personally  liable for acts of his subord inates?  Should the liability  be 
re la ted  to  personal know ledge or aw areness of crim inal w rongdoing  
on the part of all em ployees in the  o rgan iza tion?  Should such liability  
be lim ited to certain  classes of com pany activities, such as food adu l
tera tion , or should it cover all ac tiv ities?

(4) Are there certain  m ark etin g  and prom otional p ractices which 
are especially susceptib le to  causing public harm  out of proportion  
to th e ir con tribu tion  to the com pany’s g row th and profits? W h a t 
kinds of safeguard  m echanism s can be bu ilt w ith in the  com pany 
organ ization  so th a t the second-order effects of such practices are 
carefully evaluated  before these m arketing  practices are implemented?

Facts of the Park Case
Acme M arkets Inc. is a national retail food chain. I t  has ap

p rox im ately  36,000 em ployees, 874 reta il s to res and 16 w arehouses 
in various p arts  of the U nited  S tates. I ts  headquarters and the office 
of the presiden t are located in Philadelph ia. P ennsylvania. A cm e’s 
“D ivision 6” was headed by a divisional vice-president, R obert W . 
M cCahan. w ith his office in T ow son, M ary lan d : it consisted of a 
w arehouse com plex in B altim ore and approxim ately  110 retail o u t
lets. The B altim ore w arehouse com plex w as approxim ately  250,000 
square feet including an older building of three stories with a basement.8

8 U n ite d  S ta te s  v. Jo h n  R . P a rk , No. to the United States Court of Appeals 
74-215, Petition for a w rit of C ertiorari for the Fourth Circuit (1974), 5.

PAGE 547LIABILITY OF CORPORATE EXECUTIVES



In  N ovem ber-D ecetnber, 1971, a F ederal FD A  investigator, upon 
investigation of the basement of the company’s B altim ore w arehouse 
“found extensive evidence of rodent in festa tio n  in the form  of ra t 
and m ouse pellets th ro u g h o u t the  en tire  perim eter area and along 
the  w all.’’ H e also found th a t the doors leading to  the basem ent of 
the  w arehouse from  the rail-sid ing had openings large enough to p er
m it the en try  of rodents. R odent pellets w ere found on  a num ber of 
different packages of boxes of various item s sto red  in the w arehouse. 
A t a la ter date, the  investigato r w as able to estab lish  th a t he had 
seen other unsanitary conditions such as ra t and m ouse leavings and 
nesting  m aterial in and around food, live and dead roden ts in the 
w arehouse, and liquid drain cleaner sto red  near cooked ham. E x
tremely overcrowded conditions and accumulated trash were also evident.

F ollow ing the inspection, Dr. N orm an K ram er, Chief of Com 
pliance of the  F D A ’s B altim ore office, w rote to P ark  on Janu ary , 
1972, adv ising him  of the conditions a t the B altim ore w arehouse. 
T he le tte r specifically inform ed P ark  th a t the  B altim ore w arehouse 
w as “actively and extensively inhabited by live roden ts” and th a t 
these conditions had “obviously existed for a prolonged period of 
tim e w ith ou t any detection, or w ere com pletely ignored .”9 D r. Kram er 
also sen t a copy of the  le tte r to  R obert W . M cCahan, V ice-P residen t 
of the Acm e B altim ore division. On F eb ruary  7, 1972, M cCahan upon 
the  direction  of P ark , responded to the le tte r from Dr. K ram er. T he 
le tte r claim ed th a t the w arehouse and ad jacen t p rop erty  w ere cleaned, 
th a t increased efforts w ere m ade in ba itin g  for rodents, th a t the build
ing  was inspected, and roden t e n try  po in ts repaired, hazardous house
hold products w ere relocated aw ay from  food products, and additional 
cleaning equipm ent had been purchased, and additional personnel 
hired to  keep the w arehouse clean. In  M arch, 1972, the FD A  con
ducted a second inspection of the B altim ore w arehouse. T he inspector 
noted som e im provem ent in the san ita ry  conditions of the w arehouse 
bu t nonetheless still found evidence of rodent infestation. T he w are
house still contained roden t nesting  m aterial, dead rodents, dam aged 
liquid bait traps, poorly fitting  exterio r doors and roden t con tam i
nated  food products. Subsequent to  the  second inspection, a second 
le tte r  w as sent by the F D A  to P a rk  w ith  a copy to M cCahan. M c
Cahan again  responded and sta ted  th a t close to $70,000 had been 
expended, th e  said $70,000 including the cost of merchandise destroyed,

’ U nited  S ta te s  v . Jo h n  R . P a r k , No. F ou rth  Circuit. B rief for the U nited  
74-215, on w rit of C ertiorari to the S ta tes  (1974), 5.
United States C ourt of Appeals for the
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cost of new  doors, rodent proofing altera tions, au tom atic  sw eeping 
equipm ent, h iring  of additional personnel and o ther items. In  June, 
1972, there was a m eeting  a t the B altim ore office of the F D A  which 
w as a ttended  by M cC ahan and o ther officers of Acme. P a rk  was 
no t p resen t.10

The Legal Proceedings
The District Court (F o r the District of M aryland at Baltimore)

In M arch, 1973, the U nited  S ta tes filed a su it against Acm e and 
P a rk  charg ing  them  w ith five counts of violations of Section 301 (k) 
of the  Food, D rug, and Cosm etic A ct.11 T he first four counts in the 
ind ic tm ent related  to  violations discovered during  the  N ovem ber and 
D ecem ber, 1972 inspection. T he fifth count related  to the M arch, 1972 
inspection. T his action w as one of tw o sim ilar prosecu tions filed 
w ith in  a year a fte r the release of a report by th e  C om ptroller G eneral 
of the United States recommending increased enforcement by the FD A .12

10 U n ite d  S ta te s  7'. J o 'm  R . P a r k , No. 
74-215, on w rit of Certiorari to the 
United States Court of Appeals for the 
F ou rth  Circuit. B rief for R espondent 
(1974). 5-6.

11 Section 301(k ) of F e  Federal Food. 
D rug and Cosmetic Act of 1938, 52 
Stat. 1042, as amended, 21 USC 311 (k) 
provides: T'-e following acts and the 
causing thereof are prohibited :

(k ) T he alterations, mutilation, de
struction, obliteration, or removal of 
F e  whole or any part of the labeling 
of, or the doing of any other act with 
respect to, a food, drug, device or cos- 
met’c, if such act is done while such 
article is held for sale (whether or 
not the first sale) after shipment in 
interstate commerce and results in such 
article being adulterated  or m is
branded.

Sections 303(a) and (b) of the Fed
eral Food, Drug, and Cosmetic Act 
of 1938 52 Stat. 1043, as amended, 21 
U SC 333(a) and (b) provide:

fa ) Any person who violates a pro
vision of section 331 of this title shall 
be imprisoned for not more F a n  one 
year or fined not more than $1,000.00 
or both.

fb) Notwithstanding the provisions 
of subsection (a) of this section, if any 
person commits such a violation after 
a  conviction of him under this section

LIABILITY OF CORPORATE EXECUTIVES

has become final, or commits such a 
violation with the intent to def_aud 
or mislead, such a person shall be im
prisoned for not more than 'h-e-' vears 
or fined not more than $1,000.00 or 
both.
Section 402(a) of the F eU "a ' Food. 

Drug, and Cosmetic Act of 1038. 52 
Stat. 1046, as amended, 21 USC 312(a), 
provides in p a r t :

A food shall be deemed to b» adul
tera ted  * * * (3) if it consists in 
whole or in part of rnv filthy. nutrid. 
or decomposed substance, o- if it is 
otherwise unfit for food: o_ (4) if it 
has been prepared, packed. O" held 
under insanitary conditions wh—ehy it 
may have become contaminated with 
filth, or whereby it mav V '-e  been 
rendered in jurious to health * * *.
12 C om ptroller Genera! of F e  United 

States, D im en s io n s  o f In sa n ita ry  C o n d i
tion s  in  the F o o d  M a n u fa c H,r :nn In d u s 
try , R e p o r t to the C on g ress , No. B-164031 
(a) (April 18. 1972). T ue ot'-er case in
volved F ood Fair, Inc. hea^auartecs in 
Philadelphia. Pennsylvania an6 a Food 
F a ir vice-pres’dent based in T ow son, 
Maryland. Both were c" areed with vio
lations of sections 301 (k) of the Federal 
Food, Drug, and Cosmetic Act. based on 
F e  presence of rodents in Food F a ir’s 
B altim ore w areho-se. T he charges 

(C o n tin u e d  on n e x t  p ag e.)
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Acm e pleaded gu ilty  to all five counts in the  inform ation. P a rk  
pleaded not gu ilty  and sough t to determ ine th e  basis upon which 
the governm ent alleged liability. T he governm ent responded by  s ta t
ing  th a t the evidence “will no t show  th a t the defendant, (P a rk )  per
sonally perform ed the  ac ts” described in the in form ation b u t th a t 
the “G overnm ent’s evidence will sim ply show  th a t the defendant was 
a corporate officer who. under law, bore a re la tionsh ip  to the receipt 
and sto rage of food which w ould sub jec t him  to crim inal liab ility” 
under the principles set forth in United States v. Dotterwcich,13 a de
cision of the U. S. Suprem e C ourt issued in 1943.14

T here was a ju ry  trial. A t the trial, all parties stipu la ted  th a t 
the item s of food described in the  inform ation had been shipped in 
in te rs ta te  com m erce and w ere being  held for sale in the B altim ore 
w arehouse. T he follow ing po in ts w ere m a d e :
For The Prosecution: T he G overnm ent’s case w as th a t “ Mr. P ark  w as 
responsible for seeing th a t san ita tion  w as taken care of, and he had 
a system  set up th a t w as supposed to do that. T his system  d idn’t 
w ork th ree times. A t some po in t in tim e, Mr. P a rk  has to be held 
responsible for th e  fact th a t his system  isn’t w ork ing .”15

(1) T he G overnm ent showed th a t P ark  was aw are of the sani
ta tion  problem s in the B altim ore w arehouse hav ing received the  cor
respondence from  the F D A  w ith  copies to M cCahan, and M cC ahan’s 
responses to the F D A ’s com m unications.

(2) P ark  acknow ledged th a t on M arch 24, 1970, he was advised 
by the FD A  th a t discarded paper and o ther debris, p rov id ing po ten
tial roden t harborage, ill-fitting  doors prov id ing po ten tia l rodent en- 
tryw ays, and “roden t nesting , roden t excretion pellets, rodent stained 
bale bagg ing  and roden t gnaw ed ho les” had been observed a t A cm e’s 
Philadelph ia w arehouse.

(3) T hrough  cross-exam ination of P ark , the prosecu tion  showed 
th a t w ith the exception of the divisional vice-president, the sam e cor
porate officials had responsib ility  for san ita tion  in both B altim ore 
and Philadelphia.

P ark  conceded th a t san ita tion  “ is a th in g  th a t I am responsible 
for in the entire  operation of the  com pany” and sta ted  th a t he assigned 
th is phase of the com pany’s operation to  “dependable subord inates.”16
(F o o tn o te  12 co n tin u ed .)  13 U n ite d  S ta te s  v . D o ttc rzve ich , 320
against the individual corporate officer U. S. 277 (1943).
were subsequently dismissed at the re- 11 Supra note 10 at p. 7.
quest of the government. Food Fair, Inc. 16 Supra note 9 at 9-10.
pleaded guilty. Supra note 10 at 4-5. 10 Id. at 16.
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Park admitted that since the same problem with regard to sanita
tion occurred twice, once in Philadelphia and then again in Balti
more, it would indicate that the system that he had set up for handling 
sanitation, a system of delegated responsibilities, was not working. 
He also said that although he would consider McCahan responsible 
for the failure of the system in Baltimore, ultimately he, Park, was 
responsible. Being the Chief Executive officer, ultimately he was re
sponsible for the entire organizational structure, and for bringing about 
any changes in the system.17

(4) The Government also established that the Company’s by
laws provided that the chief executive officer shall have “general and 
active supervision of the affairs, business, offices and employees of 
the company.”18
For The Defense: Counsel for respondent Park contended that as the 
president of a large corporation, Park had no choice but to delegate 
duties to those in whom he reposed confidence, that he had no rea
son to suspect his subordinates were failing to insure compliance with 
the Act, and that, once violations were unearthed, acting through 
those subordinates he did everything possible to correct them.19

The basic facts were clearly established and not in dispute. The 
corporation had pleaded guilty to the five counts. Thus, it appeared 
quite clear that in the case against Park, the government had no dif
ficulty m establishing the existence of the unsanitary conditions. There 
was objection to introduction into evidence of the earlier finding of 
unsanitary conditions in March, 1970, at the Philadelphia warehouse 
of Acme. The government argued that admission into evidence of 
the existence of the unsanitary conditions in 1970 was for the purpose 
of dem onstrating that Park had prior knowledge of unsanitary con
ditions in the Acme warehouses.

17 Supra note 9 at 8-9.
18 T he bylaw s provided in pertinent 

p a r t :
“T h e C hairm an cf the board of di

rec to rs  or the presiden t shall be the 
chief executive officer of the company as 
the board of d irectors m ay from tim e 
to  tim e determ ine. H e  shall be subject 
to  the board  of d irectors, have general 
and active supervis-on of the affairs, 
business, offices and employees of the 
com pany. . . .

“ H e shall from  tim e to time, in his 
d iscretion or at the order of the hoard, 
report the operations and affairs of tue 
company. He shall also peffo-m such 
other duties and have such other powers 
as may be assigned to him from time to 
time by the board of directo’-s.” U n ite d  
S ta te s  v . J o h n  R . P a r k , 421 U S 658. 44 
L E d  2d 489, 95 S. Ct. 1903, (1975) a t 
495.

19 U n ite d  S ta te s  v. Jo h n  R . P a r k . 421 
U S 658, 44 L  E d  489, 95 S. Ct. 1903 
(1975) at 503-504.
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A fter presen ta tion  of the p rosecu tion’s case, P ark  m oved for 
ju dg m en t of acqu itta l as he did a fte r the  close of the p resen ta tion  of 
evidence and again a fte r the verdict aga inst him.

Counsel for responden t P ark  also argued  th a t (1) “S ta tu tes  such 
as the ones the G overnm ent sough t to apply in the  Park case were 
crim inal s ta tu te s  and should be s tric tly  construed ,” and (2) the  fact 
th a t John P ark  w as presiden t and chief executive officer of Acme 
M arkets, Inc., “does no t itself ju stify  a finding of gu ilty  under Counts 
I th rough  V  of the In fo rm ation .”20 T he ju ry  found P ark  gu ilty  on 
all five counts of the inform ation and the court sentenced P a rk  to a 
fine of $50 on each count for a to ta l of $250.00. P a rk  appealed.

Decision O f The Court O f Appeals For The Fourth Circuit
P a rk ’s m ajo r contention on his appeal w as th a t the district court 

erred  in its in struc tions to the ju ry . H e also contended th a t the p re ju 
dicial evidence of w arn ings of alleged prio r violations of the  A ct 
was im properly adm itted .

The district court’s instructions to the ju ry  read, in part, as follows:
“In order to find the D efendant guilty  on any count of the Inform ation, you 
m ust find beyond a reasonable doubt on each count, th a t the food tha t was 
held, was held for sale in the Acme warehouse after shipment in interstate commerce. 
S e c o n d ly , that the food involved was held in unsanitary conditions . . . T h ird ly ,  
th a t John  R. P ark  held a position of au thority  in the operation of the business 
of .Acme M arkets, Inc. H ow ever, you need not concern yourselves with the 
first two elem ents of the case. T he m ain issue for your determ ination is only 
with the  th ird  elem ent, w hether the d efe n d a n t held  a p osition  o f a u th o r ity  and  
resp o n s ib ility  in  the busin ess  o f A n n e  M a rk e ts . (Emphasis added).
T he corporation. Acme M arkets, Inc. has already entered a plea of guilty  to 
the charge placed against it, and while that plea does not imply . . . the defendant, 
P ark  is guilty , the fact tha t . . . foods (w ere) held under unsanitary conditions 
are issues tha t are beyond questions in the case and m ust be accepted by you. 
T he statu te  m akes individuals, as well as corporations, liable for violations. An 
individual is liable if it is clear, beyond a reasonable doubt, th a t the elem ents 
of the adulteration  of the food as to travel in in te rsta te  com m erce are present. 
As I have instructed  you in this case, they are, and th a t the in d iv id u a l had  a 
responsib le  re la tion  to the s itu a tio n , even  tho ug h  lie m a y  n o t have p artic ip a ted  p er
son a lly . (Emphasis added).
T he individual is or could be liable under the s tatu te  even if he did not co n
sciously do wrong. How ever, the fact tha t the D efendant is present and is a 
chief executive officer of the Acme M arkets does not require a finding of guilt. 
T hough, he need not have personally  partic ipated  in the situation, he m ust have 
had a responsible relationship to the issue. T h e  issu e  is, in  th is  case, w h e th e r  the  
D efen d a n t, Jo h n  R . P a r k , by v ir tu e  o f h is  p osition  in  the co m p an y, had  a position  
o f a u th o r ity  and  resp o n s ib ility  in  th e  s itu a tio n  o u t o f w h ic h  these ch a rg es  arose. 
(E m phasis  ad ded ).”21

20 U n ite d  S ta te s  v . Jo h n  R . P a r k , 421 21 Supra note 10 at 9-10.
U. S. 658, at 503.
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P a rk ’s counsel objected to the in structions on the ground th a t they  
were no t consisten t w ith th is C o urt’s decision in Dotterweich and did 
not sufficiently define the stan dards applicable to P a rk ’s responsibility. 
H ow ever, the D istric t C ourt judge overruled the a rgum en t saying 
th a t Dotterweich and subsequent cases had indicated th a t th e  defini
tion of the “responsible re la tionsh ip” w as really  a ju ry  question . . . 
and not even sub ject to being defined by the C ourt.”22

I t has long been estab lished as a principle of law  th a t in order 
for a court to  find crim inal liability  to be present, there m ust be an 
in ten t and deliberate or aw are w rongdoing. P ark  argued th a t there 
w as no t in ten t on his p a rt to violate the s ta tu te  and in addition, there 
w as no overt w rongful action  which coidd be construed e ither as 
negligence or inatten tion  to d ischarg ing  his duties. T hus, to  im pose 
a liability  upon a person who w as “responsib le” b u t w as not in direct 
p rox im ity  or actual involvem ent w ith the alleged w rongdoing was 
a departure  from the established com m on law principles of crim inal 
liability  in the absence of w rongdoing in view of the s ta tu to ry  p ro 
visions. P ark  had testified th a t he had em ployed a system  th rough  
which he relied upon his subord inates and th a t he was u ltim ately  
responsible for the system . H e fu rth er testified th a t the subordinates 
had invariab ly been dependable and justified his confidence. H e further 
stated  th a t he had no reason to suspect his subordinates w ere failing 
to insure com pliance w ith the Act. and th a t once violations w ere u n 
earthed , ac ting  th rough  those subordinates, he did every th ing  pos
sible to correct them . I t  w as clear th a t violation of the  A ct had oc
curred and th a t P a rk ’s system  apparen tly  had indeed broken down.

A divided court of appeals reversed the  judgm ent, the  ju dg m en t 
of conviction and rem anded the  case for a new trial. T he m ajo rity  
held th a t the charge did no t correctly  s ta te  the  law  as declared in 
United States v. Dotterweich,23 The Court of Appeals held that Dotter-

22 U n ite d  S ta te s  v. Jo h n  R . P a r k , No. 
74-215, 11.

23 U nited  S ta te s  v. D o tte rzv c ic h , 320 
U. S. 277 0 94 3 ).

In the D o ttc r u ’cich  case, the Supreme 
C ourt in a five-to-four decision held 
th a t individual corporate officers and 
employees, as well as corporations, may 
be convicted for doing or causing the 
acts prohibited in Section 301 of the 
Federal Food, Drug, and Cosmetic Act 
of 1938. 21 U S C  331. In  tha t decision, 
this C ourt also restated  the standard  of 
responsibility  for the corporate officers
LIABILITY O r CORPORATE EXECUTIVES

and agents through whom corporations 
handling food and drugs must act : those 
standing in a responsible relation to 
the prohibited acts m ay be crim inally 
liable for failure to take steps to prevent 
their occurrence, even though the officers 
are not aware of wrongdoing.

As D o tte n v c ic h  was postured when it 
reached the Supreme Court the prim ary 
Question w as w hether “only the corpo
ration was the ‘person’ subject to pros
ecution” under the  Act. Therefore, the 
Suprem e C ourt’s opinion reveals very 

(C o n tin u e d  on n e x t  page.)
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weich dispensed w ith  the need to  prove “aw areness of w rongdo ing” 
by P a rk  bu t did no t dispense w ith  the need to prove th a t P ark  w as 
“in some way personally responsible for the act constituting the crime.” 
T he C ourt concluded th a t since the s ta tu te  p roh ib its “ causing” the  
adu ltera tion  of food, the conduct required to be proved w ould be 
“acts of the  accused which cause the  adu ltera tion  of such food.” (E m 
phasis by the  court of appeals). T he court enlarged upon, th is standard 
by s ta tin g  th a t such “action” by responden t “ m ay be gross negligence 
and in a tten tion  in d ischarg ing  his corporate du ties and obligations 
or any  of a host of o ther acts of com m ission o r om ission which w ould 
“cause” the  con tam ination  of the  foods.”24 T he court concluded th a t 
P a rk ’s conviction m ust be reversed because th e  ju ry  instruction  
“m igh t well have left the  ju ry  w ith  the erroneous im pression th a t 
P a rk  could be found gu ilty  in the absence of ‘w rongful action’ on 
his p a rt.”25

In response to  the contention th a t the requirem ent of such proof 
w ould m ake enforcem ent m ore difficult, the  court s ta ted : “ N everthe
less, the  requirem ents of due process are in tended to  favor fairness 
and ju stice over ease of enforcem ent. W e perceive no th ing  harsh 
about requ iring  proof of personal w rongdoing  before sanction ing  the 
im position of crim inal penalties.”26

T he court also held th a t the evidence of the  alleged p rio r viola
tion  in Philadelph ia  in 1970 no t charged in the  inform ation should 
have been excluded as undu ly  prejudic ial because, as the case was
(F o o tn o te  23 co n tin u ed .)  
little about the factual se tting  in th a t 
case. Mr. D otterw eich w as president 
and general m anager o f Buffalo Phar- 
macal Company, Inc. He was charged 
with th ree counts of violation of the 
Act. H is  com pany was small, em ploy
ing only tw enty-six  persons, all of 
whom  worked on one upper floor of 
the building. M r. D otterw eich was 
responsible for “general overseeing” of 
the com pany opera tions; he was the 
direct supervisor of all em ployees. The 
trial transcript establishes that Mr. D ot
terweich personally made every execu
tive decision and had direct personal 
supervisory responsibility over the physi
cal acts which resulted in the in te rsta te  
shipment of m isbranded and adulterated 
drugs. < These drugs were manufactured 
by another firm, then repackaged and 
sold by Buffalo P harm acal Com pany.)

T he ju ry  in the original trial found 
Dotterweich individually guilty, but did 
not find the com pany guilty . D o tte r
weich had argued th a t he w as not a 
“person” w ithin the  m eaning of the 
act and that he had not had prior notice 
of potential liability. T h e  C ourt of 
A ppeals reversed the trial court’s de
cision on this basis, because Dotterweich 
had not been derelict or perpe trated  
the w rong. B ut the Suprem e Court 
ruled tha t D otterw eich could be held 
liable, thus setting  a precedent for 
criminal responsibility of corporate offi
cials as individuals, ra ther than any 
such liab ility’s being lim ited (as p re
viously) to t !'e  corporation as an entity.

24 U n ite d  S ta te s  v. Jo h n  R . P a r k , 499 
F. 2d 839-842 (1974).

25 Id. at 841-42.
28 Id. at 842.
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tried and subm itted  to the  ju ry , “ there w as no actual need for th e  
Philadelph ia  evidence.”27 T he C ourt expressly allow ed the d is tric t 
court on re tria l “to  determ ine the  adm issib ility  of th is  ‘p rio r crim e’ 
evidence in ligh t of developm ents.”28

Judge Craven dissented on the ground that “this case is controlled by 
United States v. Dotterweich, (320 U. S. 277-1943).”29 H e explained:
“* * * P ark  was not ju st “remotely entangled” in the proscribed adulteration. 
Like D otterw eich he w as president of the corporation  w ith full pow er to con
trol its  operations and to take m easures to p revent ra t infestation of food. A l
though he had delegated the day-to-day supervision of sanitation to subordi
nates, P a rk  retained both the pow er and responsibility  to  see th a t the system  
of roden t contro l was effective, and if it d idn’t w ork to change it.”30

H e noticed th a t the  governm ent had m ade “ no effort to equate 
th e  presidency of the corporation  w ith the responsibility . Instead  
the  governm ent argued  th a t Mr. P ark  was responsible because he 
had estab lished a system  of roden t control th a t did no t w ork in 
M arch, 1970, N ovem ber, 1971 and M arch. 1972. and th a t even so, 
he m ade no effort to change or im prove the system .”31 F inally , he 
s ta ted  th a t “ if the FD A  is required to show  th a t P a rk  ‘acted w rong
fully ,’ evidence of p rio r violations would clearly be adm issible or the  
F D A  could no t possibly susta in  its new burden  of proof.32

Before The Supreme Court
In A ugust, 1974, the U nited  S ta tes filed a petition  w ith  the U. S. 

Suprem e C ourt ask ing  for a w rit of certio rari aga inst the A ppeals 
C o urt’s decision. T he U. S. petition  contended th a t in Dotterweich, 
the C ourt had cautioned th a t in con stru in g  Section 301 “ (l)iteralism  
and evisceration are equally to be avoided” (320 U. S. at 184). N ot
w ith stand ing , the  court of appeals gave an unduly  rigid read ing  to 
Section 301 (k). F urth erm ore , for th ir ty  years, since Dotterzveich, of
ficials of business en tities w hose activ ities affect the public health  
have been sub jected to the h ighest standards of public accountability . 
T his stan dard  has prevailed and has n.ot been changed by  Congress.33

In  its  brief, the  U. S. argued th a t the 1938 A ct m ade responsible 
officials criminally liable for failure to  discover and correct u n san ita ry  
conditions because th ey  have the pow er and responsib ility  to  p reven t 
such conditions, and have failed to do so. F u rth er, the  A ct “dispenses 
w ith  the conventional requirem ent for crim inal conduct— aw areness 
of som e w rongdoing. In  the in te rest of the  larger good, it pu ts  th e

*7 U n ite d  S ta te s  v . J o h n  R . P a r k , 499, 
F. 2d 843 (1974).

28 Id.
20 Id.

30 Id. at 844.
31 Id.
32 Id. at 84S.
33 Supra note 8 at 8.
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burden  of ac ting  at hazard upon a person otherw ise innocent b u t 
s tan d in g  in a responsible relation to a public danger.”34 T he concept 
of responsible relation  th us served to lim it the  application of the 
A ct to  those corporate officials who had the pow er and responsib ility  
to prevent u n san ita ry  conditions. By the sam e token, it allow ed an 
apparen tly  responsible corporate official to  prove, as a m a tte r of 
defense, th a t he w as w ith ou t pow er to affect the proh ib ited  condi
tion .35 T he ho ld ing of the  C ourt of A ppeals in the  P ark  case would, 
therefore, sub stan tia lly  d is to rt th is s ta tu to ry  schem e.38

T he s tan dard  of care and the criteria  of crim inal responsibility  
enunciated in Dotterwcich and Wiesenfcld were those in tended by Con
gress. T he legislative h isto ry  of the  1938 A ct and subsequent action 
by Congress confirm th is un derstan d in g .37

T he 1938 A ct contem plated reasonable exercise of prosecu torial 
discretion in the adm inistra tion  and enforcem ent of the  Act. F u rth er, 
th a t the prosecution of P a rk  was reasonable and his conviction was 
supported by the evidence; and, the evidence of prior unsanitary con
d itions at ano ther w arehouse was adm issible to  rebut P a rk s’ defense 
of good faith reliance on his subord inates.38

In  his brief. P ark  contended th a t the appeals court was correct 
in reversing the d is tric t cou rt's  decision. In his charge to the ju ry , 
the d :s tric t court tw ice in structed  the ju ry  th a t the m ain or only 
m a tte r for their determ ination  was w hether the defendant, P ark , held 
a position of au tho rity  and responsib ility  a t Acme M arkets. H o w 
ever, since P a rk  was selected for prosecution because he w as presi
den t and chief executive officer of Acm e M arkets, th is position had 
already been established. T his portion  of the charge was therefore 
“con trary  to the fundam ental principle, ‘th a t a judge m ay not direct 
a verdict of gu ilty  no m a tte r  how  conclusive the evidence.’ United 
Brotherhood of Carpenters v. United States, 330 U. S. 395, 408.”39

R espondent P a rk  also contended t h a t :
(a) T he charge w as con trary  to  the s ta tu te  as construed by  the 

Supreme Court in the Dottenveich decision.40
(b) T he charge also failed to provide “app ropria te  gu idance” 

or any o ther m eaningful s tandard  for the ju ry .41 * 281
34 U nited  S ta te s  r . B a lin t, 258 US 250,

281 (1922). See also Supra note 9 at
20.

3n U n ite d  S ta te s  v. W c ism ife ld  W a r e 
house C om p a ny , 376 US 86 (1964). See 
also ;upra note 9 at 23.

30 Supra note 8 at 23.
37 Id. at 26.
38 Id. at 30-42.
33 Supra note 10 a t 39. 
“'Id .  at 17.
41 Id. at 22.
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(c) T he crim inal liability  of an individual charged  under the 
s ta tu te  is never a vicarious liability  for the conduct of others. T he 
FD A  has rarely, if ever, estab lished crim inal liability  in cases which 
did no t involve facts show ing “their personal responsibil ty ” which 
the C ourt of Appeals required be estab lished on re tria l in the  presen t 
case. All the reported  decisions relied upon in the G overnm ent’s 
brief involved such facts as to the  individuals nam ed as defendants.42

(d) No im practical burden is im posed by requiring  proof of acts 
of om ission which cause the  offenses charged because the govern
m ent has alw ays previously required  evidence of such acts as a con
dition to prosecution of corporate officers.43

(e) Evidence of alleged prio r crim es should have been excluded 
a t the first tria l and should be adm issible at a subsequent tr ia l only 
if the need for such evidence ou tw eighs prejudic ial effect.44

Amicus Curiae Briefs by Trade Associations
In view of the im portance of the Park case and its po ten tia l im 

plications for o ther com panies and industries, a num ber of trade as
sociations filed Amicus Curiae briefs before the Suprem e Court. T he 
associations filing briefs were. T he N ational Association, of Food 
Chains (N A F C ). G rocerv M anufactu rers of Am erica, Inc. fG M A ), 
S ynthetic  O rgan ic Chemical M anufactu rers A ssociation (SO C M A ), 
T he N ational C anners A ssociation (N C A ). T here w as no brief filed 
on behalf of the  pharm aceu tical industry , a lthough  it w ould appear 
th a t th e ir  stake in the  outcom e of the case w ould be qu ite  im portant.

Summary of NAFC Briefs
T he N ational A ssociation of Food Chains, Inc. (N A F C ) sub

m itted  its Am icus Curiae brief because of the  concern of its m em bers 
w ith  the m a tte r  before the C ourt.45 T he m em bers of the  A ssociation 
engaged in numerous activities subject to the Act, 21 U SC  301 et. seq., 
including w arehousing  and d is trib u tin g  food products to individual

12 U n ite d  S ta te s  v. Jo h n  R . P a r k , No. 
74-215. a t 31-32. Supra note 9 at 25-26. 
See also U n ite d  S ta te s  v . H . B . G rego ry  
Co., 502 F. 2d 700. petition for a writ 
of C er tio ra r i pending. No. 74-142; U n ited  
S ta te s  z’. S h a p iro , 491 F. 2d 335-337 
(C A -6); L e lie s  v . U n ite d  S ta te s . 241 F. 
2d 21. certio ra ri denied, 353 U. S. 974; 
U n ite d  S ta te s  v. C assaro  In c . 443 F. 2d 
600 (C A -7 ); U nited  S ta te s  v . P a r fa it  
P ozt'der P u f f  Co., 163 F. 2d 1008 (CA -
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7) ; ce rtio ra ri denied, 332 U. S. 851; 
U n ite d  S ta te s  v . D ia m o n d  S ta te  P o u ltr y  
Co.. 125 F. Supp. 617 (D C  D el.).

Supra note 10 a t 32.
“  Id. at 33.
*5 U n ite d  S ta te s  v . Jo h n  R . P a r k , No. 

74-215. on w rit of C ertiorari to  the 
U nited  S tates C ourt of Appeals for the 
F ourth  Circuit, B rief A m ic u s  C uriae  of 
the National Association of Food Chains, 
Inc. (1974).
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stores. N A FC  m em bers are also extensively engaged in food pro
cessing activities such as the operation of dairies, bakeries, cofiee 
plants, and canneries.

N A F C 's brief sta tes  th a t the case before the court concerns the 
responsib ility  of top-level m anagem ent for w arehouse sanitation . In 
order to provide guidance to its m em bers in th is im p ortan t area, 
N A FC  has recently  taken responsib ility  for coord inating  the efforts 
of seven trade associations and the FD A  of the D epartm ent of Health. 
E ducation , and W elfare in the preparation  and publication of V olun
ta ry  In d u stry  S anitation  G uidelines for Food D istribu tion  C enters 
and W arehouses.

T he im plications of th is case, however, extend beyond the  issue 
of warehouse sanitation and the application of Section 301 (k ), 21 USC 
331 (k ) . The decision in this case will have a direct impact on the extent of 
crim inal prosecution for all offenses under the Act. As presented  to 
the Court, the issue is w hether or not an individual can be held cri
m inally liable for a corporate violation of the A ct w here there is no 
evidence of his partic ipation  in the alleged violation.

The brief does not question whether an individual employee should 
be sub ject to  crim inal sanctions under the Act. w here th rough  some 
act or om ission on his part, a food product was unlaw fully  adu ltera ted  
or m isbranded. W here, how ever, a corporate officer or o ther em 
ployee has diligently  undertaken  to establish and im plem ent a com 
prehensive com pliance program , neither the s ta tu te  nor prio r cases 
requires th a t he be convicted of a crim inal offense. T o the contrary , 
the underly ing  purpose of the Act. p u rity  and accurate labeling of 
food, should encourage such com prehensive com pliance. T his p u r
pose would be ill-served by a construction  of the  A ct which w ould 
sub ject a com pany em ployee to  crim inal punishm ent for inadverten t, 
often unavoidable, violations w ith ou t regard  to  the com prehensive
ness of the  com pliance program  which he has established or the  dili
gence of his superv isory  efforts.

N A F C ’s in terest in th is  case. thus, derives from  a basic conclu
sion th a t effective com pliance w ith the  Act will best be obtained by 
requiring  a high standard  of effort as evidenced in part, by its w are
house san ita tion  guidelines. The G overnm ent’s advocacy of an abso
lu te  crim inal liability  ru le  based solely on an individual’s corporate 
position adds no th ing  to  an individual’s corporate position, adds 
no th ing  to effective com pliance, and, in fact, m ay de trac t from  it.
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T he U nited  S ta tes C ourt of A ppeals for the  F o u rth  C ircuit estab 
lished a correct, practical, and equ itab le  s tan dard  which will resu lt 
in b e tte r com pliance w ith  the  Act.

Summary of the GMA Brief
T he G rocery M anufactu rers of A m erica, Inc. (G M A ) is a trad e  

association of the leading m anufacturers and processors of food and 
non-food products sold in retail grocery  ou tle ts  th ro ug hou t the United 
S tates. GM A represen ts the in terests  of its m em ber com panies in 
adm inistrative, judicial, and legislative proceedings. The GM A brief 
sta tes  th a t the food in du stry  shares w ith the  FD A  the goal of p ro
viding safe, w holesom e, nu tritious, and properly labeled foods.46 To 
th a t end, GM A seeks to take a positive, constructive view  of th e  roles 
and duties of its m em bers in term s of com pliance w ith the sp irit as 
well as the le tte r of the law. F o r exam ple, GM A in M arch. 1974, pu b 
lished “ G uidelines for P ro du c t R ecall.” a com prehensive m anual to  
assist com panies in im proving their procedures for un d ertak in g  volun
ta ry  product w ithdraw als for any reason.. In  1974. GM A also joined 
the F D A  and six o ther food trade associations in publish ing  “V o lun
ta ry  In d u s try  S anitation  G uidelines for Food D istribu tion  C enters 
and W areho uses,” and sponsored regional public sem inars on w are
house san ita tion  for indu stry  m em bers.

T he case a t bar raises a vital issue regard ing  tbe  definition and 
scope of po ten tia l crim inal liability  for corporate officers arising  ou t 
of com pany violations of the Act. G M A ’s m em ber com panies have a 
direct, m ajo r in te res t in the  resolution of th is issue, since pertin en t 
s ta tu to ry  provisions apply to  all food processors.

T he brief asserts  th a t the C ourt of A ppeals below  provided stric t 
b u t practical stan dards by requ iring  th a t individual crim inal liability  
m ust re st on proof of the responsible individual’s ow n “w rongful ac
tio n ,” w hether by deed or om ission. By con trast, the  Justice  D ep art
m en t exploits the facts a t bar to asse rt a  vague “te s t of constructive  
partic ipa tio n” which w ould expose corporate officers to criminal prose
cution a t the bu reau cra tic  d iscretion  of enforcem ent officials without 
published “guidelines,” “c rite ria ,” o r “ stan dards.”

Such an au thorization  for harsh  and a rb itra ry  crim inal p rosecu
tions under the Act, based on corporate s ta tu s  ra th e r than  individual

46 U n ite d  S ta te s  v . Jo h n  R . P a r k . No. Circuit, Brief A m ic u s  C uria e  for the Gro- 
74-215. on w rit of Certiorari to the United cerv M anufacturers of Am erica. Inc. 
States Court of Appeals for the F ourth  (1974).
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“w rongful action” and sh ifting  the burden of p rov ing innocence to 
the  accused, is offensive to established principles of fairness and ju s
tice and can serve no leg itim ate regu la to ry  objective.

Summary of the SOCMA Brief
T he S yn thetic  O rganic Chemical M anufactu rers A ssociation 

(SO C M A ) is an in du stry  association of 72 m em ber com panies en 
gaged in production  of syn thetic  organic chemicals. A num ber of 
such chem icals constitu te  or are used in products sub ject to  regu la
tion under the provisions of the Act. SO C M A  and its m em ber com 
panies thus have an in terest in the in terp re ta tion  accorded the Act, 
and in even-handed, non-discriminatory enforcement of its provisions.47

The brief contended th a t the C ourt of A ppeals was righ t in 
separa ting  the issue of vicarious liabilitv  from th a t of s tric t liability- 
under the Act and correctly  analyzed the decision of th is C ourt in 
Dottenveich as requ iring  a factual nexus betw een the conduct of an 
officer of a com pany and the violation before ho ld ing the officer per
sonally liable. Dottenveich in terp reted  the A ct as dispensing w ith  
mens rea and th us im posed a s tric t liability  for violations. H ow ever, 
the decision in th a t case m ade clear th a t to hold an officer liable, his 
conduct m ust bear a “responsible re la tion” to the offense.

T he tria l court accepted the G overnm ent’s theory  of vicarious 
responsib ility  and un der its instruction , the ju ry  could have found 
P a rk  liable by reason of his position as presiden t w ith ou t any show 
ing of factual nexus to  the violation by conduct. T he G overnm ent 
has now  re trea ted  m inim ally from  its tria l position of com bining 
vicarious liability  w ith  s tric t liability and is asking the  C ourt to 
endorse the unsound principle th a t the  constitu tional requirem ent 
th a t  the G overnm ent prove its case beyond a reasonable doubt is 
satisfied by a show ing of the  title  of an officer and the broad scope 
of his duties under com pany by-law s w ith ou t any show ing of per
sonal acts or conduct which provide a factual nexus w ith  the viola
tion. I t  is up to the  officer then, the  G overnm ent proposes, to  bear 
the  burden of show ing he w as “pow erless” in the situation .

T he C ourt should re ject the G overnm ent’s a ttem p t to  m isuse 
the phrase “responsible re la tion ,” which th is C ourt used in Dotter- 
weich to  describe the requisite  elem ent of personal conduct or action,

* 'U n ite d  S ta te s  v. J o h n  R . P a r k , No. F ou rth  Circuit, B rief A m ic u s  C uriae
74-215, on w rit of C ertiorari to  the for the S yn thetic  O rganic Chemical
U nited  S ta te s  C ourt of A ppeals for the M anufacturers A ssociation (1974).
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as a device for im posing vicarious responsibility . T his case dem on
s tra tes  the unsoundness of the  G overnm ent’s contention th a t the 
basic issue of vicarious crim inal liability  can be solved by  tru s tin g  
the  discretion of the prosecutor.

Summary of the NCA Brief
T he N ational C anners A ssociation (N C A ) is a nonprofit trade 

association of approx’m ately  six hundred m em bers who have can
ning operations in forty -four s ta tes and the territo ries. M em bers of 
the A ssociation pack eigh ty  to n inety  percent of the en tire  national 
production of canned fruits, vegetables, juices, specialties, m eat, and 
fish. M any aspects of its m em bers’ operations are sub ject to the re
qu irem ents of the  A ct and num erous com prehensive and technolo
gically  com plicated regula tions prom ulgated  thereunder.

The brief s ta tes  th a t th is case involved the standard  of individual 
crim inal liability  under the Act applicable to officers and employees of 
a corporation  w hen violations of the  Act and the extensive regu la
tions under it occur in the course of the corporation’s business.48

Nearly all of the Association’s members are corporations whose of
ficers and em ployees m ay be d irectly  affected by the  articu la tion  of 
th a t s tan dard  by th is Court. T he A ssociation believes th a t any penal 
s tan dard  m ust p ro tect bo th  consum ers and the righ ts of the officers 
and em ployees of its m em bers. Since, under the Act, individuals m ay 
be sentenced to prison (Sec. 303 (a ) ) ,  and on second conviction are 
branded as felons (Sec. 3 0 3 (b )), special considerations of justice  and 
fair play m ust be taken in to account in defining th a t standard . Since 
these considerations are largely  inapplicable to corporations, the A s
sociation’s view expressed here are lim ited to  the question of ind i
vidual crim inal liability. Since Dottenveich, the co u n try ’s econom y 
has evolved to a po in t w here m ost of the goods covered by th e  A ct 
are produced and d istribu ted  by  corporations hav ing chains of m an
agem ent com m and which necessarily  function by delegation. M any 
m em bers of th e  A ssociation have scores of packing p lan ts and w are
houses located th ro ug hou t the nation and em ploying tens of thousands 
of em ployees. T he  m anagem ent of these com panies m ust necessarily  
function by delegating  operational au th o rity  to subordinates, in large 
part, because of the physical separation  betw een m anagem ent, usually

"8 U n ite d  S ta te s  v . Jo h n  R . P a rk , No. Fourth Circuit, Brief A m ic u s  C uriae  for
74-215, on w rit of C ertiorari to the the National Canners Association, W ash- 
U nited  S tates C ourt of A ppeals for the ington. D. C. (1974).
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located at a corporate headquarters, and the  various processing opera
tions, which must be located close to where different crops are grown.

A nother factor w hich has led to  an increased need for delegation 
of operational au tho rity , particu larly  w ith respect to  com pliance w ith  
the A ct, has been the increasingly  com plex technical requ irem ents 
im posed by the FD A  un der the A ct since Dottenveich. T hese now fill 
six volum es of the  Code of F ederal R egulations (C F R ).49 In  the case 
of the  canning industry , regu la tions prescribe v irtua lly  every step 
of the  canning process and are so technical and com plex th a t they  
are lite ra lly  unin tellig ib le to  those who lack com plete technological 
tra in in g  in these areas.

O ne need m erely exam ine, as an exam ple, the regula tions ap
plicable to “T herm ally  P rocessed Low -A cid Food P ackaged in H er- 
m etically  Sealed C ontainers (21 C F R  P a r t  90 (1974) ; 21 C FR  P a rt 
128b (1974)), to com prehend th a t only a specially trained  individual 
can be expected to un derstan d  and im plem ent those requirem ents. In 
deed, the regulations specifically provide that the processing be conducted :
“ . . . . under the opera ting  supervision of a person who has attended a school 
approved by the  Com m issioner for giv ing instruction  in report operations, p ro 
cessing systems operations, aseptic processing and packaging system s opera
tions and container closure inspections, and has been identified by th a t school 
as having satisfactorily  com pleted the prescribed course of in struction .” 21 
C F R  128 b. 10.
Sim ilarly  detailed regulations, the in te rp re ta tion  of which m ay re
quire m edical, engineering, s ta tis tica l and o ther form s of technical 
expertise, apply to the  m anu fac tu ring  and labeling  of drugs, cos
m etics and m edical devices.50

49 21 C F R  1-1401-73 (1974).
50 See, e.g., the cu rren t labeling re 

quirements for certain medical diagnos
tic devices. 21 C FR  328.10 (1974). 
Am ong the m ost detailed of the F D A ’s 
current labeling schemes, four pages of 
these regulation lists required labeling 
information including:

“Details of calibration: Identify ref
erence m aterial. D escribe preparation  
of reference sam ples, use of blends, 
preparation  of the standard  curve, etc. 
T he description of range of ca lib ra
tion should include the h ighest and 
the low est values m easurable by the 
procedure.

Expected values: State the ranges of 
expected values as obtained w ith the

product from  studies of various popu
lations. Ind ica te  how the ranges were 
established and identify the populations 
on which it was established.

Specific perform ance characteristics: 
Include as appropriate, inform ation de
scribing such th ings as accuracy, p re 
cision. specificity, and sensitivity. These 
shall be related to a generally  accepted 
method using biological specimens from 
normal and abnormal populations. In 
clude a statement summarizing the data 
upon which the specific perform ance 
characteristics are based .” C F R  328.10 
(b) (8) (v) (11) and (12) (1974). 
T hese requirem ents alone require ex
pertise in medicine, chem istry , and 
statistics.
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In  som e instances, these regula tions are unrela ted  to any hazard 
to health  and involve purely  econom ic issues such as the proper type 
size and label format in stating net quantities of content in food packages.51

Since no com pany president can be expected to develop the 
requisite  expertise in each of the  fields needed to  in te rp re t and im ple
m ent com pliance w ith the bulk of the F D A ’s p resen t regulations, he 
m ust rely  on technically  tra ined  subordinates. Top m anagem ent is 
equally  dependent on these qualified personnel for inform ation as to 
any problem s which m ight arise w ith respect to  com pliance. W hile a 
laym an m ay be in a position to detect grossly  in san ita ry  conditions 
which are apparen t to the naked eye. if he has the opportun ity  p er
sonally to  scru tin ize every canning p lan t or w arehouse, he m ust rely 
on the assurances of o thers on such questions as w hether sufficient 
sam ples are being tested  to support a sta tis tica lly  sound quality  con
trol program .

It is against th is background, the brief states, th a t tria l cou rts  
today  m ust consider and charge juries as to the circum stances under 
which it is consisten t w ith  the in ten t of Congress and the  purposes 
of the A ct to  im pose absolute crim inal sanctions, absen t know ledge 
or in ten t, on chief executive officers and other m anagem ent personnel 
for corporate violations, which m ay be used on a failure of a rem ote 
subordinate to conform  to one of the m assively detailed and technical- 
ly-com plex regulations which the FD A  routinely  and increasingly 
prom ulgates under the A ct today .52

In  the  cases since Dottenveich, w here individual defendants have 
denied hav ing  a “responsible share” in the transac tion , the  reported  
opinions of trial and appellate courts have generally  justified a con
viction w ith little  m ore than  a citation  to or quotation  from the 
rheto ric  in D ottcru’cich. In those cases, it is c lear th a t the individual 
defendants w ere in tim ately  involved in and usually  present on a 
day-to-day basis at the  local site of the operations g iv ing  rise to 
the  violations. W h atev er m av be said of the m anner in which low er

51 See. e.ar.. 21 C F R  1.8 b 119741.
51 Crim inal prosecution r f individuals 

under the Act are a freq"ent. if not 
everyday occurrence. A recent study 
of C e aqencv’s enforcement activities 
reveals that in 1973. approxim ately  90 
criminal cases \vere forwarded to United
S tates atto rney s for prosecution and 
in m ost, consisten t with the F D A ’s 
policy, at least one responsible individ-

ual was charged. T he United S tates 
A tto rneys and the D epartm en t of Tus- 
t ;ce declined to prosecu te only a very 
small nrecentage of these cases. See 
O ’Keefe and Shapiro. Personal Crtminal
I.iahilitv Under the Federal Food. Drug, 
and Cosmetic Act. The Dottcnecich Doc
trine. 30 F ood Drug Cosmetic Law 
J ournal 5, 27, (January 1975).
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courts have dealt w ith  th a t situation , as th :s case so clearly dem on
stra tes , th a t approach is no longer adequate, in view of the  changes 
in th e  regula ted  industries and the requirem ents under the A ct since 
Dottenveich. O ne th in g  is clear. Some defined direction to  low er courts 
is needed.

T he difficulties inheren t in apply ing a s tandard  enunciated in a 
case involving a one-m an operation w ith  26 em ployees to the reali
ties of to day ’s d isparate  m ass production  have prom pted som e com 
m enta to rs  to  a s k :
“. . . W ho has, and under w hat conditions does he have, a responsible share 
in the furtherance of the transaction  which the s ta tu te  outlaw s? W hen does 
he ‘aid and ab e t’ in th e  com m ission of the violative acts? W hen does he share 
responsibility  in the business process resu lting  in unlawful distribution?

Sufficient time has elapsed since 1943, sufficient cases have been before the 
courts, and there is sufficient confusion on the point to w arran t Suprem e Court 
guidance. Hopefully, such guidance will be forthcom ing from  the Court, which 
has gran ted  certio ra ri in the P a r k  case.”53

T he A ssociation believes th a t the opinion of the C ourt of Appeals 
offers bo th  a realistic  and ju s t approach to th is question and presen ts 
th is C ourt w ith an op po rtun ity  to give the  low er courts the wise 
guidance w hich they  will require v igorously  yet fairly to  apply the  
crim inal sanctions of the A ct to individuals.

The Supreme Court Decision
In  a six to th ree decision, the Suprem e C ourt reversed the  deci

sion of the C ourt of A ppeals and held th a t (1) crim inal liability  under 
the  A ct does no t tu rn  on aw areness of som e w rongdoing  or conscious 
fraud and the  act perm its conviction of responsible corporate officials 
who have th e  pow er to p reven t or correct violation, (2) viewed as 
a w hole the ju ry  in struc tion  w as adequate, and (3) the evidence th a t 
th e  p residen t had previously  been advised of in san ita ry  conditions 
a t the P hiladelph ia w arehouse w as adm issible since it served to  re
b u t the official’s defense th a t he had ju stifiab ly  relied upon subordi
nates to handle san ita tion  m a tte rs .54
T he m ain elem ents of the C o urt’s decision are as fo llo w s:

(1) T he C ourt agreed w ith  the  p rosecu tion’s read ing  and in ter
p re ta tion  of the  Suprem e C ourt’s earlier decision in United States v.

°3 Daniel F. O ’Keefe, Jr. and M arc 54 U nited  S ta te s  v. J o h n  R . P a r k , 421 
H . Shapiro, ‘‘Personal Crim inal Li- U. S. 6S8, 44 L  E d  2d 489, 95 S. Ct. 
ability  U nder the Federal Food, D rug, 1903 (1975), 489-490. 
and Co'smetic Act, T he D otterw eich
D octrine,” 30 F ood D rug Cosmetic L aw 
J ournal (January, 1975), p. 24.
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Dotterweich. C entral to the C o urt’s conclusion (in the Dotterweich 
case) “ th a t individuals o ther than  p roprie tors are sub ject to the 
crim inal provisions of the A ct “w as the rea lity ” th a t the only w ay 
in w hich a corporation  can act is th rough  the  individuals who act on 
its behalf.”55 T he C ourt also noted th a t corporate officers had been 
sub jected to crim inal liability  under the F ederal Food and D rugs A ct 
of 1906, and it observed th a t a con trary  resu lt under the 1938 legis
lation would be incom patib le w ith  the  expressed in ten t of Congress 
to “enlarge and stiffen the penal n e t” and to discourage a view of 
the A c t’s crim inal penalties as a “ license fee for the conduct of an 
illegitim ate business.” A t the sam e tim e, how ever, the C ourt was 
aw are of the concern th a t literal enforcem ent “m ight operate  too 
harsh ly  by sw eeping w ith in its condem nation any person how ever 
rem otely  en tang led  in the proscribed sh ipm ent.” A lim iting  principle, 
in the form of “settled  doctrines of crim inal law ” defining those who 
“are responsible for the com m ission of a m isdem eanor,” w as avail
able. In th is context, the C ourt concluded, these doctrines dictated  
th a t the offense w as com m itted by all w ho (have) a responsible share 
in the furtherance  of the  transac tion  w hich the s ta tu te  outlaw s.

T he C ourt recognized th a t because the A ct dispenses w ith the  
need to prove “consciousness of w rongdoing ,” it m ay resu lt in h a rd 
ship even as applied to those who share “responsib ility  in th e  busi
ness process resu lting  in ” a violation. I t  regarded  as “too treacherous” 
an a ttem p t to define or even to  indicate by w ay of illustra tion  the 
class of em ployees which stands in such a responsible re la tion .” The 
C ourt said th a t the A ct “in its crim inal aspect does not require th a t 
which is objectively im possible” and th a t the A ct perm itted  a claim 
th a t a defendant was ‘pow erless’ to p reven t or correct the violations. 
T he  bu rd en  of proof in such cases, however, rested w ith the defen
dan t.56 T he question of responsib ility  in such m atters  depended on 
the  good sense of p rosecu to rs, the wise guidance of tria l judges, and 
the u ltim ate  judgm en t of ju ries m ust be tru s ted .57

(2) T he C ourt also s ta ted  th a t the rationale of th e  in terp re ta tion  
given the A ct in Dotterweich, as ho ld ing crim inally  accountable the 
persons whose failure to  exercise the  au th o rity  and superv isory  re
sponsib ility  reposed in them  by the business o rgan iza t'on  resu lted  in 
the violation com plained of had been confirm ed in its earlie r cases. 
In o rder to m ake d istribu to rs  of food the  s tric te st censors of their

U. S 283. U n i 'r d  S 'a te s  v . D o tte rw e ic h , 
320 U. S. a t 281 (1943).

v < X '.s  -. Jo h n  R . P a r k . 421 50 U n ite d  S ta te s  v . P a r k , 421 U. S. 
658-673 (1975).

57 Supra note 55 at 285.
LIABILITY OF CORPORATE EXECUTIVES PAGE 5 6 5



m erchandise, the Act punishes “neglect w here the law  requires care, 
or inaction w here it im poses a du ty .” Morissette v. United States, 342 
US, a t 255, 96 L  Ed 288, 72 S. Ct. 240. “T he accused, if he does no t 
will the violation, usually  is in a position to preven t it w ith  no m ore 
care than  society m igh t reasonably  expect and no m ore exertion than  
it m igh t reasonably  exact from one who assumed his responsibilities.”58

T he C ourt observed th a t the Act im posed no t only a positive 
du ty  to seek out and rem edy violations w hen they  occurred, b u t also, 
and prim arily , a du ty  to im plem ent m easures tlia t would insure th a t 
violations w ould not occur. T he requirem ents of foresigh t and vigi
lance im posed on responsible corporate agen ts are beyond question, 
dem anding, and perhaps onerous, bu t they  are no m ore strin gen t 
than  the  public has a righ t to expect of those w ho vo lun tarily  assum e 
positions of au th o rity  in business en terp rises w hose services and 
products affect the health  and w ell-being of the public th a t support 
them . A lthough the  A ct did not m ake crim inal liability  tu rn  on 
“aw areness of som e w rongdoing” or “ conscious frau d ,” the du ty  im 
posed by Congress on responsible corporate agents w as one th a t re
quired the h ighest s tan dard  of fo resigh t and vigilance. T he Act “ in 
its crim inal aspect,” how ever, does not require th a t which is ob
jectively  im possible.
“The theory  upon which responsible corporate agents are held crim inally ac
countable for “causing” violations of the Act perm its a claim tha t a defendant 
was “pow erless” to  prevent or co rrect the violation to “be raised defensively 
at a trial on the merits.” U n ite d  S ta te s  v. W ic sc n fe ld  W a re h o u se  Co., 376 U S 86, 
91 (1964). If  such a claim is made, the defendant has the burden of com ing 
forw ard with evidence, but th is does not a lter the G overnm ent’s ultim ate burden 
of proving beyond a reasonable doubt the defendan t’s guilt including his power, 
in light of the duty im posed by the Act, to prevent or correct the prohibited 
condition. Congress has seen fit to enforce the accountability  of responsible 
co rpora te agents dealing with products which m ay affect the health of con
sum ers by penal sanctions cast in rigorous term s, and the obligation of the 
courts is to give them  effect so long as they do not violate the Constitution.”'""

T he C ourt sta ted  th a t although the concept of a “responsible 
rela tionsh ip” to or a “responsible share” in, a violation of the  Act, 
im parts  some m easure of b lam ew orth iness, it is not incum bent upon 
a U nited  S ta tes D istric t C ourt in a prosecution of a corporate officer 
for v io la ting  Sec. 301 (k) of the  A ct, to in stru c t the ju ry  th a t the 
governm ent has the burden of estab lish ing  “w rongful action .” The 
G overnm ent estab lishes a prim a facie case w hen it in troduces evi
dence sufficient to w arran t a finding by the  trie r of the facts th a t the 
defendant had, by reason of his position in the  corporation, respon

58 Supra note 56 at 671. 59 Supra note 56 at 673.
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sib ility  and au th o rity  e ither to  p reven t in the first instance, or prom pt
ly to correct, the v io la t'on  com plained of, and th a t he failed to do so. 
T he failure th us to fulfill the du ty  im posed by the in teraction  of the 
corporate ag en t’s au th o rity  and the s ta tu te  furnishes a sufficient 
causal link .60

(3) T u rn in g  to the ju ry  charge in the case, the C ourt s ta ted  th a t 
a sim ple instruction  to th e  ju ry  m ay no t be judged in artificial isola
tion, b u t m ust be view ed in the  con tex t of the  overall charge. T he 
C ourt concluded th a t “view ed as a w hole and in the contex t of the 
trial, the charge was no t m islead ing and contained an adequate s ta te 
m ent of the  law  to guide the ju ry ’s de term ination .”61

(4) T he C ourt also agreed w ith the G overnm ent th a t evidence 
of prio r violations w as relevan t since it served to  rebut respondent 
P a rk ’s defense th a t he had justifiab ly relied upon subordinates to 
handle san ita tion  m atters. In  ligh t of the difficult task  of the  ju r e s  
in prosecu tions under the  A ct, th e  C ourt concluded th a t the relevance 
and persuasiveness of th is evidence outw eighed any prejudicial effect.62

Other Areas O f Expanding Personal 
Liability For Corporate Executives

T he extension of the  Dotterweich doctrine as enunciated in the 
Park case has since been reaffirm ed and clarified in a num ber of o ther 
cases involving violations of the A ct.63 Recall th a t un til the  Park 
case, th e  application of Dotterweich had involved a close superv isory  
position for the  defendant over the  operation  w here the violation of 
the  A ct had occurred. F urth erm ore , no cases had involved senior cor
po ra te  executives w ho w ere o therw ise rem ote from  the operations in 
w hich v iolations occurred .64

In  the Park case, the C ourt s tre tched  upw ard the hierarchical
line of o rgan izational au th o rity  by 
sponsible p a rtie s” any person who 
th e  corporation , responsib ility  and 80 81

80 Supra note 56 at 673-674.
81 Supra note 56 a t  675.
62 Supra note 56 at 678.
03 U n ite d  S ta te s  v. Y . H a ta  &  Co., 535 

F. 2d 508 (C A -9), Cert, denied, 97 S. 
Ct. 87 (1976) : U n ite d  S ta te s  v . S ta r r ,  
535 F . 2d 512 (CA -9 1976); U n ite d  
S ta te s  v . A c r i  W h o lesa le  G ro cery  Co., 
409 F. Supp. 529 (S. D. Iowa 1976) ;

including in the definition of “re- 
had, “by reason of his position in 
au th o rity  e ither to p reven t in the

U n ite d  S ta te s  z>. C ertified  G ro cers  C oop, 
546 F. 2d 1308 (CA-7 1976) ; and U n ite d  
S ta te s  v. M a rc e n  L ab o ra to rie s , Inc. 416 
F . Supp. 453 (S. D. N. Y. 1975). See 
also O ’Keefe, “Criminal Liability: P a r k  
U p date ,” 32 F ood D rug Cosmetic L aw 
J ournal 392 (September, 1977).

84 O’Keefe in Supra note 63.
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first instance, or prom ptly  to correct, the violation complained of. . ,”65 * 
T he only escape provided w as th a t of a situation  w here a defendant 
w as “pow erless” to p reven t or correct the violations. H ow ever, the 
burden of proof w as on the defendant. In  subsequent cases, the 
C ourt held th a t the  “pow erless” defense could no t apply w here a 
defendant should have antic ipated  a problem  of new  arrival of m a
te ria ls00 or non-follow up of in struc tion s67 and should have taken cor
rective actions.

A t present, a com pany cannot escape liability  by m ain tain ing  
th a t it had fulfilled the  ex isting  legal requirem ents. F or exam ple, in 
the case of p rescrip tion  drugs, the courts have held that the m ere com 
pliance w ith regula tions or directives as to  w arnings, such as those 
issued by  the FD A  in this case, m ay no t be sufficient to  im m unize 
the m anufacturer or supplier of the drug  from liability. T he w arnings 
required  by  such agencies m ay be only m inim al in nature , and w hen 
the m anufac tu rer or supplier has reason to know  of g rea ter dangers 
no t included in the w arning , its du ty  to  w arn  m ay not be fulfilled.68 
If one were to  extend the  notion of “person in a responsible position” 
to these situations, the im plications for the m ark etin g  executives are 
indeed ominous.

In  the Park case, the governm ent m ade a significant po in t in its 
briefs th a t the presiden t of the com pany had been aw are of the vio
lation of acts at ano ther location som e tw o years earlier. The implica
tion w as th a t if th is had been the first violation by his com pany, 
there  w ould no t have been the  seeking of sanctions against him. 
F rom  th is it could be ex trapolated  th a t the superv isor gets one free 
b ite of the apple. F rom  the  Acme M arkets case it w ould fu rther ap 
pear clear th a t a geographic separation  of the  responsible official 
from the w rongdoing  em ployee would be no defense w hatsoever.

T he dem and for a g rea te r degree of accountability  and respon
sib ility  is not lim ited to the field of food, drugs and cosm etics. In 
deed, recen tly  enacted  sta tu tes , regulations and cases im pose sanc
tions w ith ou t fault. Tn the an ti- tru s t areas, for exam ple, the Justice

65 U nited  S ta te s  v . P a r k , 421 U. S. 658, 
673-74.

60 U n ite d  S ta te s  v . Y  H  a ta  &  Co.. 535 
F. 2d 508 (CA -9). Cert, denied, 97 S. 
Ct. 87 (1976).

67 U n ite d  S ta te s  v. S ta r r , 535 F. 2d 512 
(CA-9 1976).

“s See the case discussion of S te v e n s  
v. P a rk e , D arns &  C om p a ny , and  A .  J.
PAGE 568

B ela u d , M .D . in S. Prakash Sethi, U p  
A g a in s t  the C orp ora te  W a tt, 3rd Edition 
( Englewood Cliffs, N. J . : Prentice-Flail, 
1977). p. 386. Also see L o v e  v . W o l f  
(266 Cal. App. 2d, 226, 395-96) : Y a r -  
ro w s  v. S te r lin g  D ru g  Co. (263 F. Supp. 
pp. 162-63); In c o llin g o  v . E w in g  ( (P a . 
1971) 282 A. 2d 206, 220).
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D ep artm ent has not only broadened the area w here crim inal penal
ties will be so u g h t69 bu t has also cam paigned for stiffer penalties 
and jail sentences for the v io lators in price-fixing cases.70

P ro du c t liability , while not an exam ple of im puting  liability  to 
“higher ups” for negligence, does provide an exam ple of im posing 
liability  w ith ou t fault. The concept of s tr ic t liability  in to rt, now  the 
law  in th irty -e ig h t ju risd ic tions in the U nited  S ta tes and the posi
tion of the R esta tem en t of the  L aw  of T o rts  (2 d ),71 im poses liability  
for defective products upon the m anufactu rer even though there may 
be no negligence.72 Comm on law  requirem ent for a show ing of neg li
gence in to rt action has been elim inated. I t  appears th a t a dem ise is 
in the offing for the  requirem ent of a show ing of know ledge and in
ten t in a crim inal action.

A nother aspect of broadened personal liability  for corporate of
ficers is in the Occupational Safety and H ealth  Act of 1970 (O S H A ).73 
Pursuant to the O SH A  provisions, sanctions, including fines, are assess
able against individuals w ho are “responsib le” for, though unknow l- 
edgeable about, safe ty  infractions. T he constitu tionality  of adm inis
tra tive  assessm ent of civil penalties th a t are tan tam ou n t to crim inal 
sanctions is the issue in a case presen tly  before the U. S. Suprem e 
C ourt.74 If the Suprem e Court affirms the  C ourt of A ppeals and up 
holds adm inistra tive  assessm ent of civil penalties, which are frequen t
ly assessed against individuals who have no know ledge of the specific 
w rongdoing, th ere  m ay well be a rush by o ther regu la to ry  agencies 
to  expand their penalty  assessm ent authority .

Implications for Corporate Officers
T he consequences of the Acm e M arkets case and o ther Suprem e 

C ourt decisions are far-reach ing  for the  corporate executives. If the 
pa tte rn  of expanding the scope of legal liability— civil and crim inal—

60 Baker, “T o Ind ict or N ot to In 
dict . . .  A Q uestion of P rosecu torial 
D iscretion U nder the Sherm an A ct.’’ 
R em arks by Donald I. Baker. Assistant 
Attorney General, A nti-trust Division, 
Before the A n ti-tru s t L aw  Briefing 
Conference, A rling ton, Virginia, Feb
ru ary  28, 1977.

70 Sehellhardt, T im othy  D. “Justice 
A gency Bids for Stiffer Penalties, In 
cluding Jail, on Corporate Price-F ixers,” 
T h e  W a ll  S tr e e t  Jo u rn a l, October 20, 
1976, 2.
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71 402 a, adopted in 1966.
72 “ (2) T he rule stated in Subsection 

(1) applies although (a) the seller has 
exercised a ll possib le  care in the prepara
tion and sale of his product, and (em 
phasis supplied") . .

73 84 Stat. 1590: 29 U. S. C. 651.
71 Frank C. Ivey. Jr., In v .  v. O S H R C  

pending before U. S. Supreme Court, a r
gued November, 1976.
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is sustained in fu tu re  court decisions, which seem s likely, it w ould 
cause significant changes in the organ izational s truc tu res and deci
sion-m aking processes of corporations th a t deal in consum er products. 
E very  corporate supervisor, w hether or no t th a t superv isor is an  of
ficer or director, m ay under certain  circum stances be held personally  
liable for the  acts of his subord inates— regard less of w hether th a t 
superv isor had any know ledge of or partic ipation  in the acts of th e  
em ployees th a t have been determ ined to  be w rongful or in violation 
of the  law. T his raises the  very  difficult question  of w hat are the 
reasonable lim ita tions of the executive.

Since it is v irtua lly  im possible for a corporate executive to be 
personally  kep t inform ed of all the corporate activities w ith po ten
tial for public in ju ry , extrem e care should be exercised by the  law  
m akers in extend ing  the scope of such action for w hich a corporate 
executive m ay be held personally  responsible. Since the  notion for 
punish ing  the w rongdoer in the trad itio nal sense is inappropriate  
here, the applicable criteria  is th a t of social w elfare or public in terest 
to  be derived from  con tro lling  corporate m isconduct. H ow ever, it is 
no t clear w hether by im posing onerous responsibilities of supervision 
on the corporate executive, we w ould also sap his in itia tive for action 
and risk -tak ing  in the m arket place. A careful balancing  of com 
peting  in terests  is therefore in o rder and deserves social discussion. 
T he com panies, on th e ir part, m ust in itia te  new  procedures and de
velop new safeguards to  ensure their economic survival and well-being 
as well as to p ro tect th e ir top executives from  exposure to personal 
liability  for good faith  efforts m ade on a com pany’s behalf during  
th e  norm al course of business. [The E nd]
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The Legality of 
the Administrative Restraint 

Provision of the Medical Device 
Amendments of 1976:
Some Constitutional 

Considerations
By LOUIS SANTUCCI

Mr. Sanfucci Is an Attorney for the Pharmaceutical Manufac
turers Association.

AS Y O U  K N O W  the M edical Device A m endm ents of 1976 ex
panded the  Food and D ru g  A dm in istra tio n ’s (F D A 's)  authority 

to  regu la te  devices. T he D evice A m endm ents included a provision 
for the adm in istra tive  re stra in t of devices.

Briefly sta ted , the A dm inistra tive  R estra in t provision of the  
device law 1 au thorizes an officer or em ployee of the S ecretary , while 
conducting  an inspection, to order a m edical device w hich he has 
reason to  believe is adu ltera ted  or m isbranded to be detained for a 
period of no t m ore th an  20 days. I f  the S ecretary  or his designee 
determ ines a g rea te r period of tim e is necessary in order to in stitu te  
an action to seize the product or obtain an injunction he may authorize 
a detention  for an additional 10 days.2

J ¡21 U S C  334(g).
2 I t  is unclear w hether the to ta l de

tention period au thorized under the  
Law is 20 days plus 10 days or 20 days 
plus 30 days. An FD A  official takes the 
position it is 20 days plus 30 addition-
ADM INiSTRATlVE RESTRAINT

al d a y s . See 31. F ood D rug C o sm e t ic  
L a w  J o u r n a l  427 (August 1976). The 
law  provides th a t the Secretary  m ay 
au thorize a  detention  period of not to  
exceed 30 days.
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T he use of adm inistra tive  re stra in t as ano ther tool for govern
m ent enforcem ent will undoub tedly  receive increased a tten tion  by 
Congress in forthcom ing legislative proposals.

F o r exam ple, the D N A  research bill in troduced by Senator 
K ennedy (S. 1272) th is spring, contains an adm inistra tive  re stra  n t 
provision. A nd you can be assured th a t if the FD A  finds it an effec
tive tool they  will a ttem p t to gain s ta tu to ry  au th o rity  for its use 
w ith  drugs.

Before discussing the constitu tional considerations of th is p ro
vision, it m igh t be of in terest to  note the background th a t led up to 
the  inclusion of th is requirem ent in the  law.

T he G overnm ent A ccounting Office (G A O ) issued a repo rt in 
19723 w hich recom m ended th a t the F D A  be given au tho rity  to detain 
products suspected or know n to be violative of the law. One of the 
chief reasons for th e ir  recom m endation w as th a t se:zure actions by 
the F D A  w ere too slow.

T he GAO repo rt concluded th a t detention au th o rity  was neces
sa ry  to im prove the F D A ’s ability  to keep products suspected or 
know n to be violative off the m arket. T he  legislative h isto ry  of the 
device law  indicates th a t th e  GAO recom m endat’on w as a m o tiva t
ing  factor for the incorporation  of th is provision in the H ouse Bill 
and la te r in to the law .4

P u rsu an t to  th a t au tho rity , the Secretary  is obligated to  p rom ul
gate im plem enting regu lations for the  enforcem ent of th is provision 
before the  section can becom e operational. T hese regula tions have 
no t as yet been proposed.

W hile the adm in istra tive  re s tra in t provision is new  to the device 
area, it is no t new to the  FD A . D etention  au th o rity  for m eat, pou ltry  
and eggs w as added to  the  F D A ’s enforcem ent arsenal in 1967, 1968 
and 1970 respectively-5 * * Also, som e states, California, for exam ple, 
have such au th o rity  for drugs and devices.8 In te restin g ly  enough, 
there seems to be an absence of any case law  challenging such s ta tu tes  
on constitu tional grounds.

3 “ GA O R eport to Congress— Lack
of Autho-itv Limits Consumer Protec
tion: iden tify ing  and Rem oving fm ni 
the M.ar’-et P rodu cts  W hich V iolate
the r aw ”. f B ,164031 <?))

1 R eport No. 94-853 “M edical D e
vice A m endm ents R eport by the Com-
PAGE 5 7 2

m 'ttee on Interstate and F o re’gn Com- 
m er~e” (to  accom pany H . R. 11124) 
p. 47.

5 21 U S C  679, 21 U SC  4-37, 21 U SC  
105?.

0 C a'ifornia H ealth  and Safety Code 
Sec. 26830.
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I w ould now  like to offer three theories on how th e  federal ad 
m in istra tion  re stra in t provision perta in in g  to devices m ight be chal
lenged on various constitu tional grounds.

Due Process
T he first problem  th a t one encounters in reading th is provision 

is the lack of due process p ro tection  accorded the m anufacturer. The 
F ifth  Am endm ent s ta tes  th a t an individual m ay not be deprived of 
p rop erty  w ith ou t due process of law. W hile the term  “cue process” 
is no t precisely defined in the  C onstitu tion , th ere  are certain  p rin 
ciples th a t can be gleaned from  various Suprem e C ourt decisions th a t 
give one an operational fram ew ork from  w hich to  determ ine the 
level of due process to be accorded when there is a deprivation  of 
property .

D ue process righ ts  are based on a concept of fairness. C ourts 
have held th a t the  governm ent m ust follow a  fair process in its 
decisions particu larly  w hen ac ting  to  deprive a person  of property . 
C entral to  the  concept of fairness is the r ig h t to adequate notice and 
the r ig h t to be heard. T he Suprem e C ourt has also held th a t “ these 
righ ts  m ust be g ran ted  at a m eaningful tim e and in a m eaningful 
m anner.”7 So while the detention m ay only be brief it is well settled  
in the  law  th a t a tem porary  dep rivation  of p roperty  is nonetheless 
a deprivation for due process purposes.8 Therefore, whether the  re
s tra in t w ere for one or tw en ty  days, for due process purposes it 
w ould still be a deprivation. Several recent landm ark  decisions of the 
Suprem e C ourt have g rea tly  expanded the  concept of a constitu tional 
rig h t to due process p rio r to deprivation of a p rop erty  r ig h t9 and 
provide an outline of due process concepts which should be con
sidered in ligh t of the detention  provision.

A very  com plete discussion of due process righ ts  is contained in 
a 1972 case, Fuentes v. S h ev in }0 which offers a com orehensive ;n- 
s ig h t in to the high co u rt’s view  on due process. T he C ourt m Fuentes 
m ade clear th a t in m ost s itua tions n o th ing  sho rt of p rio r n o t’ce and 
an oppo rtun itv  for a p rio r hearing  will satisfv  the com m ands of 
due process w here p rop erty  righ ts  are at stake. T he C ourt ;n Fuentes * 395

1 Armstrong v. Manzo, 380 U. S. 545, 0 9 7 ?) • Gotd^rra v . K r ’lv  397 TJ. S.
552 0  9^5). 254 0  970)- Snidach v. Family Finance.

* S"ld~ch v. Family Finance Corp., 395 U. S. 337.
395 U. S. 337 0 9 6 9 ). 10Fuentes v. Shevin, 407 U. S. 67.

° B"ll v. Burson. 402 U. S. 535 
(1971); Fuentes v. Shevin, 407 U. S. 67
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was considering tw o s ta tu te s  th a t perm itted  repossession of per
sonal p rop erty  merely by ob ta in ing  a p re ju dg m en t w rit of replevin 
th rough  a sum m ary  process of ex p arte  application to a court clerk. 
A t the  sam e tim e as the individual received the com plain t seeking 
repossession, the p rop erty  was seized w ith  no prio r notice and  no 
op po rtun ity  for a hearing. T his is the sam e situation  th e  m anu
facturer faces w ith  the  adm in istra tive  restra in t. F o r purposes of m y 
argum en t I ’m assum ing  the w orst case w here the m an u fac tu re r’s 
first notice of the  detention  of the device will probably  occur w hen 
the FD A  inspector marks the goods with a detention sticker of some kind.

T he C ourt held th a t a prio r hearing  m ust be held in these cir
cum stances, because it is the only tru ly  effective safeguard  against 
a rb itra ry  deprivation of property . T he essential reason for the  re
qu irem ent of a p rio r hearin g  is to p reven t unfair or m istaken depriva
tions of property.

The restra in t s ta tu te  does not provide for notice or an oppor
tu n ity  for a hearing  prio r to the detention  of the device. O nly after 
the detention of the  device m ay the m anufactu rer appeal the  detention. 
W ith in  5 days from  the date of filing the  appeal, the  S ecretary  m ust 
provide an op po rtun ity  for a hearing  and either confirm or revoke 
the detention. B u t since th is is an after-the-fact determ ination , it 
w ould no t sa tisfy  due process requirem ents of p rio r notice.

I t  w ould appear, then, th a t w ith ou t prio r notice, the restra in t 
action is violative of due process requirem ents. H ow ever, the C ourt 
in Fuentes and o ther cases has distinguished certain circum stances 
th a t m ay ju s tify  postponing  notice and the oppo rtun ity  for a hear
ing  un til a fte r th e  deprivation has taken place. One such circum 
stance cited in th is and o ther decisions relates to the seizure of a 
misbranded drug, upheld in the Ewing v. M ytinger and Casselberry case 
under the  seizure pow er of the A ct.11
Seizure Action

Ju s t  to  refresh your m em ory, seizure actions do not require 
notice prio r to  the  actual seizure and it is on ly  after the  seizure 
has occurred th a t the  claim ant of th e  p roperty  m av appear and 
claim the seized goods. T he cou rt noted in the Fuentes case th a t the 
seizure of m isbranded drugs and o th e r situations are “ex trao rd inary

11 F o r example, both F u e n te s  v . 339 U.S. 594 (1950) upholding the 
S h r v in , 407 U.S. 67, 92 and B e ll  v. constitu tionality  of a m ultiple drug 
B u rso n . 402 U.S. 535, 542 re fe r to seizure under the seizure provisions 
E seing  v . M y t in g e r  and  C asse lb erry , of the Act.
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situ a tio n s” ju s tify in g  postponem ent of notice and the  opportun ity  
for a hearing. T he cou rt found th a t such “ex trao rd ina ry  s itua tion s” 
had th ree  elem ents in common. If any of these th ree  elem ents do no t 
app ly  to  the deprivation  in question, then  it w ould appear th a t under 
th e  Fuentes decision, due process p ro tection  in the form  of prio r 
notice w ould be extended p rio r to th e  deprivation . H ow  then does 
the  sub ject provision hold up against th ree  elem ents?

T he first elem ent is th a t the seizure m ust be d irectly  necessary 
to secure an im p ortan t governm ent or general public in terest. In 
th is case, the governm ent or public in te rest in the  face of the re stra in t 
provision would be to p ro tect the public from  devices th o u g h t to 
be adu ltera ted  or m isbranded, clearly a sufficient in terest. T he need 
to  p ro tec t the  public health  is a governm ental or public in te rest of 
the  h ighest m agnitude. H ow ever, the C ourt has held in o th e r cases 
th a t where the purpose, though  leg itim ate  and substan tia l, can be 
achieved th ro ug h  m ore narrow  m eans, then, “ [t]h e  b read th  of leg
islative abridgm ent m ust be view ed in th e  ligh t of less drastic  m eans 
for achieving the  sam e basic purpose.”12 Could no t the governm ental 
in terest still be served by  a m ore narrow ly  draw n s ta tu te  or perhaps 
by  g iv ing the  m anufactu rer notice of the contem plated action  and 
an o p po rtun ity  to  discuss the problem  w ith  the inspector or the 
official w ho m ust approve the re s tra in t o rder p rio r to  it becom ing 
effective? T here  m ay be a ho st of o th e r less drastic  m eans of achiev
ing the  public purpose.

If the end could be achieved less drastically , then  a court could 
well find th a t the  re s tra in t provision is overbroad in its  m eans of 
achieving th e  in te res t of p ro tec tin g  the  public health .

T he second element of the Fuentes case is th a t there  m ust be a 
need for very  p rom pt action. W hile th ere  m ay be a need for p rom pt 
action  in a re stra in t provision, the need for very  prom pt action 
w ould depend on the circum stances. In the  seizure situation  upheld 
by the  C ourt, there  w as probable cause to believe th a t the drug  w as 
m isbranded because of a booklet accom panying the drue. The need 
for very  p rom pt action  can be said to be m ore im m ediate w here 
the  stan dard  ;s probable cause, than  where it is such a nebulous 
standard as the “reason to believe” one found in the restraint provision.

In  the seizure case the need for prom pt action is apparen t and 
therefore the  “ex trao rd ina ry  s itu a tio n ” is based on pos:tive factors. * 488

12 S h e ’ton  v . T u c k e r , 364 U .S. 479,
488 (I960).
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T he criterion  for m aking the necessary findings therefore is s tric te r 
th an  th a t used for the adm inistra tive  re s tra in t provision.

T he need for p rom pt action should be related  to the po ten tial 
harm  th a t could re su lt if the seizure is no t very  prom pt. T he need 
for very  p rom pt action w ould appear to be less w here the po ten tial 
for harm  is based only on supposition. In  addition , since the restra in t 
is no t a court action a discussion of the in specto r’s in ten tion  to detain 
the  product w ith  the  m anufacturer p rio r to  o rdering  it detained 
could no t inhibit th e  prom ptness of the action to any extent.

T he th ird  qualify ing elem ent of Fuentes is th a t the  person in itia t
ing the seizure is a governm ent official responsible for determ ining, 
under the  standards of a narrow ly  draw n sta tu te , th a t it w as neces
sa ry  and justified  in a particu la r instance.

T he problem  w ith  the restra in t provision in the device am end
m ent is th a t it is not a narrow ly  draw n sta tu te , because there are 
no standards w ritten  in to the sta tu te . The statute delineates no 
standards as to w h a t constitu tes a “reason to  believe” a device is 
adu ltera ted . T he question of standards will be m ore fully discussed 
later. Since there  are no standards for determ in ing  w hen the re stra in t 
is justified, th e  re s tra in t provision should not qualify as an “ex tra 
ord inary  s itu a tio n ” under th is test. F ailu re  to meet any of these 
th ree  tests  w hich com prise the exception to the prio r notice rule 
m igh t be sufficient to invalidate the  re stra in t provision.
Prior N otice of Restraint

T he Eiving  d rug  seizure case can shed additional ligh t on the 
p robability  of a successful challenge.

In  th a t case the C ourt held th a t there  w as not a r ig h t to  prio r 
notice and an o p po rtun ity  to be heard  on the “probable cause” deter
m ination th a t is m ade prio r to in s titu tin g  a m ultip le seizure action. 
H ow ever, the C ourt s ta ted  th a t a fter a “probable cause” deter
m ination  was m ade by the FD A , the U. S. A tto rney  G eneral’s 
office then  m ade a determ ination  as to  the sufficiency of th a t deter
m ination  prio r to in s titu tin g  the seizure action. T he Court, obviouslv, 
felt that an in term ediate  independent step of th is type provides 
som e safeguards w here prio r notice is not em ployed. T his inde
penden t review  by  a different agency provides som e pro tection  against 
an a rb itra ry  determ ination  on behalf of FD A  officials th a t probable 
cause existed to ju s tify  seizing the drug. No such in term ediate  and 
independent step exists in the device am endm ents. In  the case of
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re s tra in t th e  inspector m akes a recom m endation, and w hile it m ust 
be approved by a designated official of the  Secretary , perhaps a 
D is tr ic t D irector, there is no determ ination  independent of the  F D A  
on the F D A  em ployee’s “reason to believe” a device is adu ltera ted  
o r m isbranded. O n th is basis, perhaps a court w ould distinguish  
the  re stra in t provision from  the  seizure action because of th is lack 
of an  independent determ ination  and hold th a t p rio r notice of a 
re s tra in t is necessary.

One other elem ent of im portance is th a t in the drug seizure case 
a hearing  will be held in court if the  p arty  requests it. T he re stra in t 
provision does no t guaran tee  a hearing  b u t only an oppo rtun ity  for 
one. If  the  FD A  chooses to read “opportun ity  for a hearin g ” when 
we feel one is required , then obviously a hearing  is no t guaran teed . 
N or is there a provision for a subsequent hearing  e ithe r judicially  
o r otherw ise, and situations could be envisioned in th e  case of 
radioactive diagnostic products w ith  sho rt useful lives w here the  
product could be rendered useless in less than  20 days. T he prospect 
of filing in junctive proceedings provides little  com fort to a m anu
fac tu rer w ho feels the F D A ’s action is unjustified. T herefore, the 
C ourt could distinguish  the  re stra in t provision as no t an ex trao rd i
n a ry  s ituation  because there  is no gu aran tee  of a hearing  before the 
final adm inistra tive  action becom es effective.

O th e r cases since Fuentes have review ed various s ta tu to ry  schemes 
to determ ine the sufficiency of predeterm ination  due process righ ts. 
These cases indicate th a t due process is a flexible concept and in 
m y opinion w ould require p rio r notice and an o p po rtun ity  to  be 
heard  prio r to  a determ ination  to  restra in  a device.

Vagueness
A nother approach to challenging the sub ject provision w ould 

be to  argue th a t the s ta tu te  is unconstitu tionally  vague. Such a 
challenge w ould be based on th e  lack of standards as to w hat 
will constitute a “reason to believe”, on the p a rt of the  F D A  officials, 
th a t  a device is adu ltera ted  or m isbranded. W ith o u t an explanation 
as to  w h a t are sufficient reasons to constitu te  a belief th a t a device 
is suspect, it w ould seem th a t a m anufactu rer w ould no t be able 
to determ ine w hether or no t his conduct falls w ith in  the category  
sub ject to restra in t.

In  delegating  the pow er to the  F D A  to restra in  a device, Con
gress has failed to  provide statutory stan dards regard in g  th e  “reason 
to  believe” aspect of th is  provision.
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C ourts have struck  down statutes under the vagueness doctrine 
w here m eaningful stan dards have not been incorporated  into the  
law. However, as Davis, a leading adm in istra tive  law  w riter, has 
declared, such an approach is un satisfacto ry  and courts are increas
ingly re luc tan t to  base th e ir determ ination  th a t a s ta tu te  is vague 
Solelv on the grounds th a t there is a lack of s ta tu to ry  s tan d ard s .13 
O ne recen t case held th a t the doctrine of vagueness can be used to 
declare a statute invalid w here there is an absence of standards 
re stric tin g  the  discretion of governm ent au tho rities in enforcing 
the law .14 In th a t case, the Suprem e C ourt determ ined th a t w hen 
there are no stan dards govern ing  the exerc 'se of ‘‘the discretion 
g ran ted  by a s ta tu te ,” the schem e perm its and encourages an a rb i
tra ry  and d iscrim inato ry  enforcem ent of the law .13 and the resu lt is 
th a t constitu tional stan dards are not m et. W h a t the  court is im ply
ing is th a t vagueness in the enforcem ent policy m ay be sufficient 
grounds for find’ng  a s ta tu te  void.

The s ta tu te  regard ing  adm inistra tive  re s tra in t clearly does not 
contain, any stan dards regard ing  when or how the “reason to  believe” 
determ ination  will be made. If the regula tions th a t are to be p ro
posed regard ing  th is provision also fail to clarify  the enforcem ent 
policy, it w ould appear th a t th is statute could be declared void 
under a doctrine of vagueness. T his is particu larly  tru e  since the 
w ords “reason to believe” are open ended and to  m y know ledge 
have no estab lished judicial or legal m eaning such as a term  h’ke 
“probable cause” does. O bviously, one can, im agine any num ber of 
circum stances w here one person could have “reason to believe” 
th a t a set of circum stances could cause a device to be adu ltera ted  
which ano th er person faced w ith the sam e situation  w ould not. 
W ith o u t such standards, a court could find th a t the s ta tu te  perm its 
a rb itra ry  and discrim inato ry  enforcem ent and is therefore void. But 
ra th e r than  declare the s ta tu te  void on these grounds, the courts 
m igh t exercise th e ir pow er in a new direction. If such standards 
are no t fo rthcom ing via rulem aking, and because they  are not con
tained in the s ta tu te , the courts could require the FD A  to form ulate 
such standards as are necessary  to  guide the exerc;se of the  discretion
ary authority of the FD A  officials.

13 K enneth C u'p D av’s. A d m in is tr a -  '* P ap a ch ris to u  v. C ity  o f J a c kso n v ille , 
live  I .a w  S u p p le m e n t 1970. C hapter 2 405 U S . 150 11972).
r.nri A d m in is tr a t iv e  I  m o o f t ’’c S e v e n - ir“ Id  at 170. 
ties S u p p le m e n tin g  A d m in is tr a t iv e  L a w  
T re a tie s , Issued June 1976.
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In  tw o recent federal cases, for exam ple, the courts  have ordered 
the form ulation  of stan dards for the exercise of the d iscretionary  
functions of an agency w here the court found no stan dards ex isted .16

Therefore, w hile a challenge of th is provision m ight no t be 
successful on the  face of the s ta tu te , if standards are no t forthcom 
ing or are found deficient in th a t they  do no t adequately  spell ou t 
th e  requirem ents for w hat constitu tes a “reason to believe” a device 
is adu ltera ted  or m isbranded, I feel a challenge could be successful. 
T he  court w ould then  e ither declare the s ta tu te  void or send the 
FD A  back to the draw ing  boards to provide adequate standards.

Warrant Required for an Inspection
In  order for an inspector to  in s titu te  the adm in istra tive  re stra in t 

provision, he m ust of course gain access to  the device m anu fac tu ring  
plant. T he s ta tu te  provides th a t the im position of the  re s tra in t can 
only occur du ring  an inspection conducted pu rsu an t to Section 704 
if he finds a device he has reason to believe is adulterated or misbranded.

A possible challenge to th is provision would be an assertion  
th a t the FD A , p u rsu an t to  the d ictates of the F o u rth  A m endm ent, 
m ust obtain a search w arran t prio r to undertak ing  an inspection.. 
If the court w ere to declare the F D A 's p resen t w arran tless inspec
tion au tho rity  as violative of the F o u rth  A m endm ent, then  one w ould 
expect th a t access to facilities would be som ew hat lim ited w ith  a 
corresponding decrease in the frequency of im plem entation  of ad
m in istra tive  restra in ts. H ow ever, requ iring  a w arran t before an 
inspection would not, in m y opinion, lim it the frequency of F D A  
inspections unless the court also determ ined th a t a s tric t probable 
cause s tan dard  for issu ing  the  w a rran t applied. U nder such a s ta n 
dard  a w a rran t w ould be issued only w here the  inspector believed 
th a t a violation has occurred.

W hile th is question  of how the F D A ’s inspection au tho rity , 
particu larlv  w ith regard  to devices, comports w ith the F o u rth  Amend
m ent has not been expressly ruled upon by the Suprem e C ourt, 
there are at p resen t tw o low er court cases alleging in p a rt th a t a 
w arran t m ust be obtained prio r to an FD A  inspection .17

R egard less of the determ ination  m ade in these tw o cases, in 
m y opinion, it will be even tually  necessary for th e  Suprem e C ourt, 
a t som e tim e in the fu tu re  to rule on the F D A ’s inspection au tho rity . 10

10 E n v iro n m e n ta l D e fen se  F u n d  v . R u e -  1' U .S . v . S h e rw o o d  M e d ic a l In d u s -  
kc lska n s , 439 F. 2d 584 11971); U . S . v . tr ies, h ie . Civil No. 77-0265-CU-W -2;
B ry a n t. 439 F. 2d 642 (1971). U .S . v. B re to n  D ic k in so n .
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T he application of the F ou rth  A m endm ent r ig h t to  be free from 
unreasonable searches and seizures in particu lar cases has been a 
ta sk  which has caused the  courts a g rea t degree of difficulty, p a r
ticu larly  w hen the specific sub ject of review is the  enforcem ent of 
w arran tless  inspection s ta tu te  sim ilar to Section 704 of the F ederal 
Food, D rug, and Cosm etic Act.

T he situation  rem ains unse ttled  despite recent Suprem e C ourt 
decisions on the general subject. And recent federal d istric t court 
opinions which have a ttem p ted  to apply the Suprem e C ourt holdings 
to particu lar inspection au th o rity  provisions sim ilar to  the F D A ’s 
have only added to th is s ta te  of uncertain ty .

P resen t judicial au th o rity  regard ing  constitu tional w arran t re
qu irem ents for adm in istra tive  searches begins w ith the 1967 Suprem e 
C ourt com panion decisions. Camara and Arc.18 These two decisions 
together stand  for the proposition th a t adm inistra tive  inspections 
of com m ercial prem ises require a search w arran t and th a t issuance 
of a w arran t m ust be based on satisfaction of a flexible probable 
cause s tan dard  which will vary  on a case by case basis. S ubsequent 
to these decisions, the Suprem e C ourt has had tw o opportun ities 
to  review  the reach of the F ou rth  A m endm ent w ith  respect to  two 
different federal regu la to ry  s ta tu te s .19 T hese tw o cases. Bisivell and 
Colonnade, dealt w ith federal regulation  of firearm s and liquor, re
spectively.

In bo th  these cases, the  C ourt upheld s ta tu to ry  schem es au tho
rizing w arran tless inspections of licensed firearm s dealers and liquor 
licensees, thus narrow ing  the scope of Camara and See.

D espite the different situations the C ourt faced in each of these 
four cases, I believe it is possible to derive a few principles th a t 
will be determ inative in the C o urt’s review  of the F D A ’s device 
inspection au tho rity .
Inspection Authority

F irst, w arran tless inspections will not be considered violative 
of the F ourth  A m endm ent unless they  are “unreasonab le”. In deter
m in ing the reasonableness of a particu lar inspection au tho rity , three 
elements are considered. F ;rst. the en terp rise sough t to be inspected 
m ust be engaged in a pervasively regula ted  business. Second, the * 387

18 C am n r'i v . M u n ic ip a l C o u r t o f the  18 U n ite d  S ta te s  v . B is w e ll, 406 U .S. 
C ity  a"H C o u n ty  o f S a n  F ra nc isco . 387 311 (4972) and C olonnade C a terin g  C orp .
U.S. 523 and S e c  v. C ity  o f S e a ttle , v. U .S .. 397 U.S. 72 (1970).
387 U.S. 541.
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w arran tless inspection m ust be a crucial p a rt of the  regu la to ry  process 
designed to fu rther an u rg en t federal in terest and th ird , it m ust be 
au thorized  by s ta tu te  and carefu lly  lim ited as to tim e, place and 
scope. If any  of these three elem ents is lacking, the C ourt w ould 
find th a t the inspection au th o rity  is “unreasonab le” and therefore 
requires a w arran t. F inally , if the C ourt agrees th a t a w a rran t is 
required, there m ust be “probable cause” to  issue the  w arran t. T he 
C ourt will m ake a second determ ination  of reasonableness and if 
the inspection is reasonable, under certain  factors then  the C ourt 
will find th a t probable cause to issue the w arran t exists.

In  a rticu la tin g  the stan dards for determ in ing  w hether a w arran t 
should be required in the first place, the Court, in m y view, has 
created a situation  from  which it w ill even tually  have to re treat. 
L ow er court decisions have discussed the  F D A ’s inspection au tho rity  
as well as sim ilar inspection au th o rity  for the O ccupational Safety 
and H ea lth  A dm inistra tion . These decisions have placed the g rea te s t 
w eigh t on th e  “pervasiveness” factor, m entioned previously, in deter
m in ing w hether or no t a w arran t should be required for an inspection 
to occur.20

W hile  such a distinction  m ay in som e circum stances be an easy  
one to draw , it obviously will create  separate  classes of business 
th a t will be trea ted  differently  for F o u rth  A m endm ent purposes.

Since Camara and See have not been overruled, I feel th a t eventu
ally the C ourt will find th a t the draw ing  of distinctions on the 
standards previously discussed will create situations so unfair on 
th e ir  face th a t the C ourt will be obliged to extend F ou rth  A m end
m ent p rotection  to  require a w arran t prio r to any  regu la to ry  in
spection, regard less of the ex ten t of regu la to ry  control.

U n til such tim e as m y view is v ind icated by the Court, perhaps 
the device indu stry  will be able to differentiate itself as an in du stry  
th a t has no t been, sub ject to a pervasive regu la to ry  atm osphere, th u s  
requ iring  th a t any  inspection of a device estab lishm ent to be p u r
suan t to  a w arran t.

Devices have been sub ject to 
F D A  since 1938. H ow ever, in 1976 
m uch g rea te r degree of regu la to ry

20 See for example, U S .  v . D e l C am po  
B a k in g  M a n u fa c tu r in g  C om p a ny . 345 F. 
Supp. 1371 (1972); B a r lo zv s  In c . v. 
U scry , 425 F. Supp. 437 (1976) cert.

som e regu la to ry  contro l by the 
devices w ere m ade sub jec t to a 
control.
gran ted  — U.S. — (1977); B re n n a n  v. 
B u c k e y e  In d u s tr ie s , 374 F. Supp. 1350 
(1976); B re n n a n  v . G ib so n ’s  P ro d u c ts  
In c . o f P la no , 407 F. Supp. 154 (1976).
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In particu lar, w ith  regard  to inspection au th o rity  for devices, 
it w as not until 1953 th a t m andatory  inspection, au tho rity  for device 
estab lishm ents w as instituted. T his inspection au th o rity  was lim ited 
to  physical facilities, and p ertinen t equ ipm ent, finished and u n 
finished m aterials and labeling  therein. T he 1976 am endm ents ex 
tended th is au th o rity  to expand the inspection au th o rity  for restric ted  
devices only to include all th ings in a factory w here a device is 
m anufactured  bearing  on w hether the  device is adu ltera ted  or m is
branded including records, files, processes contro ls or facilities.

If the m easurem ent of the pervasiveness of control is the length 
of tim e the control has existed, then devices have only been sub ject 
to controls for less than  50 years. However, the Colonnade decision 
im plies th a t it is the  pervasiveness of control over the inspection 
au tho rity  itself th a t is of concern .21

In th a t decision the court pointed out th a t federal w arran tless 
inspection au th o rity  for liquor existed as early  as 1791. W ith  device 
inspection au th o rity  less than  25 years old, the a rgum en t can be 
m ade th a t the device in du stry  has no t been long sub ject to such 
inspection au tho rity . And w ith the inspection au th o rity  over re
stric ted  devices a little  m ore than  a year old, such au tho rity  would 
certa in ly  not be pervasive.

Even though  the  C ourt m ight agree th a t a w arran t is required 
in the case of all devices, or at least for restric ted  devices, the 
C ourt m ight find th a t the w arran t will issue w ithou t a show ing of 
cause to believe th a t a violation has occurred.
Reasonableness Factors

The F ou rth  A m endm ent provides th a t “no w arran ts  shall issue 
b u t upon probable cause”. However, the Camara decision articu la ted  
a different probable cause s tandard  for issu ing a w arran t pu rsu an t 
to regu la to ry  inspection schemes. P robab le cause for issu ing  a w ar
ran t will exist if the inspection schem e is reasonable. T he C ourt 
in Camara listed several factors22 th a t are relevant to a consideration 
of the  reasonableness of the  inspection scheme. W hile m any of 
these factors do apply to  the  device inspection au tho rity , a t least 
tw o do not. W here  these factors do no t apply to a regu la to ry  inspec
tion system, such a system should be considered unreasonable.

21 C olonnade, 397 at 77. all dangerous conditions be prevented or
22 Other factors discussed by the Court abated; there are reasonable legislative 

were : long history of public and judicial or administrative standards {o'- conduct- 
acceptance; public interest demands that ing the inspection. C am ara  at 535-539.
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T he first factor w as th a t the inspection program  w as no t 
aim ed a t the  discovery of a crim e nor was it im personal in nature , 
and hence there is a lim ited invasion of the c itizen’s privacy.

H ow ever, under the F ederal Food, D rug, and Cosm etic A ct 
inspections are related  to the discovery of evidence of a violation 
and m ay be aim ed a t discovering the iden tity  of individuals w ho 
caused the  occurrence of the violation, which, if found, can resu lt 
in crim inal fines and im prisonm ent. H ence, the po ten tial for invasion 
of privacy is significant as the inspection can be personal in na tu re  
and aim ed a t the discovery of a crime.

T he second factor re lates to the purpose of the inspectional 
system . T he purpose of the inspection program  in Bisrvell w as to 
control the d istribu tio n  of guns. T he inspection au tho rity  w as a 
crucial p a rt of the regu la to ry  schem e to  assure th a t w eapons w ere 
d istribu ted  th rough  regu lar channels, th a t they  w ere traceab le and 
th a t the  sale to  undesirable custom ers was prevented . T he C ourt 
agreed th a t frequent unannounced inspections w ere essen tial to  an 
effective inspection program .

T he C ourt distinguished the gun control s ituation  from  the 
bu ild ing  code violation in the Camara and See cases by  reason ing  
th a t 'building code v iolations w ere difficult to conceal or correct in 
a sho rt tim e and w arran ts  w ould provide little  th re a t to  the  effective
ness of the  program .

F D A  inspections are also in frequent and for the  m ost p a rt 
involve violations th a t are no t easily corrected or concealed in a 
sho rt period of time. T herefore, it w ould seem th a t the th re a t to 
the F D A ’s inspection au th o rity  is equally  m inim al as th a t in Camara 
or See. A no ther factor to consider is th a t the F D A ’s regu la to ry  
system  has th e  sam e concern as th a t in Camara and See, public health 
and safety.

I t would appear th a t A gency inspection w ould no t be con
sidered reasonable under tw o m ajor factors of the C o urt’s m ulti
pronged test. T herefore, the applicable “probable cause” s tan dard  
w ould be the trad itional one, requ iring  personal know ledge or belief 
th a t a violation has occurred.

F inally , the C ourt determ ined th a t even if the  inspection in 
question is reasonable under th e ir tests , there  m ust also be reasonable 
leg islative or adm inistra tive  standards for conducting  the inspection .23

23 C am a ra  at 538.
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T he s ta tu te  provides very general standards about inspections.24 
P erhaps the  C ourt m ight find th a t the scope and lim its of the in
spection are not sufficiently defined and would require the  FD A  
to p rom ulgate  m ore definitive rules.

W hile I have no t considered all of the possible constitu tional 
challenges to th is provision, I would like to conclude w ith th is com 
m en t: T he m ajor reason for the adm inistra tive  re stra in t provision 
w as th a t seizures w ere too slow. In th a t respect. I find a s ta tem en t 
quoted in the Barlow  opinion relevant. And th a t is th a t “ Expediency 
is the argum ent of ty ran ts , it precedes the loss of everv hum an 
lib e rty ”. W hile I would not argue th a t m em bers of Congress or 
FD A  officials are ty ran ts . I would say that expediencv as a rationale 
for legislative enactm ents m ay be insufficient justification to support 
such enactm ents w hen challenged at some la ter date. [The End]

CURRENT PRACTICES FOR FLU VACCINE 
OUTLINED BY FDA

T he influenza vaccine to he used during this year’s flu season con
tains the prevalent A /V icto ria  and B /H o n g  K ong type viruses, ac
co rd ing  to a Food and D rug  A dm inistration  sum m ary of curren t 
Public H ealth  Service recom m endations on flu vaccine. Available in 
both “ split-v irus” and “w hole-virus” preparations, adults and older 
children develop im m unity with one shot of either vaccine. Tw o doses 
of the split-type vaccine are needed for children under age six. Be
cause children and adolescents experience m ore side effects than  adults, 
it was recom m ended tha t only the  split type be given to those under 
18 years.

Use of the vaccine was suggested for adults and children of all 
ages who have chronic diseases, and for older persons generally. I t  
was noted tha t While use is not contraindicated  for p regnant women, 
most physicians avoid prescribing unnecessary vaccines during pregnancy.

CCH F ood D r u s  C o sm e t ic  L aw  R eporter , 1142,125

2< 21 USC 374.
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Introduction

WH E N  T H E  F O O D  A N D  D R U G S A C T  O F  1906 was super
seded by the  F ederal Food, D rug , and Cosm etic A ct of 1938, 
m edical devices (and cosm etics) w ere sub ject to regu la to ry  control 

for the  first tim e.1 A t least a m ajo r p a rt of the p ressure  for passage 
of the 1938 A ct w as generated  by  the sulfanilam ide d isaster.2 As a 
consequence of th a t d isaster provisions w ere m ade th a t new drugs

' S e e ,  S T A F F  O F  H O U S E  SU B- 
COMM. ON PU B L IC  H E A L T H  A N D 
E N V IR O N M E N T  O F  T H E  COMM. 
ON  IN T E R S T A T E  A N D  F O R E IG N  
COM M ERCE, 93d Cong., 2d Sess., A 
B R IE F  L E G IS L A T IV E  H IS T O R Y

O F T H E  FO OD, DRUG, A N D  C O S
M E TIC  ACT 4, (COM M . P R IN T  NO. 
14, 1974), [hereinafter cited as L E G IS 
L A T IV E  H IS T O R Y ],

2 Id ., at 3.
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could no t be m arketed  unless they  had first been shown to be safe 
for hum an use.3

W hile m edical devices and drugs were lum ped to ge ther for som e 
purposes under th e  1938 Act, devices w ere no t sub ject to such pre- 
clearance. Nor, in 1962, w hen new drugs w ere sub jected  to  even 
tig h te r  control as a resu lt of the thalidom ide d isaster,4 w ere devices 
affected.5 N ot until la te r did a situation  begin to em erge requ iring  
a closer control of device m arketing . In  the late 1960’s, thousands 
of deaths and in ju ries w ere a ttrib u ted  to  fau lty  heart valves, pace 
m akers and in trau te rin e  devices.6 M oreover, no t only were there  
problem s w ith the safe ty  of devices, b u t the  Food and D rug  A d
m in istra tion  (F D A ) was also spending considerable resources to re
move from  the  m arket useless devices being fraudulen tly  palm ed off 
on unw ary  consum ers.7 As a resu lt of bo th  of these developm ents, 
in 1969, the D ep artm en t of H ealth , E ducation  and W elfare (D H E W ) 
convened a s tu d y  group, know n as the Cooper C om m ittee, to  study 
the problem  and m ake recom m endations as to  how to deal w ith them.8 *

In  1970, the Cooper Com m ittee filed its report, m aking specific 
legislative recom m endations.6 A m ong its suggestions was one th a t 
a t least som e kinds of devices be sub jected to clinical tests  prio r 
to being m ark eted .10 Shortly  after receiving the report, the FD A  
convened ex p ert panels to begin the im p ortan t and tim e-consum ing 
w ork of review ing and classify ing m edical devices. By the  end of 
1973, w hen C ongress began to hold hearings on proposed legislation, 
these panels had a lready classified over 3,000 devices according to 
risk and need for p rem arket te s tin g .11

A t least p a rt of the reason th a t it took six or seven years from 
the  tim e th a t the Cooper Com m ittee began its w ork until passage

3 Supra note 1 at 16, 18.
' I d . ,  at 15.
s Id „  at 18. S e e  21 USC Sec. 355 

(1977).
0 M e d ic a l D e v ic e s:  H e a r in g s  on H . R .  

6073, 998 f, 539 and  10061 B e fo re  the  
H o u se  S u h c o m m . on P u b lic  H e a lth  and  
E n v ir o n m e n t C om m , on In te r s ta te  and  
F o re ig n  C o m m e rc e , 93d Cong., 1st Sess., 
154 (1973) [hereinafter cited as H o u se  
H e a rin g s] ,

7 Id ., at 155. S e e  a lso  two cases coming
to different conclusions about the
authority of the FD A  over devices used
in the  practice of a “relig ion” : F o u n d -
PAGE 5 8 6

in q  C hurch  o f S c ie n to lo g y  v . U. S ., 409 
F. 2d 1146 (CA of DC 1969) and C hu rch  
o f S c ie n to lo g y  v. R ich a rd so n . 437 F. 2d 
214 (CA -9 1971). In  addition to ques
tions of safety and efficacy of medical 
devices, issues -were beginning to de
velop concerning the distinction between 
drugs and devices: see  W eitzman, D ru g ,  
D ev ic e , C osm etic?  24 F ood D rug Cos
metic L aw J ournal 226, 320 (1969).

8 H o u se  H e a r in g s , note 7, sup ra , at 155.
8 Id .
10 Id ., a t 156.
11 Id .
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of the M edical Device A m endm ents A ct of 197612 was the difficulty 
of deciding which kinds of devices w ould be sub ject to w h at kinds 
of controls. P roblem s had arisen  in regard  to p rem arket clearance 
of new  drugs, and there w as no desire to repeat m istakes which had 
been m ade in regard  to th em .13 T hu s arose the need for the complex 
provisions se ttin g  forth  the conditions under which new  devices 
could be m arketed  w ithou t preclearance, and the need for tim e to 
d ra ft and consider th em .14 N ot only did the am endm ents set forth  
detailed provisions for exem pting certain  classes of devices from  pre
clearance, b u t th ey  also set forth  conditions under which devices 
o therw ise sub ject to preclearance could be used prior to  such p re
c learance.15 16 T his paper will deal w ith  the exem ption g ran ted  for the 
investigational use of devices sub ject to  p rem arket tes tin g  and, m ore 
particu larly , it will deal w ith  the obligation  of an in vestiga to r seek
ing such exem ption to secure an inform ed consent agreem ent from  
hum an sub jects (or their representatives') under Section 520(g)(3 ) 
( D ) 18 of the Act. I t  will also consider the relationsh ip  betw een th a t 
s ta tu to ry  ob ligation  and th a t w hich m igh t be im posed by the  com 
m on law  of negligence.

The Duty Under the Statute
I t  will be necessary to review , briefly, the overall o rgan ization  

of the F ederal Food, D rug, and Cosm etic A ct.17 O nly then can the 
full im plications of the device am endm ents be understood. F irst, 
there  is a section which defines w ords used in the A ct; Section 201(h) 
defines a “device”, w ith  certain  exceptions, to be an article which is :18

12 Pub. L. No. 94-295, 90 S tat. 539 
(M ay 28, 1976).

13 S e e  g en era lly . H o u se  H e a r in g s , at 
364-97. A lso  a t '331-35 and 360-61. C f. 
id. at 196-204.

“ S e e  g e n era lly . Sec. 5 1 3 (a )(1 ) , 21
USC Sec. 360c(a) (1).

16;Secs. 520(b) and (g ), 21 U S C  Secs. 
360; (b) and (g ). Sec. 520(b) exem pts 
custom  devices ordered by a health 
care professional for a n am ed  patient.
Sec. 520(g) exem pts devices for in
vestigational use w ith hum ans subject 
to  application being m ade by “experts 
qualified b y  scientific tra in ing  and ex
perience to investigate the safety and 
effectiveness of such devices.” Sec. 
5 2 0 (g )(2 )(A ), 21 U S C  360; (g ) (2 )(A ) .

16 21 U S C  360j(g) (3) (D ). T h is  para
graph requires th a t the S ecre tary  of

D H E W  prom ulgate regu la tions p u r
suant to paragraph (2) (A ) requiring  
an assurance that, in the absence of 
ex traordinary , life-threatening circum 
stances, inform ed consent will be ob
tained from the patient or his rep re
sentative.

17 21 U SC  Secs. 321 c t scq . (1977).
18 Id . Sec. 321(h). F o r a discussion 

of the significance of this section as 
am ended, sec, e.g ., W eigel and Raubi- 
check. H o w  to C o m p ly  w ith  th e  N e iv  
M e d ic a l D ev ic e  L a w , 31 F ood D rug 
Cosmetic L aw J ournal 312 (Tune 1976) 
or Geller, T h e  M e d ic a l D ev ic e  A m e n d 
m e n ts  o f lt)76— M a jo r  F e a tu re s  and  
C om p a rison s. 31 F ood D rug Cosmetic 
L aw J ournal 424 (August, 1976).
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(1) recognized in the official N ational Form ulary , or the 
U nited  S ta tes Pharm acopeia, or any supplem ent to them ,

(2) in tended for use in the diagnosis of disease or o ther 
conditions, o r in the cure, m itigation , trea tm en t, or prevention 
of disease, in m an or o ther anim als, or

(3) in tended to  affect the s tru c tu re  or any function of the 
body of m an or o ther anim als, and which does no t achieve any 
of its principal in tended purposes th ro ug h  chem ical action w ith 
in or on the body of m an or o ther anim als and which is no t de
penden t upon being m etabolized for the achievement of any of its 
principal in tended purposes.

T here  is also a leng thy  section which sets forth  “P rohib ited  A cts.” 
T hese include the in troduction  into in te rs ta te  com m erce19 or the 
receip t in in te rs ta te  com m erce20 of an adu ltera ted  or m isbranded de
vice, as well as th e  failure to com ply w ith  the conditions of investi
gational exem ption un der Section 520(g) or the filing of a false or 
m isleading report w ith respect to  a device.21 L est som eone seize 
upon the w ords “ in te rs ta te  com m erce”, it should also be noted th a t 
a provision buried in a ra th e r unexpected place in the A ct creates a 
p resum ption of in te rsta te  commerce. I t is in te restin g  th a t th is pre
sum ption applies only to m edical devices (as opposed to foods, drugs, 
or cosm etics). F u rth er, th is p resum ption of sufficient involvem ent 
w ith in te rs ta te  com m erce to  enable federal regu la to ry  ju risd ic tion  
w ould seem to have particu la r im pact on the investigational use of 
m edical devices.22
Consequences of Non-Compliance

One m ight w onder about the consequences of non-compliance with 
the  A ct or the doing of som eth ing prohib ited  under it. Sanctions are 
set fo rth  in Sections 302— 30423 and include in junction ,24 crim inal 
penalties,25 and seizure of offending devices.26 In  regard  to crim inal 
penalties, it ough t to be noted th a t it has been long  held th a t knowing 
v iolation of the act is no t necessary for p rosecu tion .27

As noted above, traffic in adu ltera ted  or m isbranded devices is 
prohibited. T he conditions which cause a device to  be adu ltera ted

19 21 U SC  Sec. 331(a). SVc also, 
Geller note 18, supra , a t 443.

20 id . Sec. 331(d).
21 Id . Sec. 331 (q ).
22 Id . Sec. 379a (Sec. 709 of the A ct).

S e e  Geller, note 18, sup ra , at 426-7. It
is expected tha t this provision could
be especially significant w ith respect

to  21 U SC  331 (q) and through it to  
Sec. 520(g) of the Act.

23 21 U S C  Secs. 332-4.
24 Id . Sec. 332.
2" Id . Sec. 333.
20 Id . Sec. 334.
27 S e e , c.g., U. S . v . P a r k , 421 U. S. 

658 (1975).
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or m isbranded, respectively, are se t forth  in Sections SOI and 502 of 
the  A ct.28 T he form er seem s to  be m ost relevan t here, and Section 
501(f) provides th a t a device sub ject to preclearance29 (a Class I II  
device) w hich has not been precleared and does no t have an in
vestigational exem ption under Section 520(g), is adu lte ra ted .30 M ore
over, Section 501 (i) provides th a t a device is adu ltera ted  if “any in
v estig a to r who uses such device (und er Section 520(g)) . . . fails to 
com ply w ith a requirem ent . . . under such section .”31 O ne of those 
requirem ents is th a t the investigato r secure inform ed consent from 
each hum an subject, and Section 5 2 0 (g )(3 )(D ) requires the Secre
ta ry  of D H E W  (or his delegee, the F D A ) to prom ulgate  regulations 
govern ing  the securing  of such consent.32 In  th is respect, it is in te r
e s tin g  to  note th a t in the bill w hich was passed by  the Senate, de
tailed provisions w ere set forth  govern ing  th is m atter, bu t the H ouse 
bill lacked them .33 T his discrepancy was taken up by the  conference 
com m ittee, and its report indicates w hy the specific provisions of the 
Senate bill w ere dropped from the conference bill.34 T he m ain rea
son seem s to be th a t a blue ribbon panel has been, convened to con
sider research on hum an sub jects.35 If specific provisions for inform ed 
consent had been in the  Act, it w ould take Congressional action to 
m odify them  to be consisten t w ith w hatever the  panel comes up 
w ith. If, on the  con trary , it w ere left to the F D A  to prom ulgate 
specific provisions, these could be m ore easily and quickly amended.

T hu s the  A ct gave the  F D A  (S ecretary  of D H E W ) 120 days 
from  the date of passage of the am endm ents to p rom ulgate  rules 
covering inform ed consent and o ther conditions under which one 
m ig h t obtain an investigational exem ption for doing clinical evalua
tion of a new  Class I I I  device.36 A lthough the A ct as passed appears 
to give th e  F D A  considerable discretion, it is quite clear from  the 
conference report th a t Congress in tended the adoption of the  specific 
provisions dropped from  the Senate bill, pending the  adoption of 
w hatever recom m endations which m ight come forth from  the above 
m entioned stu dy  panel.37 Since the  120 days are long past, one m ight

28 21 U SC  Sees. 351 or 352, re- 
spectively.

2“ S e e  g en era tiv  Sec. 515 of the Act, 
21 U SC Sec. 360e.

30 21 U SC Sec. 351 (f) .
31 Id . S“c. 3510).
32 n  USC Sec. 360j lg )  13) (D ).
33 H. R. C O N F E R E N C E  R E P . No.

94-1090, 94th Cong. 2d Sess., 64 (1976),

rep rin te d  in  11976) U. S . C ode C ong. &  
A d . N e w s  1070, 1116.

31 Id .
33 Id . The National Commission on t ,-e 

Protection of Human S”bjects of Bio
médical and Bet'avio'-al Research.

30 Sec. 5 W g )  (2)1A ) of the Act, 21 
USC Sec. 350j ( g ) ( 2 ) ( A ) .

37 Note 33, supra .
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w onder w h a t has becom e of the rules govern ing  investigational 
exem ptions. As of th is  w ritin g  none are in effect, b u t proposals were 
m ade quite som e tim e ago, in A u g u st of 1976.38 In terested  parties 
w ere given un til O ctober 19, 1976, to provide w ritten  com m ents on 
them .39 O ne is left to speculate on w hether the  delay has been caused 
by comments received or by the need to attend to more pressing business.

In  spite of the  fact th a t the rules are still only proposals, it is 
w orthw hile  to consider them  in som e detail. P rio r to  th e ir publica
tion, one w rite r suggested  th a t :40 “ I t  w ould seem logical th a t  the 
investigational device regula tions w ould be pa tte rned  a fte r . . . 
regulations . . . a lready prom ulgated  (for sim ilar regulated  products).” 
H ow ever no t only do the proposals go well beyond those in force, 
th a t is, in regard  to new drugs,41 bu t it is also likely th a t final reg u 
lations will do likewise.
Informed Consent

W hile regula tions in effect for new drugs requ ire  investigators 
to certify  th a t inform ed consent will be sought, they  do no t require, 
as do the device proposals, subm ission to th e  F D A  of the form being 
used to  obtain it.42 N or do the regula tions in, effect for new  drugs 
set forth  in detail w h a t the con ten ts of an agreem ent w ith a sub ject 
shall be.43 T hus, not only do the  device proposals go well beyond 
sim ilar ones for o ther products, b u t it is also doubtful th a t they  could 
differ m uch from  their p resen t form and be consisten t w ith the leg is
lative aims earlie r no ted .44

F irs t, the  proposals provide th a t each sub ject shall be given :45
(1) A full and fair exp lanation  of procedures to  be followed, 

including an  identification of any  which are experim ental.
(2) A full explanation of the natu re , expected du ration  and 

purpose of the adm in istra tion  of the investigational device.
38 41 F R  35.282 (proposing 21 CFR 

P a rt 812). There were a number of 
specific rules implementing the provi
sions of Sec. 520(g), 21 USC 360j(g) 
generally. In regard to informed consent, 
specifically, elements which were to ap
pear in an agreement with the patient
or his representative appear at 41 F R
35.313 (proposing 21 C FR  Sec. 812.130).

3B41 F R  35,313. Further action is ex
pected shortly.

*° Geller, note 18, sup ra , at 439, refer
ring to previous regulations covering food
PAGE 5 9 0

additives, new drugs, and new animal 
drugs.

1121 C F R  Sec. 312.1 (a) (12) and 
(13)(1977).

12 41 F R  35,288, discussing the im 
pact of proposed 21 C FR  Sec. 812.20 
(b )(7 ) . S e e  also  proposed 21 C F R  Sec. 
812.130(c). id., at 35,313.

43 Xote 41. su p ra ;  cf. note 38, sup ra .
44 S e e  discussion co rresponding to 

notes 33-37 supra .
45P ro p o se d  21 C FR Sec. 812.130(a), 

note 42, supra .
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(3) A description of any  a tten d an t discom forts and risks rea
sonably to  be expected.

(4) A n explanation  of the  likely resu lts  should the  proce
dure fail.

(5) A descrip tion of any  benefits reasonably  to  be expected.
(6) A disclosure of any  app ropria te  a lte rn a tiv e  procedures 

th a t m ight be advantageous for th e  subject.
(7) A description of the scope of the investigation , including 

num ber of pa tien ts  involved in the investigational study.
(8) An offer to answ er any  inquiries concerning the investi

gational study.
(9) An in struction  th a t the  sub ject, or his legal rep resen ta

tive. is free to decline en trance in to the  investigational study  or 
to  w ithdraw  his consent and to  discontinue partic ipation  in the 
study  a t any  tim e w ith o u t prejudice to  th e  subject.

(10) A sta tem en t th a t the  investigational device is being 
used for research purposes.

M oreover, the  proposals provide :40
(b) T he agreem ent entered into by such person or his legal representative 

shall include no exculpatory language th rough  which the subject is m ade to 
waive, o r to appear to waive, any o f his legal righ ts  or to release the institu tion  
o r its agents, o r the sponsor, or the investigator from  liability for negligence.
Finally , it is provided th a t th e  con ten ts of the consent docum ent be 
approved by an in stitu tional review  com m ittee and th a t copies of 
the form  be provided to the sub ject or his legal rep resen ta tive .46 47

In  considering these  requirem ents, one m ay w onder about the 
ex te n t to  which they  change ob ligations which m igh t a lready be im 
posed by  the  com m on law  of negligence. T h a t law  obviously is en 
forced w ith  sanctions considerab ly different from  those ncted  above 
and applicable un der the regu la to ry  s ta tu te , b u t from  the perspective 
of an investigator, th e ir im pact m ay be far m ore serious. T his is be
cause seizure or in junction  is not likely to have m uch of an effect on 
an individual in vestiga to r (as con trasted  w ith the spo nso r).48 Nor, 
if an effort is seriously  m ade to  com ply w ith the  law , is it likely th a t 
the  crim inal sanctions need to  be considered as m uch of a th rea t to 
such a person .49 R ather, the m ost significant im plications seem to

46 Id . Sec. 812.130(b). of an econom ic investm ent R r  either
47 Id . Sec. 812.130(c). of those to have much of an im pact.
48T h is  is a m atter of speculation. I t  " N o  record of prosecu tions of such

just seems unlikely th a t the ord inary  a person has been found in the litera-
investigator is going to  have enough (C o n tin u e d  on n e x t  page.)
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arise in regard  to  po ten tial civil liability  which m ight a ttach  as a 
resu lt of follow ing the procedures for inform ed consent set forth  in 
the proposed regulations. An effect on civil liability  can only resu lt 
if the  proposals change the na tu re  of the preex isting  du ty  of research 
clinician to a hum an subject. For th a t reason, it is necessary to  con
sider the com m on law  and a ttem p t to assess w hat th a t du ty  m ight 
be in the  absence of regu la to ry  alteration .

The Duty Under the Common Law
T here are several th ings th a t need to be said a t the ou tse t of 

th is discussion of the com m on law. M ost im p ortan t is th a t any such 
discussion m ust, of necessity, be general. T here  are 51 different ju ris 
dictions, counting  the D istric t of Colum bia, and each is free to de
velop and apply its own law of negligence. A nother th in g  th a t should 
be noted is th a t the need for inform ed consent does no t arise only 
in regard  to experim ental procedures. R ather, experim ental proce
dures tend to  involve m ore risk, and it seem s safe to  say th a t as the 
degree of risk goes up, the need to inform  goes up. Also, it seems 
safe to say th a t if there is a trad itional trea tm en t available w ith a 
know n risk and an experim ental trea tm en t w ith an unknow n, and 
perhaps h igher risk, the need to inform  probably  becom es absolute. 
Indeed, in the last situation , m ore than  the law  of negligence m ay 
be involved.30 F inally , it m ay be useful to distinguish  those situations 
w here an in ju ry  resu lts  from  an unavoidable risk in the  procedure 
from those  w here the  in ju ry  arises as a resu lt of use of inadequate 
skill in the procedure. Both of those problem s seem to be affected by 
the proposed regu la tio ns31 and will be discussed here.
(F o o tn o te  49 co n tin u ed .)  
ture, b u t cf. note 27, supra . A more like
ly sanction would be for the F D A  to 
refuse to allow an investigational ex
em ption w here an investigator was 
proposed who had a record of m is
conduct. In F D A  practice no record 
of such an action has been found, but 
see  H a w  tin T e s tin g  L a b o ra to rie s  In c . v. 
A E C ,  337 F. 2d 221 (CA-6, 1964) and 
R iv e r  F o re s t P h a rm a c y . In c . v . D ru g  
E n fo rc e m e n t A d m ’n., 501 F. 2d 1202 
(C A T , 1974).

A ls o  sec  Rheingold. T h e  M c r /2 9  S to r y  
— A n  In sta n ce  o f S u c c e ss fu l M a ss  D is -
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a ster  L itig a tio n . 56 Cal. L . R e v . 116, 
120-1 (1968), indicating th a t the Grand 
Ju ry  returned indictm ents against the 
company and three scientists. All pleaded 
nolo co n tendere. The scientists received 
suspended sentences. Ind ictm ent was 
under 18 U SC 1001 n o t 21 USC.

A ls o  see  O’Keefe, C rim in a l L ia b i l i ty :  
P a r k  U pda te  32 F ood D rug Cosmetic 
L aw J ournal 392 (September 1977).

“’'S e e ,  c.q.. C a n te rb u ry  v . S p e n c e  464 
F. 2d 772. 783-5, (CA of DC, 1972).

51 N ote 38, supra .
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Need to Inform of Unavoidable Risks
L et us first consider the question of need to  inform  as to un 

avoidable risks. T rad itionally , the m edical profession has been held 
to  a som ew hat sub jective s tan dard  of care. In short, physicians tend 
to  be held to the s tan dard  of conduct p revailing  am ong physicians 
in the com m unity. In the p ast th is s tan dard  has been im posed no t 
on ly  in regard  to the skill used in the trea tm en t of a patien t, bu t also 
to  determ ine w hether there was an ob ligation to  inform  a pa tien t as 
to  risks involved in a trea tm en t.52 Consider blood transfusions, for 
exam ple. In every transfusion  there  is some unavoidable risk of 
serum  hepatitis. Should the physician be liable if a pa tien t con tracts 
hepatitis  w hen he has no t been w arned of the risk? I t  seem s clear 
th a t no liability  w ould attach  if the  transfusion  were given in a life- 
th rea ten in g  or o ther situation  w here a patien t could be said to have 
no choice. W h a t if the  pa tien t had a choice (or m igh t have had a 
choice) ? T he trad itional view has been th a t the physician is liable 
only if o ther physicians in the  com m unity would ordinarily  w arn a 
p a tien t of such a risk .53
Some Court Observations

M ore recently, courts have come to apply a m ore ob jective s tan 
dard. In  a well w ritten , lead ing case discussing the need to w arn  of 
th e  one percent risk  of paralysis from  a lam inectom y, the  D. C. 
C ourt of Appeals observed :54
“ I t  is the settled rule tha t therapy  not au thorized by the patient m ay am ount 
to  a to rt—a com m on law  ba ttery—by  the physician. And it is evident th a t 
it is norm ally im possible to obtain, a consent w orthy  of the nam e unless the 
physician first elucidates the options and the perils for the p a tien t’s edification. 
T hus, the physician has long borne a duty  . . .  to m ake adequate disclosure 
. . . T he evolution of the obligation to  com m unicate . . . has hard ly  involved an 
extraordinary restructuring of the law.
D u ty  to disclose has gained recognition in a large num ber of jurisdictions, but 
m ore largely  on a  different rationale. T he m ajo rity  of courts dealing w ith the 
problem  have m ade the duty  dependent on . . . custom  . . .  in the com m unity . . . 
W e agree tha t th e  physician’s nonconform ance with . . . custom  . . . m ay give 
rise to  liability . . . W e do not agree that the p a tien t’s cause of action is dependent 
upon th e  existence and nonperform ance of a relevant professional tradition . 
T h ere  are, in our view, form idable obstacles to acceptance of the notion tha t 
the physic ian’s obligation to disclose is either germ inated  o r lim ited by medical 
practice. * * *

72 S e e , c.q., C a n te rb u ry , note 50, supra , 
at 783.

58 S e e , e.g., F isch er  v. W ilm in g to n  
Gen. H o sp ita l, 51 Del. 554, 149 A. 2d 
749 (1959). N ote that, in m any ju ris
dictions this risk (blood transfusions) 
is regulated by ¡statute. S e e , Frum er

and Freidm an 2 P ro d u c ts  L ia b ility  Sec. 
16.04[31 [bf (Cum. Supp. 1976) listing 
states which have by statu te  elim i
nated liability. M a ss . G en, L a iv s  A n n .  
Ch. 106 Sec. 2-316(5) (1965) is typical.

54 C a n te rb u ry , note 50, sup ra , at 783-5. 
F o o tn o te s  o m itted .
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W e hold th a t the standard  m easuring perform ance of th a t duty  by physicians, 
as by others, is conduct which is reasonable under the circum stances.”

In  ano ther leading case, decided in Rhode Island  tw o years later, 
th ere  was occasron to discuss w h at is “reasonable under the circum 
stances.” T here, the court observed :53
“ I t  is not necessary tha t a physician tell the patient any and all of the possible 
risks and dangers of a proposed procedure. . . .  As we noted earlier, m ateriality  
is to be the guide. . . . M ateriality  m ay be said to  be the significance a reason
able person, in w hat the physician know s or should  know is his p a tien t’s position, 
would attach  to the disclosed risk or risks in deciding w hether or not to  subm it 
to . . . trea tm en t.”
T his w as fu rth er refined in a pair of cases handed down by the C ourt 
of A ppeals of W ash in g to n  S ta te  in 1974.55 56 * In  one of them , th a t court 
observed, a fte r a leng thy  discussion of exceptions to the doctrine of 
inform ed co n sen t:37
“T he precepts which have been discussed dictate th a t the elem ents which m ust 
exist to im pose liability upon a physician under the inform ed consent doctrine 
are the existence of (a) a duty  to  inform , (b) a  failure to inform , (c) evidence 
tha t, if inform ed, the patien t would have chosen a different course of treatm ent, 
and (d) in jury  resu lting  from  the trea tm en t follow ed.”
T h a t last case is probably  an adequate sum m ary of the law  of in 
form ed consent for p resen t purposes. H ow ever, before considering 
w h at effect the proposed regulations have on the com m on law, it will 
be w orthw hile  to  discuss the o ther aspect of liability  noted above.
Inadequate Exercise of Skill

A question of an inadequate exercise of skill is as likely to arise 
as one of the du ty  to apprise a pa tien t of hazards inheren t in a therapy. 
A gain, trad itio nally  the s tan dard  of care was re lated  to  the skill p re
vailing  in the  com m unity  within, which the physician practiced. How 
ever, th is sub jective requirem ent has also been superseded by a more 
ob jective one.58

A ssum ing th a t experim ental evaluations are conducted in a teach
ing and research hospital, the question then becom es w hat is the 
s tan dard  of care in such an institu tion . M oreover, there is the ques
tion of w hat effect, if any, a w aiver of liability  w ould have in th a t

55 W ilk in so n  v . V c sc y , 295 A 2d 676, 
689 IR. I. 1972').

56 M ille r  v . K e n n e d y , 11 W ash. App. 
272, 522 P. 2d 852 11974), and H o lt  v. 
N e lso n . 11 W ash. App. 230, 523 P. 2d 
211 11974).

67 H o lt, note 56. sufrra. at 219.
58 S e e . e.g., C a n te rb u ry , at 785. There 

the D. C. Court notes that it has gen-

erally held th a t “P revailing  m edical 
practice . . . does not itself define the 
standard .” In  general, see  Louisell and 
W ’lliam s 1 M ed . M a lp ra c tice  If 8.06 
(Cum . Supp. 1976). F o r a decision 
perhaps indicating  a contrarv  inclina- 
t :on. see H oU on v . P f in g s t , 534 S. W . 
2d 786 (Ky. 1976).
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setting . B oth of these questions w ere addressed in a  1963 C alifornia 
decision.59 A fter ho ld ing th a t a w aiver of liability  is of no effect in a 
to r t  su it by an in jured  p a tien t for p ressing  reasons of public policy,60 
th e  court w en t on to s ta te  :61

(D )efen d an t urges th a t . . . the funds o f the research hospital m ay be 
deflected from  the real objective of the extension of m edical know ledge to  the  
paym ent of claim s for alleged negligence. Since a research  hospital necessarily 
entails surgery  and trea tm en t in which fixed standards of care m ay not yet 
be evolved, defendant says the hospital should  in th is  situation be excused from  
such care. B ut the answ er lies in the fact th a t possible plaintiffs m ust p ro ve  
n e g lig e n c e ; th e  standards of care will them selves reflect the research nature of 
the  trea tm en t; the hospital will not becom e an insurer or g u a ran to r of the  
p a tien t’s recovery. T o  exem pt the hospital com pletely from  any standard  of 
due care is to g ra n t it im m unity 'by a con tractua l clause exacted of the patient. 
W e cannot reconcile th a t technique w ith the  (¡previous holdings of th is  court.)

Summary and Conclusions
I t  th us appears th a t, outside of a few ju risd ic tions,02 the proposed 

investigational use regula tions under Section 5 2 0 (g )(3 )(D ) will have 
little  effect on the  to rt liability  of m edical researchers. W hile  the 
regula tions do requ ire  inform ed consent and forbid the use of waivers, 
bo th  of these  appear to be consisten t w ith  the com m on law  as 
p resen tly  developing in m ost ju risd ictions. M oreover, as earlier dis
cussed, w hile a failure to conform  m ay give rise to possible s ta tu to ry  
sanctions, the  risk  of these seem s m uch low er than  the risk  of to rt 
liab ility .63 F o r th a t reason  the  proposals do no t appear to p resen t 
a  basis for alarm , and indeed, m ay resu lt in researchers being  b e tte r 
inform ed than  th ey  m ight o therw ise be of th e ir obligations to  hum an 
sub jects. [The End]

50 T u n k l  v. R e g e n ts  o f U. C al., 33 Cal. 
Rptr. 33, 383 P. 2d 441 (1963).

60 Id ., a t 447.
81 Id ., at 448.
03 Louisell and W illiam s, note 58, 

sup ra , a t Ifjf 17.07-57, fo r example, list

ing Oregon, Virginia, and W est V ir
ginia as cu rren tly  recognizing a con
trac t waiving a rig h t to  sue for negli
gence,

03 S e e  discussion corresponding  to  
note 48, supra .
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MANDATORY WARNING LABELING PROPOSED 
FOR LIQUID PROTEIN DIETS

L a b e l  w a r n in g 's  o n  p r o t e i n  p r o d u c t s  i n te n d e d  f o r  u s e  i n  w e ig h t  
r e d u c t i o n  o r  w e ig h t  m a i n t e n a n c e  p r o g r a m s  h a v e  b e e n  p r o p o s e d  b y  t h e  
F o o d  a n d  D r u g  A d m i n i s t r a t i o n  ( F D A ) .  T h e  p r o p o s a l  w o u ld  r e q u i r e  
l a b e ls  o n  s u c h  p r o d u c t s  to  b e a r  t h e  s t a t e m e n t :  “ W a r n i n g . — V e r y  lo w  
■ calorie p r o t e in  d i e t s  m a y  c a u s e  s e r io u s  i l ln e s s  o r  d e a th .  D O  N O T  
U S E  F O R  W E I G H T  R E D U C T I O N  O R  M A I N T E N A N C E  W I T H 
O U T  M E D I C A L  S U P E R V I S I O N .  D o  n o t  u se  f o r  a n y  p u rp o se  w i th 
o u t  m e d ic a l  a d v ic e  if y o u  a r e  t a k i n g  m e d ic a t io n .  N o t  f o r  u s e  b y  i n 
f a n t s ,  c h i ld r e n ,  o r  p r e g n a n t  o r  n u r s in g  w o m e n .”  T h e  w a r n i n g  w o u ld  
a p p ly  t o  p r o t e in  p r o d u c t s  s o ld  in  l iq u id  o r  p o w d e r e d  fo r m  t h a t  a r e  
c o m m o n ly  u s e d  a s  a  s u b s t i t u t e  f o r  e n t i r e  m e a ls .

A n  a d d i t i o n a l  iv a r n in g  w a s  p r o p o s e d  f o r  l a b e l i n g  o n  p r o te in  s u p 
p l e m e n t s  t h a t  a r e  n o t  i n te n d e d  f o r  u s e  in  w e ig h t  r e d u c t i o n .  T h e  F D A  
b e l ie v e s  t h a t  t h i s  w a r n i n g  is  n e c e s s a r y  b e c a u s e ,  e v e n  th o u g h  p r o te in  
s u p p le m e n ts  a r e  n o t  la b e le d  f o r  u s e  in  w e ig h t  r e d u c t i o n ,  c o n s u m e r s  
o f t e n  u s e  th e s e  p r o d u c t s  f o r  t h a t  p u r p o s e .

I f  t h e  u n i f o r m ,  m a n d a t o r y  l a b e l i n g  p r o g r a m  d o e s  n o t  c o n t r o l  th e  
r i s k  to  h e a l th  a n d  l ife  o f  c o n s u m e r s ,  t h e  F D A  w a r n e d  t h a t  i t  w ill  
r e m o v e  t h e  p r o d u c t s  f r o m  t h e  m a r k e t .  T h e  a g e n c y  a ls o  a s k e d  t h e  
m e d ic a l  c o m m u n i ty  to  s u p p ly  a n y  a d d i t i o n a l  i n f o r m a t i o n  o n  a d v e r s e  
r e a c t i o n s  to  t h e  p r o d u c t s .  T h e  fe w  f i rm s  t h a t  r e s p o n d e d  t o  t h e  F D A ’s 
N o v e m b e r  9 r e q u e s t  t o  v o lu n t a r i l y  b e g in  t h e  u s e  o f  a  s u g g e s t e d  la b e l  
o n  t h e  l iq u id  d ie t  p r o d u c t s  w ill  b e  a l lo w e d  a  r e a s o n a b le  a m o u n t  o f  
t im e  to  a d o p t  t h e  e x a c t  l a n g u a g e  o f  t h e  w a r n i n g  in  t h e  f in a l  r e g u l a t io n .

C C H  F ood D rug Cosmetic Law Reporter, 45,529
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