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REPORTS
TO THE READER

Nineteenth Annual Educational Con
ference of the FDLI and the FDA.
The following papers were presented at 
the 19th Annual Educational Conference 
of the Food and Drug Law Institute and 
the Food and Drug Administration, which 
was held in Washington, D. C. on De
cember 2 and 3, 1975.

Robert W. Harkins enumerates the 
reasons why industry should participate 
in an additional food additives survey. 
His article, “NAS-NRC GRAS List 
Survey (Phase I I I ) —Incentives for 
Further Industry Cooperation and Par
ticipation,” begins on page 132. Dr. 
Harkins is Vice-President of Scientific 
Affairs of the Grocery Manufacturers 
of America, Inc.

The Park decision and its implications 
for corporate officials is the subject of 
George M. Burditt’s article beginning on 
page 137. Mr. Burditt is a member of 
the law firm of Burditt and Calkins 
and his article is titled “T he Park Case 
in Perspective.”

Robert G. Pinco’s topic is the FDA’s 
review of drugs sold over-the-counter. 
In “The FD A ’s OTC Review—The 
Light at the End of the Tunnel,” the 
Director of the Division of OTC Drug 
Evaluation in the Bureau of Drugs in 
the FDA, details some of the results of 
the advisory committees and some of the 
enforcement problems which occurred 
during the review. The article begins on 
page 141.

“The FTC’s Proposed Rule on OTC 
Drug Advertising” is an analysis of tech
nical aspects of the Commission’s pro
posed trade regulation concerning ad
vertising of OTC drugs. The author, 
Richard B. Herzog, explains the rationale 
behind and the problems connected with 
linking the FTC’s advertising rules with

the FDA’s labeling requirements. Mr. 
Herzog, whose article begins on page 
147, is Assistant Director for National 
Advertising in the FTC.

Gary L. Yingling outlines recent issues 
of importance in the field of veterinary 
medicine and discusses future plans of 
the FDA in this area. Mr. Yingling is 
Associate Chief Counsel for Veterinary 
Medicine in the FDA. The article is 
titled “An Overview of Recent Regula
tory Developments—Veterinary Medi
cine” and begins on page 153.

Review of the FDA’s Vitamin-Mineral 
Hearing and publication of the Agency’s 
procedural regulations prompts Robert N. 
Anderson’s presentation “An Overview 
of Recent Regulatory Developments— 
The Case for Evidentiary Hearings.” 
Beginning on page 159, the article cites 
the reasons for the continued use of 
formal hearings. Mr. Anderson is Divi
sion Counsel of Richardson Merrell Inc.

In an article beginning on page 167, 
Michael A. Pietrangelo argues against 
the use of good manufacturing practice 
regulations for the cosmetics industry. 
Mr. Pietrangelo is Secretary and Legal 
Director of Plough, 'Inc. H is article is 
titled “Cosmetic Quality Assurance— 
Alias Cosmetic Good Manufacturing 
Practices.”

Product Liability—1975. William J. 
Condon reviews recent court decisions 
in the area of product liability in an 
article beginning on page 175. Mr. Con
don, an attorney-at-law, teaches at New 
York University Law School. His article, 
titled “Product Liability—1 9 7 5 ,was pre
sented at the 31st Annual Meeting of the 
Food, Drug and Cosmetic Law Section 
of the New York State Bar Association, 
which was held in New York City on 
January 29, 1975.
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NAS-NRC GRAS 
List Survey (Phase III)— 

Incentives for Further Industry 
Cooperation and Participation

By ROBERT W. HARKINS, Ph.D.

Dr. Harkins Is Vice-President of Scientific Affairs of the Grocery 
Manufacturers of America, Inc.

A R E V IE W  O F  T H E  T O P IC S  included in th is  w orkshop suggests 
th a t there  are a num ber of reasons for the in te rest in th e  food 

additives survey. Curiosity: W hat are the National Academy of Sciences 
(N A S ) and the  Food and D ru g  A dm inistra tion  (F D A ) p lann ing?  
S kep ticism : W h y  is a food additives survey  necessary? Inevitability: 
If  i t  is go ing to  be, how  can we m ake the food additives survey as 
easy as possible?

T here is an expression w hich has been popu lar for the  last few  
y ea rs : “T here  is no such th in g  as a free lunch .” W hen it comes to 
regu la to ry  questions in our increasingly com plex regu la to ry  w orld, 
there  is no free lunch nor are th ere  easy decisions. T he adequacy of 
in form ation is the  la rgest com ponent in the  regu la to ry  decision-making 
process. T he m ore sketchy the inform ation, the  m ore treacherous and 
inadequate the resu lting  decision m ay be. R egu lato ry  decisions on the  
safe ty  of food ingred ien ts have a varie ty  of com ponents, including:
p a g e  1 3 2 FOOD DRUG COSMETIC LAW JOURNAL----MARCH, 1 9 7 6



(1) the  existing  food safe ty  data  base, includ ing  published 
and unpublished papers on the  toxicological properties of the in
gredient ;

(2) usage in form ation from  m anu fac tu rers’ recom m endations, 
production  data, m arket basket surveys, e tc . ;

(3) opinions of expert panels, the  forem ost being  the  Food 
and A gricu ltu re  O rgan ization -W orld  H ea lth  O rgan ization  Expert 
C om m ittee on Food A dditives, the F lav oring  E x trac ts  M anufac
tu re rs  A ssociation E x p ert Com m ittee, plus a few o thers; and

(4) last and m ost critical is th e  trig g e rin g  device—publica
tion  in the press of sketchy, unconfirm ed, inevitably  “prelim inary” 
resu lts  th a t a p articu lar ingred ien t is carcinogenic or th a t it causes 
b irth  defects or, perhaps, th a t it has been banned in Sweden, 
Japan  or elsewhere.

T hese events can precip ita te  a regu la to ry  crisis overnight. T hey  re
ceive in stan t coverage, such as com m ents on the floor of the  H ouse 
and the  Senate, a whole 60 seconds of coverage on  national new s 
broadcasts, and calls for Congressional oversigh t hearings. T h is chan t 
echoes in stereophonic, indeed quadrophonic, v ib rations across the 
land. The ra lly ing  cry is : “ If it is no t proven safe, ban  it .” In  th is  
near-panic situation , decisions m ust be m ade, and decisions will be 
m ade on the  basis of the  then-available inform ation.

W h y  should a corporation  partic ipate  in a survey on th e  usage 
of food additives ? H ow  can corporate scien tists m oderate th e  regu la
to ry  env ironm ent?  M y th in k in g  suggests th e  follow ing m ajo r con
siderations :

(1) corporate public responsib ility ;
(2) corporate sunshine policy;
(3) corporate coordinates ; and
(4) corporate aud iting  activity.

Corporate Public Responsibility
A  deep sense of corporate public responsib ility  is perhaps an elu

sive explanation  for partic ipation  in th e  survey. T here are m any com 
panies which need no sales pitch and w hich understand  th e ir  shared  
responsib ility  for m ain ta in ing  a safe and w holesom e food supply. T o 
those  com panies, th is  p resen ta tio n  is unnecessary.

O thers, how ever, m ay not have a h is to ry  of jo in t partic ipation  in 
da ta -g a th erin g  projects. C ertainly , th ere  are expenses. C ertainly , there
INCENTIVES FOR FURTHER INDUSTRY COOPERATION PAGE 133



are risks in sharin g  confidential corporate data. A com m itm ent to p ar
tic ipate  in th e  survey will involve deta iling  good people to  assem ble 
th e  best da ta  th a t can be provided. A ssum e a business expense, and 
m ake a significant com m itm ent.

On the  issue of confidentiality , th e  risks are m inim al. Participating 
in a jo in t survey  and  sharin g  food ingred ien t usage levels which are 
held tin close confidence requires tru st.

All who followed the  generally  recognized as safe (G.RAS) survey 
of four years ago know  th a t th ere  w ere no breaches in the confiden
tia lity  of th e  data  shared w ith the  NAS. W ith  hundreds of companies 
partic ipating , and w ith  use in form ation com piled on hundreds of 
GRAS substances, the  sum m ary  tab les w ere com piled and published 
w ith  discretion. T he A cadem y has dem onstra ted  its ab ility  to  perform  
w ith no breach in the  tru s t  of con tribu to rs.

Corporate Sunshine Policy
As to corporate sunshine policy, th e  term  “sunsh ine” arises from  

the  S ta te  of F lo rid a’s policy of m aking public decisions publicly  or of 
“le ttin g  the  sunshine in .” G enerally, those in the  industrial sector do 
no t have the  sam e need for openness as do governm ent officials. B u t 
w hen th ere  is a question  of safety, pertinen t in form ation th a t m ay 
have been deem ed to  be p rivate  and confidential nevertheless frequently 
m erits full public disclosure.

W e are now  looking for techniques to  facilita te  such disclosure 
of confidential inform ation, without d isclosing th e  source, or related 
econom ic and trad e  secret data. P erh aps the  easiest and m ost practical 
m ethod is to  pool th e  da ta  from  m any m anufacturers.

T he  usage level of food ingred ien ts is one such need. I t  is hard 
to  argue th a t th e  usage levels of a food additive— w hich, by  definition, 
is n o t G R A S— should rem ain solely a p rivate  decision. Food additives 
are no different th an  any o th e r food ingred ien t— safe for v irtua lly  all 
consum ers a t th e  usual use levels, b u t po ten tia lly  unsafe a t som e 
h igher level. H ow  safe any one food additive m ay be depends on its 
usage level.

The Grocery M anufacturers of America, the association I represent, 
and its  m em bership have consisten tly  supported  individual and collec
tive  actions w hich w ould b rin g  needed p rivate  in form ation into the 
public dom ain and provide consum ers w ith needed inform ation. T he 
follow ing is ju s t  a partia l lis t: nu trition  labeling ; ingred ien t labeling
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for s tandard ized  fo o d s; the  GRAS re v ie w ; the  A cadem y survey of the  
G RA S lis t;  and th e  food additives survey.

Corporate Coordinates
The term “corporate coordinates” is another way of asking, “W here 

are  w e?” D ecisions are m ade each day in p rod uc t developm ent labora
to ries as to which food additive should be used in a product formulation.

U sually , th e  first consideration is identification of a num ber of 
add itives w hich achieve th e  desired technological effect and which are 
s tab le  in th e  product. T he second consideration is econom ic: w hich is 
least expensive? T here  could and should be a th ird  consideration. T he 
techno log ist should consider safety criteria.

L et me use a hypothetical exam ple of tw o an tiox idan ts, one whose 
use is projected  by the  NAS survey at about 90 percen t of the  Allow
able D aily  In take (A D I) and the  o ther at 50 percent of A D I. I t  is 
p rud en t for corporations not to push any food ingred ien t usage to  the 
lim its of A D I. B u t today, the corporation  cannot m ake a business 
decision based on A D I, because there  is no m eaningful public data 
base. If  you accept A D Is as a leg itim ate  index for p roduct develop
m ent consideration (as th e  regu la to ry  agencies do), the  generation  of 
a da ta  base deserves your a tten tion . Since there  is no w ay to  collect 
these data  o ther than  th ro ug h  a use survey, we w elcom e you to  the  
A cadem y survey.

T he larger the  num ber of m anufactu rers who choose to  partic ipate  
in th e  survey, th e  m ore com plete th e  data  base will be. As th e  data  
base is streng thened , corporate decisions are im proved and adverse 
regu la to ry  reactions are avoided. T he  F D A  will m ake decisions based 
on th is survey even if it is less th an  com plete. I t  is im perative th a t 
these decisions be as sound as possible.

Corporate Auditing Activity
T he survey also perm its a corporate aud iting  activ ity . Comparison 

of your co rpo ration’s use of food additives w ith the  in d u stry  profile 
will perm it you to  identify  o u tly in g  values. If you are m aking a con
fectionery product using  50 p a rts  per m illion (ppm ) of an em ulsifier, 
while the  in du stry  average is 20 ppm , you m ay w an t and  need to  ex
plore w hy your use levels are so m uch higher. H ow ever, w ith ou t 
access to  in du stry  data, i t  is difficult to  determ ine w hen a food additive 
usage m ay be excessive.
INCENTIVES FOR FURTHER INDUSTRY COOPERATION PAGE 1 35



T he food additives survey, w hen successfully com pleted, will be 
m ore sensitive to  food additive usage th an  th e  G RA S survey. T his 
increased sensitiv ity  arises from  the  subdivision of the  food cate
gories in to sm aller segm ents. T hose who responded to th e  GRAS 
survey  will recall th a t all food w as divided in to 28 categories. 
By div id ing processed foods into m ore d iscrete categories—281 in th is  
survey—the users of the survey m aterial will be able to  determ ine 
w hether an an tiox idan t is used, for exam ple, in a varie ty  of baked 
goods o r only in donuts. T he g rea te r num ber of subdivisions will 
m arkedly  reduce th e  g rossly  exaggerated  use projections of food addi
tives w hich w as th e  m ajo r w eakness of the G R A S survey. T he cor
porate  aud iting  function will increase in sensitiv ity  by som e tenfo ld 
by  th is  one change in th e  survey  design.

T he title  of th is  p resen ta tion  is “Incentives for F u rth e r  In d u s try  
C ooperation and P artic ip a tio n .” F rankly , the  a lte rna tives to voluntary 
cooperation and partic ipation  are leg islatively m andated  requirem ents. 
I do not doubt th a t regu la to ry  agencies could persuasively  argue th a t 
new  in fo rm ation -ga thering  au th o rity  is required to  pro tect th e  public 
good. I fear such new  broad  and sw eeping legislative m andates. T he 
a lte rn a tiv e—vo lu n ta ry  cooperation to  m eet com m on objectives— is to 
me a persuasive incentive. W e tru s t it is a persuasive incentive for 
you and your corporation . [The E nd ]
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The Park Case in Perspective
By GEO RGE M. BURDITT

Mr. Burditt Is a Member of the Law Firm of Burditt and Calkins.

1W IL L  D E V O T E  M Y O P E N IN G  C O M M E N T S  prim arily  to a re
view  of w h at th e  Suprem e C ourt did in U. S. v. Park/  to  se t th e  
background for the  panel discussion and hopefully for your questions 

and  com m ents.
John  P a rk  is a direct descendan t of Joseph D o tterw eich1 2 and, 

w hether you consider Park to be an illegitim ate offspring o r the food 
and d rug  law  version of th e  six m illion dollar m an, he is here. As 
consum ers, as governm ent officials o r as in d u stry  represen ta tives, we 
m u st figure ou t w here he fits in to th e  schem e of th ings.

O ne place the  Park case does not fit is under the rug or in the closet. 
I t  belongs r ig h t ou t in fron t, as th e  first item  on th e  agenda of th e  
N ineteen th  A nnual Food and D ru g  L aw  In stitu te -F o o d  and D rug  
A dm in istra tion  (F D L I-F D A ) Conference, by far the  la rgest annual 
conference of i ts  kind.

Several clear m essages come th ro u g h  in  th e  Suprem e C ourt op in
ion in the  Park case.

F irs t, “ consciousness of w rongdo ing’’ or “aw areness of w rongdo
ing” is not necessary to  support a crim inal conviction under th e  Federal 
Food, D ru g  and Cosm etic Act. A s the  C ourt s a id : “ I t  w as enough 
. . . th a t by  v irtue  of the  relationsh ip  he bore to  the  corporation , th e  
agen t had the  pow er to  have preven ted  th e  ac t com plained of.”3

1421 U. S. 658 , 44 L. Ed. 2d 480 2 U. S. v. Dotterweich, 320 U. S. 277,
(1975). 88 L. Ed. 48 (1943).

3 U. S. v. Park, 44 L. Ed. 2d 480, 500.
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Requisite Responsibility
Second, a corporate ag en t w ith  th e  requisite  responsib ility  and 

pow er can becom e crim inally  liable for “neglect w here th e  law  requires 
care, o r inaction  w here it  im poses a du ty .”4 T he C ourt said t h a t :

. . those corporate agents vested' with the responsibility, and power commen
surate with ¡that responsibility, to devise whatever measures are necessary to 
ensure compliance with the Act bear a ‘responsible relationship’ to, or have a 
‘responsible share’ in, violations.”5
So “nonfeasance” app aren tly  jo ins m alfeasance and m isfeasance as a 
crim inal offense. T he C ourt s a id : “ . . . the  A ct im poses no t only a 
positive du ty  to  seek ou t and rem edy violations w hen th ey  occur b u t 
also, and prim arily , a du ty  to  im plem ent m easures th a t will insure 
th a t  violations will n o t occur.”6

So we have tw o basic teach ings of Park: (1) even if you do no t 
know  th a t your com pany is v io la ting  th e  A ct, you are a crim inal if 
you have th e  pow er to p reven t the  v io la tio n ; and  (2) if you have the  
responsib ility  and th e  power, you are a crim inal if you do not act.

B ut before you resign from  the  food and d rug  industry , look a t 
th e  positive factors— positive a t least from  th e  po in t of view  of an in 
d u stry  law yer. I am essentially  an  op tim ist and I like to  look a t the 
b rig h te r  side of th ings.

The first positive factor is that the Supreme Court acknowledges th a t :
“ the Act . . . does not require that which is objectively impossible. The theory 
upon which responsible corporate agents are held criminally accountable for 
‘causing’ violations of the Act permits a claim that a defendant was ‘powerless’ 
to prevent or correct the violation. . . .”T
T his “pow erless” doctrine can be enorm ously im p ortan t in a tr ia l s itu 
ation , particu larly  if th e  boss is w illing to  come in  and tell the  ju ry  
th a t  “the  defendant d idn’t  have any  pow er a t all— I ’m the  one who 
had the  pow er and responsib ility .”

Strong Dissenting Opinion
A second positive factor lies in  the  s tro n g  d issen ting  opinion of 

Justices Stewart, Marshall and Powell, particularly since Justice Douglas^ 
one of the  m ajo rity  of six in Park and five in Dotterweich, has now re
tired . T he dissent is based on th e  ground th a t the in structions erro 
neously failed to tell the ju ry  th a t before they  could find Mr. Park

4 M a t  500. 8 M a t  501.
5 M a t  500-501. 7 Id. at 501.
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guilty , th ey  m ust find th a t he engaged in w rongful conduct am ounting  
a t least to  com m on law  negligence. Mr. Ju stice  S tew art found th a t the  
ju ry  in struc tion s “did no t conform  to the  stan dards th a t th e  C ourt 
itself se ts  o u t to d ay ” and am ounted to  no th ing  m ore than  te lling  the  
ju ry , “Y ou m ust find th e  defendant gu ilty  if you conclude th a t he is 
g u ilty .”8 Park, in large part, turns on the  adequacy of the ju ry  in s tru c 
tions. Based on bo th  the m ajo rity  and d issen ting  opinions in Park, 
governm ent and defense counsel, and tria l cou rts , in  fu tu re  crim inal 
cases un der even sligh tly  different sets of facts will do well to  pay  
s tr ic t a tten tion  to  th e  w ord ing  of the  instructions.

A  th ird  positive factor is th a t th e  filing of a crim inal p rosecu tion  
is no t necessarily  the  end of the  road for th e  corporation  or the  in 
dividual defendants. T he governm ent has th e  burden  of p rov ing  its 
case beyond reasonable doubt, and Park reaffirms this heavy burden. 
In  m any crim inal cases under th e  F ederal Food, D ru g  and Cosm etic 
A ct, the defendants have a perfectly  valid scientific, technical, sub
stan tive  o r procedural defense, all of which can and should be used 
in defending a case under an A ct w hich im poses crim inal liability  
w ith ou t “aw areness of w rongdoing .”

B u t a crim inal prosecu tion  is a dreadfully  traum atic  experience. 
Each count po ten tia lly  involves a fine of $1,000 and  a year in jail for 
each individual defendant. A nd there  are also personal ram ifications. 
O ne defendant in a crim inal case under the  A ct to ld  me th a t, du ring  
the  four years betw een his indictm ent and acquittal, he and his wife 
had no t had a  single social engagem ent. H ow  m any social engage
m ents have you had in the  past four years ?

Government of Laws
Com m issioner Schm idt has em phasized th a t he does no t in tend 

to  recom m end crim inal prosecu tion  of anyone who, in his opinion, 
does no t deserve it. N or did Com m issioner E dw ards recom m end in
dictm ent of m y friend who had no social engagem ents for four years. 
B u t som eone else did. A nd I subm it th a t, even in food and d rug  law, 
we should have a governm ent of laws and not of men. A s ta tu te  which 
im poses personal crim inal liability  w ith ou t know ledge and w ith ou t 
aw areness of w rongdoing runs coun ter to  the  A m erican trad itio n  of 
justice  and fair play. N ow  th a t Park has reaffirmed Dotterweich, the 
tim e has come, in m y opinion, to effectuate a change in th e  sta tu te .

8 Id. at SOS.
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T he O ctober 20 Staff W o rk in g  D ra ft of S. B. 641 partia lly  ac
com plishes th is  goal. Section 113, on page 47 of th e  D raft, proposes an  
am endm ent to  Section 303(a) of the  F ederal Food, D ru g  and Cos
m etic A ct w hich w ould increase the  fine from  $1,000 to  $10,000 for a 
first offense. B u t it also proposes th a t  the fine and th e  one year ja il 
term  shall apply to an individual food v io la to r . . on ly  if such in
dividual knowingly, willfully, or negligently violates, or causes the viola
tion  of . . .” Section 301. (E m phasis added.) T h is w ould m odify the  
Park result, but not the Dotterweich result. W hile it is clearly a step in 
th e  r ig h t direction , I see no valid reason w hy the provision should no t 
also be m ade applicable to  those of you who are in the drug, device 
and cosm etics industries. [The End]

JUDGE W O N ’T RULE ON FDA’S PROHIBITION 
AGAINST SALE OF LAETRILE

Stating that the courts have no role to play in determining whether a 
new drug should or should not be approved by the Food and Drug 
Administration (FD A ), a federal court in Minnesota refused to allow 
a Shaklee distributing agency to import and sell laetrile, also called 
amygdalin or vitamin B-17. The drug is believed by some to prevent 
and cure cancer. The court also refused to return seized laetrile tablets 
and vials and to stop the enforcement of criminal sanctions against the 
distributing agency for smuggling the laetrile in from Mexico.

Advertising laetrile for use in the prevention, control, arrest and 
minimization of cancer growths obviated1 claims that laetrile was just 
a vitamin or a food, the court said. Once it is determined that laetrile 
is a drug, then the right to market the drug would be contingent upon 
a determination that the drug is generally recognized as safe (GRAS), 
tha t it has been approved as a “new drug,” or that it is exempt from 
new drug requirements under the “grandfather” clause exemption. There 
was no evidence to find GRAS status for laetrile, it did not fit within 
the “grandfather” clause, and no new drug application has ever been 
on file with the FDA, the court stated.

CCH F ood D rug Cosmetic L aw R eporter, f[ 38,049
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The FDA’s OTC Review— 
The Light at the End 

of the Tunnel
By ROBERT G . PINCO

Mr. Pinco Is Director of the Division of OTC Drug Evaluation in 
the Bureau of Drugs in the Food and Drug Administration.

TW O  Y E A R S  H A V E  P A S S E D  since the  last p resen ta tion  on 
over-the-coun ter (O T C ) drugs, and now the  pro ject is well 
un der way. In  fact, we are  beg inn ing  to  see resu lts  from  the  advisory 

panels. F ou r panels have finished th e ir w ork and have sen t adopted
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T he th ru s t of the  early p a rt of the review  w as m ore adm in istra
tive in nature , to g e t the  p ro ject started . Now, as we begin to  reap 
the rew ards of those efforts in the  form  of panel reports, we are con
fronted by a s tag gering  num ber of scientific, legal and enforcem ent 
questions w hich som ehow  m ust be resolved. I will now  discuss a 
few of the m ore im p ortan t considerations.

W hen th e  review  began, the  F D A  had a fairly  inform al system  
for choosing panel m em bers and op era tin g  O T C  advisory panels. W e 
even added certain  innovations such as the  Consum er and In d u s try  
L iaisons. Since th a t tim e, and due in part to  the  passage of the 
F ederal A dvisory  C om m ittee A ct (F A C A ) in 1973, the  A gency began 
to form alize the  advisory com m ittee s truc tu re . T h is eventually  led 
to publication, in the sum m er of 1975, of our proposed procedural 
regulations. D evelopm ent of these regula tions has caused us to  re
th ink  m any of our inform al w ork ing  arran gem ents for these  panels 
and the panel m em bers. W e have form alized or will form alize notice 
and conduct of m eetings, s ta tu s  of open and closed sessions, avail
ability  of tran scrip ts  of open and closed sessions, availab ility  of in te r
nal w ork ing docum ents and the  s ta tu s  and function of in du stry  and 
consum er liaison represen ta tives. C ertainly, the  Van Smart decision 
and, m ore recently , the  Wolff v. Weinberger decision, as well as th e  
C onsum ers U nion suit, will have a bearing  on th is form alization 
process. In  fact, because the  F D A  will not appeal the Wolff v. Wein
berger decision of Jud ge  Richey, the tran scrip ts  of th e  O TC  A ntacid 
Review  P an e l’s closed deliberative sessions will be m ade public. How
ever, because the courts did not d irectly  reach the  valid ity  of th e  
A gency’s conduct under FA C A , tran sc rip ts  of o ther panels will no t be 
released nor will the O T C  review  require solely open sessions. I t is 
m y un d erstan d in g  th a t the  Justice  D ep artm ent agrees w ith these views 
and th a t  som e of these issues are likely to  be resolved in an appeal in 
th e  Com m erce D ep artm en t’s su it (Aviation Consumer Action Project v. 
Washburn) now before the District of Columbia Circuit Court of Appeals.

W e are also iden tify ing  areas of con tinu ing  confusion in the  
O T C  review  and, w here practical, try in g  to correct them  as we 
proceed. T he proposed regulation  c larify ing the  s ta tu s  of C ategory  
I I I  ingred ien ts is an exam ple.

W hen the review  began, because of tim e and m anpow er lim ita
tions, it w as narrow ed to  claim ed, active and allopathic hum an d rug  
ingredients, labeling  and com binations. F inal p rod uct form ulations, 
hom eopathic p roducts and inactive ingredients w ere consciously 
om itted  in o rder to  com plete the m ain task . B u t as the review  pro
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gresses, we find th a t, in certain  instances, these considerations can
no t be to ta lly  ignored. F o r exam ple, panels have suggested  th a t cer
ta in  product form ulations be tested , as in th e  A ntacid  P an e l’s in vitro 
te st and the  A n tipersp iran t P an e l’s pending final p roduct effectiveness 
test. Several panels have also reported  on  “inactive” ingred ien ts th a t 
“ spill over” into bo th  the cosm etic and pharm aceutic  aid areas. W here  
there are safe ty  considerations, I will continue to  encourage such 
action on “ inactive” ingred ien ts by the panels. W e will also continue 
to prom ulgate  rules covering such ingred ien ts as both drugs and 
cosm etics, as we did for T rib rom salan  and Zirconium . As for “ inac
tiv e” ingredients used as pharm aceutic  aids, we are considering a 
proposed regulation  to  clarify a num ber of issues th a t have been 
raised by v irtua lly  every panel.

B eginn ing in 1972, a “m orato riu m ” w as publicly  declared on en
forcem ent against O T C  products, except in cases of fraud or serious 
health  hazard. O ver th e  nex t th ree  years, th a t policy w as declared 
several tim es by Com m issioner E dw ards and, as late as M ay of 1975, 
by  P e te r  B arton H u tt before C ongressm an F o u n ta in ’s Subcom m ittee 
on In tergo vernm en ta l R elations and H um an Resources. Flowever, as 
th e  panels com plete th e ir work, the  to ta l ram ifications of th is policy 
begin to come in to focus. T hese ram ifications, which first m anifested 
them selves in the  Sedative and Sleep-Aid R eport, have presented  the  
A gency w ith serious enforcem ent questions du ring  th e  pendency of 
th e  O T C  Review.

I t is th is  issue th a t I w ould like to  discuss fu rther, since we also 
expect to  publish a general policy s ta tem en t w hich will serve both 
as a proposed rule and, m ore im portan tly , as a s ta tem en t of p resen t 
enforcem ent policy.1

O riginally , w hen we constitu ted  all of our O T C  advisory panels, 
we charged them  w ith review ing active ingredients and claim s in 
nonprescrip tion  drugs and placing those ingredients and claim s in 
one of th ree  categories. T he advisory  panels also w ere asked to  re
view  any  p rescrip tion  d rug  ingred ien ts w hich they  felt could have 
safe and effective O T C  claims. Q uite  honestly , those who organized 
th e  O T C  review  did not really  expect th a t there  w ould be m any 
recom m endations for m ovem ent of p rescrip tion  drugs to O T C  s ta tu s ; 
ra ther, th ey  expected th e  reverse to occur. I should em phasize, how 
ever, th a t  th is policy w as conceived in the  context of “o ld” or gen
erally  recognized “O T C ” d ru g  products m odifying th e ir  ingredients 
d u ring  th e  pendency of the  review. T he F D A  also expected th a t the

1 See 40 F. R. 56675 '(Dec. 4, 1975).
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modified products w ould be identical, sim ilar or related  to  presen tly  
m arketed  O T C  products. On th is basis, th e  A gency determ ined th a t 
no regu la to ry  action w ould be taken  du ring  the  pendency of th e  O T C  
review . E xceptions, of course, w ere situations involving fraud or 
serious health  hazard.

T his policy w as and is perceived as being good public policy in 
term s of ob ta in in g  m axim al vo lu n tary  in du stry  com pliance, in term s 
of m axim izing the  A gency’s lim ited resources and, particu larly , in 
term s of m axim izing the benefits to  the  public in the sho rtest tim e 
possible. I t  was, and still is, hoped th a t unsafe and ineffective in 
gred ien ts in O T C  products will be rem oved th rough  reform ulation  and 
relabeling. M y personal experience has been th a t the  in du stry  is 
ready and w illing  to  m ake these kinds of changes. T heartily  com 
m end it for past and fu tu re  actions of th is  kind.

B ut the FD A  now realizes th a t th is policy w as unclear. I t  was 
perceived as being very  broad, in fact, all encom passing. Ingred ien ts 
th a t neither had been available O T C  nor available a t such high dosage 
levels w ere being m arketed  O TC. A dditionally , these ingredients 
w ere being m arketed  no t a fter final m onographs, not even after 
adopted panel reports  and proposed m onographs, bu t after inform al 
discussions by panels evidenced by sum m ary m inutes. Tn one instance, 
a p rescrip tion  an tih istam ine was m arketed  not on the  basis of C ate
gory  I general recognition of safe ty  and effectiveness, bu t upon a 
C ategory  TII determ ination  th a t m ore studies w ere required.

In  term s of actual num bers of ingredients, the  problem  is quite 
sm all since we are only d iscussing perhaps 15 ou t of 1.000 ingredients 
being studied  in the O T C  review. H ow ever, while the  prescrip tion  
ingred ien ts now  being  recom m ended or ten ta tive ly  recom m ended for 
O T C  sta tu s  do no t necessarily  represen t a large num ber of ingredients, 
th ey  do represen t very  broad economic in terests  in th is h igh ly  com
petitive m arket.

W h a t in fact has occurred because of the  com petitive factors in
volved has been w hat the  F D A  now view s as a rush  to  m arket, a rush 
which is view ed by  som e as p rem ature. To resolve these problem s, the  
Agency is about to promulgate a policy which will have the following goals:

(1) T o clearly delineate the  A gency’s position as to w hen a 
prescrip tion  d rug  can be m arketed  OTC.

(2) To give a clear indication of how and w hen the  Agency 
will react to  Categories I, I I  and I II  recommendations for O T C  
m ark etin g  of prescrip tion  drugs, as well as for such recom m en
dations for dosage levels of d rugs h igher th an  those p resen tly
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sold O TC. T his should help in du stry  to  know  w hen the A gency 
will o r will no t take regu la to ry  action against such drugs.

(3) To place in contex t previous inform al ru lings and s ta te 
m ents so th a t the indu stry  know s exactly  the  level of risk it incurs 
in m oving to m arket in advance of final O T C  m onographs o r in 
advance of publication of panel reports  and proposed monographs.

(4) To m ake clear th e  difference betw een how  a prescrip tion  
d rug  becom es O T C  th ro ug h  the  new  d rug  or sw itch regulation  
m echanism 2 and w hen the O T C  review  process perform s a sim i
lar function for “o ld” or “generally  recognized” drugs.
L et us begin w ith  new  drugs since th e  rules will no t change for 

them . T he so-called sw itch regu la tions3 provide a m echanism  whereby 
the holder of a new  d rug  application for a p rescrip tion  d ru g  can peti
tion for O T C  sta tus. I t  should be noted, however, th a t paragraph  c 
of Section 310.200 specifically separates the  prescrip tion-O T C  con
sideration  from  the  new  drug-old d ru g  issue. T herefore, processing 
of a new  d rug  th ro ug h  the sw itch regula tion  m echanism  to achieve 
O T C  sta tu s  does no t yield general recognition. Such general recogni
tion s ta tu s  occurs only th rough  the  operation  of tim e, m ark etin g  to  a 
material extent and for a material time under particular conditions of use.

B u t ano th er m echanism  exists by w hich a prescrip tion  drug  can 
be m arketed  OTC. T ha t is a sua sponte decision by a manufacturer to 
m arket a p rescrip tion  d rug  O T C  based on its belief th a t th e  product 
has becom e “generally  recognized” or “o ld” and th a t, therefore, the  
sw itch regula tions no longer apply. T his is and has alw ays been an 
a t-risk  decision on the p a rt of a m anufacturer. B ut th e  O T C  review  
w as expected to  provide an indication to  those m anufactu rers of the 
general recognition s ta tu s  of a prescrip tion  drug. T h is indication is 
correct if we view these drugs from  the  perspective of th e  end of the  
O T C  adm inistra tive  procedure. W hen a final m onograph is published, 
a p rescrip tion  new  d rug  in fact becom es bo th  generally  recognized as 
safe and effective (“old” ) and O T C  at the  sam e tim e.

H ere the confusion begins. Do these tw o events occur only w hen 
the  A gency publishes a final m onograph ? Do they occur a t an earlier 
stage in the  adm in istra tive  p ro c e d u re ; th a t is, upon publication of 
the  ten ta tive  final m onograph or upon publication of the  panel re 
po rt and proposed m onograph ? Do th ey  occur th e  first tim e a panel 
considers an ingred ien t and  m akes public those th o u g h ts  in sum m ary 
m inutes?  Also, do these  tw o events occur at all w hen th e  panel does

2 21 CFR 310.200. 3 Sec. 310.200 (21 CFR 310.200).
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not reach a decision of general recognition , such as w hen it places an 
ingred ien t or condition in C ategory  I I I ?  T he answ er, w hile no t sim 
ple, rep resen ts a com bination of bo th  the  legal and practical realities.

Basically, th e  A gency will take no regu la to ry  action  against 
prescrip tion  drugs considered by O T C  panels and placed in C ategory  
I a fte r publication  of a  final repo rt and proposed m onograph w ith 
the  follow ing c a v e a ts : F irs t, the  Com m issioner has and will exercise 
the  r ig h t to disagree w ith  the  panel in the  pream ble. If such d isagree
m ent appears in the  pream ble, th e  m anufactu rer is on notice th a t 
the  A gency will take p rom p t regu la to ry  action if the  ingred ien t or 
claim  is m arketed . Second, regardless of the correctness of panels’ 
labeling  recom m endations, the indications, w arnings, etc. which ap
pear in the  report m u st appear verbatim  on the  product, un til m odi
fied in la ter adm in istra tive  stages.

If a panel places a p rescrip tion  ingred ien t in less th an  a C ate
gory I s ta tu s, C ategory  II or C ategory  I I I , such products cannot be 
m arketed  unless and un til the  A gency reverses th a t position in the  
ten ta tive  final o r final m onograph. Y ou should also be aw are th a t 
th is  policy will apply to  h igher dosages of p resen tly  m arketed O TC  
products. F o r exam ple, an ingred ien t has been m arketed  O T C  for 
m any years at tw o m illig ram s and the  panel places th a t ingred ien t 
in C ategory  I at 4 m illig ram s (historically a prescription level). U pon 
publication  of the panel report, w ith ou t negative com m ent by the 
Com m issioner (in th e  p ream ble), th a t ingredient m ay be m arketed  
O T C  at th e  h igher dosage level. If the  4-m illigram  level is placed in 
C ategory  I I I  o r  C ategory  II, m ark etin g  of th a t h igher dosage level 
w ould be sub jec t to  regu la to ry  action.

I th ink  th a t th is  policy and fu tu re  O T C  policies will carry  out 
w h at I believe is a cardinal rule of governm ent regulation. L et the  
public and the  regula ted  in du stry  know  the  rules by which the regu la
to r  plays. I know  som e of you disagree w ith th is policy. B ut you 
should be aw are th a t it will be enforced as of the  date of publication. 
P ro du cts  th a t have been m arketed  prio r to  th is  policy and w hich fall 
w ith in  its purv iew  will be reassessed.

I appreciate  th is  oppo rtun ity  to discuss a t least a few of the  issues 
th a t have arisen in the  O T C  review. I am heartened by th e  belief th a t 
for the first tim e there  is a “ light at the  end of the tu nn el.” T he end 
of the review  is still in the  fu tu re  bu t now  it is in sight. I believe the 
public in te rest will have been well served w hen th e  review  is com 
pleted.
p a g e  1 4 6
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The FTC’s Proposed Rule 
on OTC Drug Advertising

By RICHARD B. HERZOG*

Mr. Herzog Is Assistant Director for National Advertising in the 
Federal Trade Commission.

RE C E N T  H E A D L IN E S  te lling  of an im pending F ederal T rad e  
Com m ission (F T C ) “crackdow n” on over-the-coun ter (O T C ) 

d ru g  advertising  have probably  im parted  a certain  special feeling 
about w hat I am going to say. B ut the  choice by the  headline w rite r 
of the  term  “ crackdow n” was som ew hat anachronistic. I t  carried  the 
flavor of the  days w hen an increase in Com m ission activ ity  neces
sarily  m eant a series of cases accusing nam ed parties of deceptive o r 
unfair behavior th a t v iolated our s ta tu te .

T his p resen ta tion  involves not cases b u t ru le-m aking by th e  Com 
m ission and, in m y judgm en t, is closer to  th e  leg islative th an  to  th e  
accusatory  model. I welcom e th is o p po rtun ity  to discuss a t least one 
of th e  w ays we plan to  give con ten t to  ou r b road  s ta tu to ry  te rm s— 
deception and unfairness— as th ey  apply to  the  adv ertis in g  of O T C  
drugs.

O n N ovem ber 11, 1975, the  Com m ission published a proposed 
trad e  regula tion  rule on O TC  d ru g  advertising . T he proposed rule 
w ould proh ib it in advertising  any  p rod uct claim  th a t th e  Food and 
D ru g  A dm inistra tion  (F D A ) has determ ined, th rough  its  O T C  D ru g  
Review  P rogram , should not be allow ed in  labeling.

I w ould like to address tw o questions th a t have arisen w ith  re
gard  to  th is  proposal.

* The rem arks in this article repre- They are noit intended to be, and 
sent only the views of a member of should not be construed as, representa- 
the Federal Trade Commission staff. tive of official Commission policy.

PAGE 147PROPOSED RULE ON OTC DRUG ADVERTISING



T he first question is w hether the proposed rule w ould p roh ib it 
the  use of C ategory  I I I  claim s in advertising . I t  w ould not. T he rule 
w ould allow  C ategory  I I I  claims as long as th ey  are allow ed in 
labeling.

Policy Considerations
W h atev er argum en ts  th a t m ight be m ade under our s ta tu te  as 

to  the legal significance of a C ategory  I I I  classification by  the  FD A , 
the  policy considerations th a t support allow ance of C ategory  I I I  
claim s seem to us, a t th is  tim e, to  be overrid ing. C ategory  I I I ,  as you 
know, was expressly designed by  th e  F D A  to enable and to  induce 
m anufac tu rers to  conduct studies about ingred ien ts and claim s for 
w hich there  m ay be, bu t p resen tly  is not, sufficient evidence to ju s tify  
approval. W e do no t w ish to com prom ise, o r perhaps even fru stra te , 
th is  policy by  m ultip ly ing  the adverse m ark etin g  effects of a de ter
m ination th a t a claim  belongs in C ategory  I I I ,  ra th e r than  C ategory  I.

A second m ajor question presented by the proposed rule is whether 
the  rule w ould p roh ib it advertisers from  m aking claim s o ther th an  the 
claims enumerated in Categories I and III . W hen a monograph enumerates 
certain  w ords or claims, does it th ereb y  p roh ib it o ther w ords and 
claim s by om ission ? Does an F D A  rule p roh ib it only claim s expressly 
placed in C ategory  I I , or does it also proh ib it o ther claim s not am ong 
those listed  in C ategories I or I I I ?

O ne type or category  of claim about which these  questions m ay 
be asked is “ indications for use.” By “ indications for use,” I am re
ferring  to claim s w hich sta te  w h at the in tended use of th e  product 
is, w hat th e  condition or disease is for which the product provides 
therapeu tic  benefits.

W ith  regard  to  indications for use in labeling, the  F D A ’s posi
tion is clear. Diseases or conditions that are not among those enumer
ated  in the  final rule m ay no t appear in labeling. T he F D A ’s gen
eral regulations pertaining to O TC  drugs state that any product failing 
to  conform  to “each of the conditions . . .  in an applicable m ono
graph  is liable to  regu la to ry  action .”1 L abeling  which contains an 
indication for use th a t is n o t am ong those listed in an applicable 
m onograph w ould no t conform  to  th e  conditions in th a t m onograph.

B ut there  is a fu rth e r question w hich deals w ith w hether the  indi
cations th a t are enum erated  in C ategory  I m ay be described in w ords

121 C F R  Sec. 330.1
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o ther th an  those enum erated  by  th e  F D A  in th e  final rule. H ere, 
too, the  F D A ’s position is clear.

In  the  T en ta tiv e  F inal O rder for A ntacids, the Com m issioner of 
the  F D A  discussed th is question and concluded th a t “ [a jllow ing  each 
m anufactu rer to select the  w ords to be used w ould resu lt in con
tinued  consum er confusion and deception.” In  M arch of 1975, the 
F D A  expressly am ended th e  an tacid  and an tiflatu len t rules to  s ta te  
th a t, w ith  respect to ¡indications, th e  labeling  of a  p roduct shall “ iden
tify ” th e  product w ith on ly  the  specified term s. O ur un derstan d in g  is 
th a t th is  will be the  approach in all fu tu re  m onographs.

T he F T C ’s rule, as proposed, w ould have the  sam e effects. W ith  
respect to antacids, it w ould p roh ib it advertisers from  s ta tin g  indica
tions for use o th e r th an  those  enum erated  by the  F D A , and from  
using  language o ther th an  the  language set forth  in C ategory  I or I II .

The lim itation-to-use w ord ing  approved by the  FD A  affirms the 
need for special care on th e  p a rt of advertisers. An ad com m unicates 
no t only th ro ug h  ¡its express claim s, b u t th ro ug h  im plied rep resen ta
tions as well. Im plied represen ta tions can arise no t only from  w hat 
is said, b u t from  the visual aspects of the  ad, including the  se ttin g  or 
situa tion  portrayed , w h at the actors are do ing or appear to  be feeling. 
All of these aspects are capable, in ou r judgm en t, of affecting audience 
perception  of conditions for use. T h is po in t is hardly  a  new  one under 
ou r s ta tu te , b u t the  com pletion of the F D A ’s first m onograph, and 
the  proposal of ou r rule, m ake th is  an app ropria te  tim e to rem ind all 
of us of the  im portance of im plied represen ta tions.

Wisdom of Prohibitions
I have said th a t o u r ru le  p roh ib its  w h at th e  F D A ’s m onographs 

prohibit. W h a t m igh t be said in th e  F T C ’s ru le-m aking proceeding 
about the  w isdom  of those proh ib itions in an adv ertis in g  ru le?

I do not believe th a t anyone can seriously argue th a t the  product 
should  be advertised  for a use w hich is no t am ong the  uses enum erated  
by  the  FD A . T o allow  such claim s w ould deny the  O T C  D ru g  Review 
P rogram  its cen tral purposes, and w ould resu lt in the shipm ent of 
p roducts for w hich th ere  are no adequate directions for use, and 
which are not generally  recognized as safe and effective for th e  ad
vertised  use.

A dvertisers m ight w ish to  argue, how ever, th a t th ey  should at 
least be allow ed to  describe in adv ertis in g  the listed conditions in
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w ords o ther th an  those  perm itted  in labeling. A dvertisers tak in g  th is 
position  m igh t argue th a t, even recognizing th a t differen t m eanings 
should no t be conveyed concern ing the  condition for w hich a product 
is offered, w hy no t provide m ore flexibility in advertising  th an  in 
labeling? W h y  not allow  th e  adv ertise r to  use different w ords to 
com m unicate th e  perm itted  m eaning?

I believe th a t ou r ru le-m aking records are enhanced as a sound 
basis for Com m ission decision-m aking ¡if everyone understan ds w hat 
is on everyone else’s m ind. A ccordingly, I w ould like to s ta te  very 
briefly w h a t the  Com m ission staff m ight be th in k in g  if som eone were 
to  u rge th a t  advertisers be allow ed to  use te rm s o ther th an  the  ones 
enum erated  by  th e  F D A  to  describe the  condition for w hich the 
p rod uc t is offered.

E ith e r the  advertiser does ge t som e ex tra  m ileage, som e special 
m eaning, from  the  unenum erated  te rm  th a t he w an ts to  use, or he 
does not. If  he does not, is there  really  a burden  in denying him  the  
te rm ?  A nd if he does get som e ex tra  m ileage, som e d istingu ish ing  
m eaning, then  isn ’t th a t im pression in the  consum er precisely w hat 
the  F D A  has indicated should be avoided?

Copy Testing
M oreover, th e  a rgum en t th a t different w ords should be allow ed 

assum es th a t  th e  s ta te  of copy te s tin g — consum er research as to  the  
m eaning  of ads— is such th a t we can determ ine w ith confidence w hen 
the  m eaning  really  is  the  sam e. T he  F T C  has a g rea t deal of dif
ficulty  w ith  th a t assum ption, and so, I suspect, w ould industry .

In  th e  first place, th e  protocol for such te s tin g  probably  w ould 
have to  involve te s tin g  the  ad w ith  the unenum erated  term  against the 
sam e ad w ith  th e  enum erated  term . O nly in th a t w ay could you es
tab lish  a baseline of people who are go ing to  receive th e  w rong  im 
pression even w hen the  righ t term  is used. I t  p robably  w ould be 
necessary  to  te s t individually  in th is m anner v irtua lly  every ad th a t 
p lans to  use an un listed  term .

C ertainly , tit w ould no t take a very  large percentage of people 
w ho receive the  w rong  im pression to  conclude th a t th e  ad is decep
tive  and un fair.2 3

3 See Firestone Tire & Rubber Co. v. (1964), affirmed, 352 F. 2d 313 (CA-8 
FTC. 481 F. 2d 246, 249 (CA-6 1973), 1965), cert, denied, 384 U. S. 939 (1966) ;
-cert, denied, 414 U. S. 1112 (1973); Feil v. FTC. 285 F. 2d 879, 892, n. 19 
Benrns Watch Co., 64 FTC 1018, 1045 (CA-9 1960).
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B ut m ost im portan tly , we sim ply do no t believe th a t  the  s ta te  of 
th e  a rt of copy te s tin g  enables us to  conclude, w ith  sufficient confi
dence, th a t a p roliferation  of term s is no t lead ing to confusion, or to 
a deceptive kind of differentiation. To be sure, copy tests  using  open- 
ended questions do give us th e  actual verbatim  responses of con
sum ers. B ut even if verbatim s are a  w indow  into the  consum er’s 
un derstan d in g  of an ad, the  w indow  can som etim es be an opaque one. 
T he vision can grow  especially dim w hen it comes to  te s tin g  for fine 
distinctions, as could be involved in te s tin g  for the  com parative 
un derstan d in g  of sim ilar term s. C onsum er verbatim s often play back, 
for exam ple, the  very  te rm s used in th e  ad, thereby  advancing  our 
un d erstan d in g  no t a t all as to  w h at those term s really  mean. And, 
of course, techniques of aided recall and close-ended questions carry  
w ith them  th e ir  ow n problem s of in terp re ta tion .

In  the  a rea  of health , the  Com m ission has em phasized th a t scrupu
lous accuracy is requ ired .3 B ecause we are a ttem p tin g  to  fashion rules 
govern ing  health  claims, and because th e  questions w ould be p a r
ticu larly  difficult ones to test, the  lim ita tions of copy te s tin g  take on 
p articu la r  force.

Use of Unenumerated Terms
I t  should be evident from  w hat I have said th a t anyone w an ting  

to  m ake a p resen ta tio n  in ou r ru le-m aking  proceeding on th e  ques
tion  of the  use of unenum erated  term s m ust do a g rea t deal m ore th an  
sim ply offer the  conclusive assertion  th a t som ehow  adv ertis in g  is 
d ifferen t th an  labeling.

So far, I have discussed th e  question  of unenum erated  claim s— of 
proh ib ition  by om ission— w ith  respect to  indications for use.

As we look to w ard  the  future, th e  question  of the use of unenu
m erated  te rm s is go ing to  arise w ith  respect to types of claim s o th e r 
th an  indications for use. In  those cases, m any of th e  considerations 
th a t I have m entioned will be ¡im portant. Indeed, the  issue a lready  
appears in the  an tacid  panel. As you know , the Com m issioner enu
m erated  as C ategory  I I I  claim s a num ber of te rm s used to  describe 
certa in  properties of antacids. H e enum erated  th e  term s floating, 
coating, defoam ing, dem ulcent and carm inative. * 407

" See Rodale Press, 71 F T C  1184,
1241 (1967), vacated on other grounds,
407 F. 2d 1252 (CA DofC 1968).
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In  Ju n e  of 1976, the  F D A  will decide w hether certain  of those  
claim s should be placed in C ategory  I. Suppose th e  antacid  ru le  is 
am ended to  list som e of those claims. T he question  will arise w hether 
such lis tin g  is exhaustive as to  a certain  type or category  of claim, 
ju s t  as th e  enum eration  of certain  indications for use exhausts the 
category  of indication-for-use claims.

If  such lis tin g  is in tended to  be an  exclusive lis tin g  as to  a cer
ta in  type of claim, w hat is th a t ty p e?  Claim s th a t the product is blue, 
or low cost, or sparkling , clearly are not the  type of claim  exemplified 
in the  floating-coating  list. Is th e  type  perhaps properly  described as 
claim s concern ing the  in vivo m echanism  by  which the  product p ro 
vides its  th erap eu tic  benefit? In  o ther w ords, if th e  indication-for-use 
claim concerns what the  product does, then  does th is  fu rth er enum era
tion  deal w ith  how the  product does w h a t it does? O r is the  general 
type of claim som eth ing  else?

Future Monographs
T hese kinds of questions will arise in o ther m onographs, not only 

w ith respect to the  claim s I have m entioned bu t also concern ing o ther 
aspects of in vivo perform ance such as s treng th , speed, concentration  
and gentleness. F u tu re  m onographs m ight enum erate certain  claims 
regard in g  s tren g th  or concentration . W hen such an enum eration  is 
m ade, w h a t is th ereb y  prohib ited  by om ission ?

T hese are im p ortan t questions for industry  and for the  Com m is
sion. T hey  suggest th a t, du ring  fu tu re  F D A  m onograph proceedings, 
a  partic ipan t should seek answ ers to tw o questions. F irs t, w as a 
given enum eration  in tended to  be exhaustive as to a certain  cate
go ry  o f claim s? If  so, w hat precisely is th a t ca tegory?

T hese categories m ight no t be described un iform ly from  m ono
graph  to m onograph. T he sam e term  m ight even fall w ith in different 
categories in different m onographs. T his does not m atter. T he essen
tia l th in g  is to  elicit in a given rule a s ta tem en t as to  w h at category  
of claim is being  dealt w ith, and w hether the  rule is dealing exhaus
tively with that category, prohibiting by omission what is not enumerated.

T h a t kind of effort is in in d u s try ’s in terest. I t enables rules, in
c luding our rule, to  fulfill one of th e ir  m ajor fu n c tio n s : to give guidance 
to  those who w an t to  obey, thereby  m inim izing or e lim inating  legal 
risks. In  th a t way, we can m ove tow ard  m aking accusatory  proceed
ings in in d u stry  a th in g  of th e  past. [T he  E nd]
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An Overview of Recent 
Regulatory Developments— 

Veterinary Medicine
By GARY L. YINGLING

Mr. Yingling Is Associate Chief Counsel for Veterinary Medicine 
in the Food and Drug Administration.

W H A T  B U R E A U  O F  V E T E R IN A R Y  M E D IC IN E  IS S U E S  
has the  G eneral Counsel been involved in over the  la s t year 
th a t  a re  of in te res t?  W h a t issues will be of im portance in th e  fu tu re?  

In  p reparin g  th is presen ta tion , I consulted w ith the  o ther tw o B ureau  
of V ete rin ary  M edicine m em bers of the  Office of the  G eneral C oun
sel, E dw ard  A llera and Jess S trib ling . A fter the th ree  of us finished 
ou r discussion, it w as apparen t w h at th is  year has m eant and  w hat 
w e have under consideration for 1976. I th o u g h t it m ight be in te r
esting  to  go th ro ug h  the  Food and D ru g  A dm in istra tio n ’s (F D A ’s) 
lis t of concerns.

(1) T he  “sensitiv ity  of th e  m ethod” docum ent is a  fam iliar F D A  
concept. T he  A gency’s approach is to  publish a proposal w hich w ould 
estab lish  the  m inim al criteria  for carcinogenic testing . In  drafting , 
the  A gency is proposing to  use a modified M antel-B ryan t procedure 
to  determ ine w hen any  residue found in tissue is so sm all th a t it 
rep resen ts no risk  of cancer to  m an or anim al. A ny residue below  
th a t level will not con stitu te  a  residue. T he B ureau of Foods and 
the  B ureau of V e te rin a ry  M edicine have bo th  drafted  and review ed 
the  “sensitiv ity  of the m ethod” d ra ft proposal. In  fact, i t  m ay n o t be 
accu rate  to  say th a t th ere  is a proposal since th ere  are  num erous 
drafts. T hese drafts  are still under review.

(2) T he use of anim al w aste as a com ponent of anim al feed has 
been, in the  eyes of m any people, a practice as old as tim e. Therefore,
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to some, the  idea of p rocessing anim al w aste for use as a com ponent 
of anim al feed is a reasonable proposal. Conversely, th ere  are those 
w ho believe th a t th e  w aste of any  anim al is a bacteria, v iru s and 
d rug -b earing  m atte r th a t has no place in  the  food chain of m an or 
anim al. T he A gency is a ttem p tin g  to  develop a Federal Register pro
posal which w ould provide for the in te rs ta te  sh ipm ent of anim al w aste 
for use as an anim al food com ponent. The proposed regulation  w ould 
allow  anim al w aste  to  con stitu te  up to  a level of 25 percen t of the 
finished anim al feed. T he problem  is  how  to gu aran tee  the safe ty  of 
th e  anim al w aste th a t is being used as anim al feed, considering the 
bacteria, viruses and drugs used in anim al feed today. I t  is estim ated 
th a t m ore th an  80 percen t of the  anim als raised today  for food use 
are d rug  trea ted  som etim e du ring  th e ir  lifetim e. The F D A , in a t
tem p tin g  to  publish an anim al w aste  docum ent, is try in g  to  prepare 
a proposal th a t addresses all of th e  issues. I t will also se t forth  a 
reasonable s tan dard  of p rocessing or te s tin g  to  assure the  safe use 
of anim al w aste. T his is a very  difficult ta sk  and it m ay be som etim e 
before a proposal is published.

Pet Food
(3) F rom  discussion of anim al w aste and anim al food, it seem s 

na tu ra l to proceed to  an issue w hich has received considerable public 
review  and discussion. H ow  safe and n u tritiou s is th e  use of pet 
food as hum an food? T he B ureau of V ete rin ary  M edicine believes 
th a t  the  use of p e t food as hum an food occurs in a very  sm all num ber 
of cases. T he B ureau considers the w idespread publicity  and num 
bers quoted as hav ing  no factual basis at all. W h e th e r or no t the 
facts are correct, the s ituation  does no t relieve the A gency of study ing  
pet food labeling  to  determ ine w hether or no t it is inform ative. Should 
th e  label be ¡informative as to  the  adv isab ility  or desirab ility  of using 
pet food for hum an consum ption? W h a t type of safe ty  s tan dards are 
necessary for hum an food which are no t used in anim al food p rod uc
tion ?  T he w ord “by -p roducts” norm ally  m eans rendered anim al tissue 
from  slau gh te r w aste  and dead anim als. Is th ere  a need to  be m ore 
inform ative on a pet food label as to  w hat an anim al by-product is? 
Is there  a need to  lis t all of the  anim al p arts  used to  prepare pet 
food? Is there  a need for a m ore com plete ingredient label? Is it 
necessary  to  say on the pet food label th a t th e  product is no t in
tended for hum an consum ption o r is unfit for hum an consum ption ? 
A t th is  tim e, the  A gency is review ing its p resen t policy to determ ine 
w hat, if any, steps ¡it should take re la ting  to pet food labeling.
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(4) I th ink  th a t, in the last year in the Office of the G eneral 
Counsel, th e  w ord used m ost often  re la ting  to  v e terinary  m edicine 
has been “m astitis .” T he office has spen t m ore tim e considering the 
m astitis  issue th an  any  other. T he p resen t s ta tu s  is th a t the C ourt 
of A ppeals has no t set an a rgum en t date for the  su it by M asti-K ure 
claim ing th a t th e  F D A ’s denial of a hearing  w as inappropriate . T he 
second su it by  M asti-K ure, which w as to  p reven t the  F D A  from  al
low ing o th e r com panies to  en ter in to  a m astitis certification ag ree
m ent w ith  th e  A gency, has resu lted  in the  g ran tin g  of a m otion for 
sum m ary  ju dg m en t against M asti-K ure. F o r all the  com panies in
volved, the  A gency has published a final o rder in every instance bu t 
tw o. T he F D A  is con tinu ing  to  review  th e  data  and in form ation sup
plied by  Schering  and  N orw ich to determ ine w hether or no t these 
tw o firm s have subm itted  substan tia l enough evidence of safe ty  and 
effectiveness to  en title  them  to a hearing. In  the  com ing year, we 
should see m ost of the m astitis com bination issues resolved.

Antibiotics in Animal Feed
(5) T he sub jec t of antib io tics in anim al feed is one of the  m ost 

tim e-consum ing issues in the B ureau of V ete rinary  Medicine. T he 
B ureau is review ing th e  da ta  th a t have been subm itted  p u rsu an t to the  
Federal Register notice. I t m ay request th a t an advisory com m ittee 
review  those questions which p resen t the  m ost difficult scientific is
sues. A ntib io tics in anim al feed is an issue which will still be high 
on th e  list a t the  end of 1976.

(6) A n other area th a t received a g rea t deal of a tten tion  du ring  
the  p ast year is the  process by which new anim al d rug  applications 
(N A D A s) are approved adm in istra tively  by  the  FD A . T he question 
w as raised concern ing the leng thy  adm in istra tive  delays in approving 
NA D A s. The A gency ordered a review  of the  paper w ork process to 
determ ine w h eth er o r no t th e  review  procedure w as efficient. T he 
question did no t concern the quality  of the scientific and legal review, 
bu t th e  actual tim e sequence of th e  review. A num ber of paper flow 
m ovem ents caused significant delays. I t  was apparen t th a t a change 
could be m ade in th e  paper flow of the  review  which w ould not 
change the  scientific and legal quality  b u t w ould decrease the  tim e 
necessary  to  com plete the  review  process. T herefore, the paper flow 
of docum ents w as changed so th a t  th e  docum ents a re  review ed in a 
m ore orderly  fashion which will resu lt in a m ore expeditious de ter
m ination of w hether or no t a new  anim al d ru g  is safe and effective.
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Freedom of Information Statements
(7) A num ber of questions have been raised concern ing the  

m ethod of the  scientific and legal review  of new anim al drugs. 
In  th is  regard , th ere  is a need to review  the  Freedom  of Info rm ation  
(F O I)  s ta tem en ts  th a t are prepared for release w hen an N A D A  is 
approved. A notice was published in the  Federal Register th a t the 
B ureau of V ete rinary  M edicine had draw n up a proposed form  for 
p reparing  F O I sta tem en ts  for N A D A s. T he F O I s ta tem en ts  which 
resu lt from  using  th a t form do no t alw ays m ake it app aren t to the 
F O I reader w hy th e  F D A  is approving  the  N A D A . I t  is also pos
sible th a t the  F O I sta tem en t is inconsisten t w ith  the  actual reason 
w hy the A gency is approving  the N A D A . T his possible inconsistency 
arises from  the fact th a t the  B ureau has determ ined scientifically 
th a t som e param eters of the  adequate and w ell-contro lled stu dy  reg u 
la tion s1 are no t necessary in certain  N A D A s. T he criteria  of p a ra 
graph  (a )(5 )  of Section 514.111 for the approval of the anim al d rug  
can be w aived in w hole or in part if they  are not reasonably  applicable 
to  the  investigation . O ther studies and published data  m ay indicate 
th a t one or m ore of th e  param eters of Section 514.111 can and should 
be waived. T he problem  arises from  the fact th a t the F O I sta tem en t 
has no t alw ays indicated th a t the  w aiver of som e of the  param eters 
of Section 514.111 has occurred. In  the  near future, the  F O I s ta te 
m ents will indicate w hen a w aiver is requested  by  a m anufactu rer for 
p a r t of the  adequate and w ell-controlled study  regulations and when 
it is gran ted . O ne of the  reasons th a t the  A gency is adop ting  th is  p ro
cedure is so th a t everyone will understand  the  basis on which an ap
plication is being approved. Clearly, it will be necessary to  expand 
the  F O I sta tem en ts  to include m ore in form ation about the  types of 
studies th a t w ere conducted so th a t the reasons w hy th e  Agency 
m ade the  decision to  approve th e  N A D A  are  apparen t to  th e  reader 
of the  F O I statem ent.

Section 5I2(m) Waivers
(8) A n other issue in connection w ith  A gency practice and the  

p resen t lack of inform ed public know ledge is the F D A ’s procedure 
re la ting  to  Section 512(m ) w aivers. A ccord ing to  Section 512(m ), a 
person who in tends to  mix an anim al d ru g  w ith an anim al feed m ust 
file an application for perm ission to  mix the drug. T he regulation  form 
is called an 1800. T he A gency has been w aiving th e  requirem ents of

1 21 U. S. C. Sec. 514.111. ~
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Section 512(m ) w hen it can be show n by a m anu fac tu rer th a t :  (1) 
feeding tw o tim es the  norm al feeding level will no t resu lt in a residue 
in th e  anim al tissue above th e  to le ra n c e ; (2) the  d ru g  has been 
used for th ree  y ea rs ; and (3) certain  o ther app ropria te  conditions 
are m et. T his procedure for w aiving Section 512(m ) has no t been 
published as a proposal in the  Federal Register and th ere  m ay be a 
lack of know ledge concern ing the  w aiver procedure. T he G eneral 
Counsel realizes th a t the  lack of know ledge is doubtful since the 
B ureau of V ete rinary  M edicine has spent tim e in form ing the  reg u 
lated in du stry  and o thers of the  Section 512(m ) w aiver procedure. 
T he w aiver provision is listed as an exem ption in m any of the m edi
cated anim al feed regulations. The lis tin g  in the  Co4e of Federal Regu
lations clearly requires the F D A  to publish a proposal se ttin g  forth  
the criteria  for th e  Section 512(m ) w aiver and to  receive com m ents 
on it. T his publication should occur in the near future. In the in terim , 
the  A gency probably  will include, in the Federal Register pream ble 
to  Section 512(m ) w aiver drugs, a s ta tem en t of the  criteria  th a t has 
been used to  w aive the  particu lar d rug  from  the  Section 512(m ) 
provision of th e  F ederal Food, D ru g  and Cosm etic Act.

Medicated Feed
(9) In  a discussion of Section 512(m) w aivers and m edicated 

feed, it is difficult to ignore o ther issues in the  area of m edicated feed. 
T he A gency published a m edicated feed proposal for curren t good 
m anu fac tu ring  practices (G M P s) on A ugust 8. 1975.2 T his w as an 
update  of the  cu rren t G M P regulations of 1965. H ow ever, the  curren t 
proposal is only half of the proposed u p da ting  of th e  G M P regu la
tions. T he second half of the  proposal has no t been published because 
a num ber of issues are under review. O ne of the  questions re lates to 
the nam es used to  identify  the  various m edicated feed levels. T he 
p resen t te rm s are feed additive concentrate, feed additive prem ix, 
feed additive supplem ent and com plete feeds. O bviously, confusion is 
possible w hen these te rm s are used. The F D A  is developing a new set 
of term s th a t are clear, understandable  and easy to  use. A nother is
sue in the  sam e G M P proposal concerns cross-contam ination  of m edi
cated feeds. T he A gency cannot ignore th e  fact th a t cross-contam ina
tion of m edicated feeds occurs. U nder p resen t indu stry  practices with 
large in teg ra ted  mills, there is no w ay th a t som e d rug  residue from  
the first m ix in the  m orn ing  is not in the second m ix of the  day. T his 
probably  is tru e  also of the  m edium  and small m illing operations. The
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question  th a t  th e  F D A  is try in g  to  resolve is how  much cross-con
tam ination  is acceptable from  a safe ty  standpoin t. W ith in  th a t issue 
is th e  question of w hether cross-contam ination differs depending on 
th e  drug  used. Is  a larger percen tage cross-contam ination  w ith  m onen- 
sin less serious th an  a sm all cross-contam ination  w ith  diethylstilbes- 
tro l?  T hese questions are under serious study , and there will be a 
Federal Register proposal dealing w ith  them .

Approval of New Drugs
(10) I have saved un til last an issue for w hich I have no answ er 

bu t w hich is under review . H ow  does Jud ge  G reen’s decision in Hoff- 
mann-La■ Roche re la te  to  som e of th e  Federal Register proposals of the 
Bureau of Veterinary Medicine. The Floffmann-La Roche decision sta tes 
th a t th e  F D A  cannot approve the  use of new hum an drugs unless it 
has actually  approved the  new  d rug  application. T he B ureau of 
V ete rinary  M edicine has sta ted  in a Federal Register no tice3 th a t it 
allow s the  m ark etin g  of w hat it considers to  be a new  anim al d rug  
pending the subm ission of data  and in form ation which will allow  for 
the approval of th e  N A D A . U nder a s tric t read ing  of Hoffmann-La 
Roche, th e  A gency is required  to  suspend the  use of these new  anim al 
d rugs un til it approves N A D A s for th e ir  use. As I s ta ted  in the  be
ginning, w hether or not th is is the  necessary resu lt, it is clearly a 
question th a t is under review  and for which I propose no answ er.

I have set fo rth  the  list of concerns and discussed m any of the 
issues un der consideration. T here  will be Federal Register notices for 
review  in the  fu tu re. I am sure th a t  in du stry  is no t go ing to  w orry  
about the  F D A ’s proposal un til it is published. I hope th a t to d ay ’s 
discussion of th e  list will provide at least som e idea of th e  issues th a t 
the A gency has before it. T he proposals w hich the  F D A  publishes are 
not published w ith ou t serious long-term  th o u g h t as to  the  im pact 
on the consum er, the  in du stry  and the  Agency. In  closing, I w ish to 
em phasize th a t  Dr. V an H ouw eling  and th e  B ureau are concerned 
w ith m ain ta in ing  the  quality  and abundan t q u an tity  of ou r anim al 
food supply  th ro ug h  the  use of safe and effective anim al drugs.

[The End]

3 38 F. R. 9811.
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An Overview of Recent 
Regulatory Developments— 

The Case for Evidentiary Hearings
By ROBERT N. ANDERSON

Mr. Anderson Is Division Counsel of Richardson Merrell Inc.

I T H IN K  th ere  is no m ore hackneyed concept in the lore of crim inal 
law  th an  th a t of the  crim inal re tu rn in g  to  th e  scene of the  crime. 

F o r th is  reason, perhaps m ore th an  any other, I have avoided v isiting  
the  Food and D ru g  A d m in istra tio n ’s (F D A ’s) Rockville com plex 
since N ovem ber 10th, the  day upon which the M ethuselah of legal 
proceedings, the  F D A ’s V itam in-M ineral H earing, w as reconvened. 
W hile  I w as em ployed as a tr ia l a tto rney  for the FD A , I represen ted  
th a t A gency du ring  the  tw o-year m ain bout on these regula tions which 
w as held betw een 1968 and 1970. The avowed purpose for th is la test 
chap ter in the 13-year saga of these regula tions is to  clear up som e 
procedural oversigh ts and to provide fu rth e r oppo rtun ity  for cross- 
exam ination of one of the  m any w itnesses. Personally , I believe the 
partic ipan ts  m erely yearn  for sim pler days. I th ink  th a t they  are t ry 
ing  to  resu rrec t the p ro tected  feeling we all had as we passed tw o 
sum m ers and tw o w in ters to ge ther locked in the w indow less hearing  
room  on Independence Avenue.

E nough tim e and distance now exist betw een me and th a t p ro
ceeding to m ake it p roper for me to  m ake these rem arks, rem arks 
w hich are general in nature , not a t all inflam m atory, and based, I hope, 
on at least a sm all degree of dispassion.

T he event w hich has prom pted  these th o u g h ts  is the publication 
of the  F D A ’s ponderous procedural regulations, w hich seek to  revise 
and redefine the  w ays in which the  A gency will conduct its exchanges 
w ith  the  public and w ith  the  industries it regulates. T he regulations
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have been tem porarily  tu rn ed  aside by judicial action. H ow ever, th is 
does no t affect w h a t I have to  say, for it is the  a ttitu d e  in heren t in 
these  regula tions to w ard  ev iden tiary  hearings which I w ould like to 
address, and no t so m uch th e  particu lars of th e  proposal.

M y thesis is a sim ple one. I th ink  there is really  no effective 
su b stitu te  for a hard  adversary  proceeding if the  objective is a review- 
able record which will even tually  sustain  or condem n the  A gency 
decision w hen th e  inevitable judicial appeal is taken. U n fo rtunate ly , 
the  clear ob jective of the  proposed procedural regu la tions is to  avoid 
ra th e r th an  utilize and improve the  form al hearing.

I recom m end a read ing  of th e  pream ble to these regulations. I t 
is filled w ith lam ents. In  brief, the  m essage is th a t th in gs have been 
aw ful m ostly  because of a d isin terested  public, m isguided consumerists 
and a p rivate  bar. B ut, the  pream ble prom ises, th ings will be b e tte r as 
soon as all of these  due-process logjam s are elim inated. I m ust say 
th a t I am alw ays im pressed by the  leng thy  and discursive pream ble 
to new regulations which have been the  F D A ’s fashion du ring  the 
last five years. I endorse the  practice entirely , because it tru ly  re 
veals the  A gency’s m ind set, its  underly ing  a ttitu d es  and its in ten 
tions. U nfo rtunate ly , the pream bles often are m ore clear th an  the a t
ten dan t regulations. W hat, then, in these regula tions m akes me th ink  
th a t th e  F D A  is un likely  ever to  hold a form al eviden tiary  hearing  
again, unless ordered to  do so by the  courts?

Formal Evidentiary Hearing
T he regu lations them selves are quick to  specify th a t there  are 

tw o, and  only tw o, situations in which the  A gency will consider 
g ran tin g  a form al ev iden tiary  hearing. T hese a re : (1) w hen there  
is a s ta tu to ry  righ t to  such a h earin g ; and (2) w hen “the  Com m is
sioner concludes, in his discretion, th a t it w ould be in the public 
in te re s t” to hold a form al hearing. I am w illing to  post odds as to 
the likelihood of num ber tw o ever occurring. I can accept only small 
bets, b u t I do so w ith  consum m ate confidence in th e ir  outcom e. Indeed, 
even under num ber one, w hen the  law  g ran ts  the  righ t to  hearing, 
there is no assurance th a t one will ever be held.

A m em ber of th e  public, or an affected corporation , faced w ith a 
regu la to ry  proposal or w ith a refusal which he or it does no t like
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is certa in ly  anxious to  have an  oppo rtun ity  to m ake a record of his 
side of th e  s to ry  and to  require the F D A  to do the  same. H e m ay 
even have th e  refresh ing  optim ism  to th in k  th a t the  hearing  itself 
m ight change th e  A gency’s position. I should n o t be cynical, for th is 
does happen. R ead ing  th e  applicable law, he m ight even expect th a t 
he will, if he speaks up, have th a t opportun ity . This, of course, is no t 
necessarily  so.

Filing of Objections
Once a proposal or o ther A gency action is published, a p arty  who 

seeks a hearing  m ust quickly file ob jections to the  A gency action and 
ask for the hearing. If he does no t do this, the A gency action becom es 
final. M ore d istressing  is the  fact th a t a person m ay lose th e  righ t to  
a hearing  if he files objections o r requests for th e  hearin g  th a t do not 
conform  to the specifications of Section 2.112 of the  proposed regu la
tions. U nder th a t section, each objection m ust “specify w ith  p a r
ticu la rity  the provision of the  regula tion  or proposed o rder under 
which the  objection is m ade.” 1 A n ob jecto r m ust expressly request a 
hearin g  on each ob jec tion ; a catchall request for a hearing  is inade
quate .2 In  each instance in which a hearin g  on an objection is re
quested, the  ob jector m ust describe, in detail, th e  factual in fo rm a
tion he plans to  subm it in support of the  objection. F ailu re  to  include 
th is  in form ation resu lts in a w aiver of the righ t to  a hearing .3 D ocu
m en tary  m aterial upon w hich th e  ob jector plans to rely  m ust accom 
pany  each objection, and there  m ust be a sum m ary of testim ony  in
tended to  be presen ted  by any w itness the ob jector in tends to  call.4 
T he ob jector can adduce additional testim ony  if a hearing  is held, b u t 
th is, to  me, is cold com fort.

Incidentally , the  regu la tions appear to  require th a t any ob jector 
m ust am ass and p resen t th is m aterial in support of th e  ob jections 
w ith in 30 davs of th e  A gency publication to which he ob jects.5

Summary Judgment Powers
A ssum ing  these  deadlines are m et and th is volum inous dem on

stra tio n  of the  need for a hearing  is m ade, th e  C om m issioner then 
considers w hether to g ran t a hearing. As p a rt of his cog itation, he 
m ay consider w hether to  a sse rt the  so-called sum m ary judgm en t pow 

x Sec. 2.112(a) (3). ‘Td2 Sec. 2.112(a) (4). 6 Sec. 2.110(e).5 Sec. 2.112(a)(5).
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ers of th e  F D A  confirm ed in Weinberger v. Hynson, Westcott & Dun
ning Inc.6 and codified in the regula tions in Section 2.113(b). O nly if 
all of the  follow ing criteria  are m et, according to  the  regulations, will 
the Com m issioner w ithhold his au th o rity  to sum m arily  te rm inate  
the p ro ceed in g :

(1) th ere  m ust ex ist “a genuine and sub stan tia l issue of fact” ;
(2) the factual issue m ust be one which is resolvable by th e  

proffered evidence;
(3) th e  proffered evidence m ust support th e  factual asser

tions ;
(4) the factual assertions m ust support the  objection in a 

m anner w hich w ould lead th e  Com m issioner to adopt a course 
of action different from  th a t which he proposes to take ;

(5) the  a lte rn a tiv e  action requested  m ust be in com pliance 
w ith the principles of the F ederal Food, D ru g  and Cosm etic Act 
and a tten d an t regulations ; and

(6) all o ther conditions specified in the  announcem ent of the 
F D A ’s action, including the  proposal, the  final regulation  or the 
notice of op po rtun ity  for hearing, m ust be met.

If, under these rules, the  Com m issioner, not surprisingly , finds th a t 
no hearing  should be held, he m ust publish the  details of his reasons 
for refusing  the  hearing .7 Publication  of th is denial constitu tes final 
A gency action which is judicially  appealable, provided, the  regu la
tions are quick to rem ind us, the  ob jector acts w ith in  the s ta tu to ry  
period for judicial appeal.

T he a ttitu d e  is clear. I th ink  we have a righ t to  ask w hy it exists. 
T he answ er, in part, is th a t the  F D A  has allow ed itself to  be con
vinced th a t hearings are bad sim ply because som e past hearings, in
cluding the  V itam in-M ineral H earing, have been an em barrassm ent. 
H ow ever, I w ould like to  th ink  th a t the  source of th a t em barrassm ent 
w as no t the  procedure w hereby the  hearin g  w as conducted bu t, ra ther, 
the fact th a t the hearin g  disclosed flaws in the  proposals and the 
fundam ental frailty  in the process w hereby A gency proposals are in
te rna lly  generated.

T ranscon tinen ta l jum bo je ts  are still a new  enough experience 
for m ost of us to  m ake rid ing  in one an exciting  prospect. I t  seem s

8 412 U. S. 609 (1973). "Sec. 2.115(a).
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th a t m any of the  p ilo ts of these huge airp lanes share th is feeling. I t  
is not unusual, w hen rid ing  in a 747, to  hear the  captain, hav ing 
little  else to  do, rhapsodize, over the  public address system , about the  
size, th e  capacity  and th e  range of the  aircraft. H e describes its length, 
th e  num ber of passengers it will carry, the  size of its  cargo hold and 
th e  distance w hich it can travel.

Vitamin-Mineral Hearing
T he F D A  V itam in-M ineral H earin g  w as convened in M ay of 

1968, based on a proposal orig inally  published in 1962. T he eviden
tia ry  hearin g  lasted, unbroken, for tw o years. D u rin g  th a t tim e, the 
testim ony  of about 200 w itnesses w as presented , e ither by  oral or 
w ritten  d irect exam ination , and over 2,000 exhibits w ere in troduced 
in evidence. T he tran scrip t w as m ore th an  36,000 pages. W hen  stacked 
on th e  floor (som eth ing  I never did b u t which seem ed custom ary  in 
th e  F D A ), it tow ered over m ost men. T he governm ent a tto rney  was 
new, it  w as the  hearing  exam iner’s first case, and th ere  w ere over 
tw o dozen of th e  best W ash in g to n  law  firms rep resen ting  over 100 
partic ipan ts. B u t th a t hearing  flew. I agree th a t th e  flight, a t  tim es, 
w as precarious and erratic. H ow ever, th is  w as not due to  the  design 
of th e  craft, b u t ra th e r the  burden  it was asked to carry. M any people 
forget th a t the  V itam in-M ineral H ea rin g  proposal w as not lim ited 
to  d ie tary  supplem ents, th e  one-each-day type of p reparation . T he 
proposal included th e  en tire  vo latile sub jec t of proper food fortifica
tion  in the U nited  S tates, encom passed the  com position and the  label
ing  of diet foods offered for w eigh t control, and ended w ith  a catchall 
coverage of such diverse item s as m uscle-bu ilding food, foods used in 
hosp ita ls for pa tien ts  on special diets, and the kelp, w h eat germ  and 
o ther exotic substances w hich are consum ed by food faddists. T here 
is no doubt in m y m ind th a t th is proceeding could have and should 
have been divided in to no less th an  five separate  hearings. W hose 
fault is th a t?  Needless to say, the  u ltim ate  legal te s t of the  proprie ty  
and th e  valid ity  of any adm in istra tive  proceeding is the  judicial re
view  of it. T he V itam in-M ineral H earin g  has had in tense scru tiny  by 
the Second C ircuit, although , as the  U nited  S ta tes D istric t C ourt of 
th e  D istric t of C olum bia observed, in earlier litigation , th e  F D A  had 
no t been a “m odel of sure footed adm inistration .
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Reliable Record
O n reflection and analysis, it is m y deep belief th a t the form al 

hearing  process itself, w hen allow ed to  function as in tended, is an 
irreplaceable m ethod for p roducing  a tested , factual record which is 
the  only basis upon w hich th e  courts—th e  u ltim ate  arb ite r— can deter
m ine the  p rop rie ty  and the accuracy of the  eventual A gency action. 
W ith o u t a reliable record of how the  A gency reached a decision, it 
is too tem p tin g  for m ost courts sim ply to  endorse th e  decision on the  
basis th a t they  m ust know  w hat th ey  are doing.

I certa in ly  do no t rep resen t th a t th ere  is no room  for procedural 
im provem ent in the  m ethod of conducting  form al eviden tiary  hear
ings. Indeed, there  is m uch in the  proposed regu lations w hich reflects 
th a t the F D A  has learned valuable lessons. T here is a vastly  im proved 
prehearing  discovery procedure. T he F D A  has acknow ledged th e  of
ten  unendurable expense involved in partic ipa tin g  in the  hearings, 
and has created a forma pauperis m ethod of participation . T he tech 
niques for o rgan iz ing  and assem bling evidence and w itness lists prio r 
to th e  prehearing  conference is laudable, as is the encouragem ent of 
cooperative docum entary  subm issions. P erhaps best of all is the  
A gency’s acknow ledgem ent, learned in the  V itam in-M ineral H earing, 
th a t w ritten  direct testim ony can be an extrem ely  effective w ay of 
saving tim e and sharpen ing  the  p resen ta tion  of w itnesses.

Peanut Butter Hearing
H ow ever, th e  existence of any of these problem s, dem onstrably  

curable, is certa in ly  no t the  basis for d iscard ing the  entire hearing 
process. In  review ing the V itam in-M ineral H earing , and also its  in
fam ous predecessor, th e  P ean u t B u tte r  H earing, I can only conclude 
th a t the real basis for the  em barrassm ent which the  F D A  associates 
w ith these proceedings is the fundam ental w eakness of the  underly ing  
proposal, e ither because of its com plexity, as in the V itam in-M ineral 
H earing , or its questionable regu la to ry  objective, as in the P ean u t 
B u tte r  H earing.

A t th is point, it is fair to  ask, “W h a t’s so bad about the  a lte rn a
tives?’’ A fte r all, the  proposed regulations offer th ree  a lternatives to  
the  form al eviden tiary  hearing. T hese a re : (1) boards of inqu iry ; (2) 
hearings before th e  C om m issioner and his s ta f f ; and (3) regu la to ry  
hearings. Indeed, the pream ble to  the proposal suggests th a t the 
A gency will be m ore w illing  to g ran t som e hearing, provided the
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pe tition er se ttles for one of the  th ree  a lte rn a tiv es and forgoes th e  
form al hearing. I am  professionally  affronted  by th is  dang ling  of 
individual substan tive  righ ts  on th e  condition of procedural conces
sions. I also ob ject to  each of these  a lte rn a tiv es for the sim ple reason 
th a t, stripped  to  th e ir  essentials, each is no th ing  m ore than  a com
m ittee. I t  is very  difficult for me to  endorse the  sh ifting  of fact-finding 
and p reservation  aw ay from  tra ined , quasi-judicial officers, grounded 
in th e  rules of evidence and the techniques of factual determ ination , 
and  tow ard  an inform al agg regation  of “experts.” T his is particu larly  
tru e  w hen the supposed objective of th is  exercise is to  im prove the  
precision and the  quality  of th e  A gency’s determ ination. T hese a lte r
natives m ay shorten  the  process b u t I am not convinced th a t  they  
will sharpen it.

Cross-Examination
W e should have a word here about th a t favorite w hipping  boy of 

adm in istra tive  due process— cross-exam ination . T he new  regulations 
severely lim it cross-exam ination . Indeed, even in the  form al hearing, 
cross-exam ination  is allow ed only w hen the  presid ing  officer deter
m ines th a t w ith ou t cross-exam ination there could not be a full de
velopm ent of the  facts.s I m ust adm it, candidly, th a t I have never 
seen a w itness quail in te rro r, confess erro r and th ro w  him self on 
th e  m ercy of the  court as the resu lt of any  cross-exam ination con
ducted by me. N either have I seen th is occur as the  resu lt of the  ef
forts of any  of m y associates. H ow ever, w hether or not cross-exam i
nation  is really  an “anvil upon which tru th  is te s ted ,” I th ink  my 
m ethod of p reparation  and p resen ta tion  of w itnesses w ould change if 
I expected th a t it  w as unlikely th a t  the  w itness w ould be cross- 
exam ined. I th ink  th e  sam e w ould be true  w ith respect to  the  a ttitu d e  
of the  w itness. I m ake no particu la r apology for th is  acknow ledge
m ent. I t  does no t reveal a duplicity  of character on m y part, nor undue 
cynicism  about w itnesses in general. I t  is sim ply a fact of hum an 
nature . I am convinced th a t the elim ination of cross-exam ination is 
likely to encourage generality , foster im precision and have a generally  
negative effect on th e  factual in teg rity  of any A gency action.

A nother reason for elim inating  form al hearings, which the FD A  
is anxious to  offer these  days, is th a t such proceedings have a nega
tive im pact on th e  “scientific com m unity” which is supposed to be

8 Sec. 2.154(c).
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offended by hav ing to be exposed to  the “trial-like" rigors of a hear
ing. I can only say th a t of the 30 or so physicians and P h .D .’s whose 
testim on y  I presen ted  a t the  V itam in-M ineral H earing, only one, a 
notable exception, w as offended by the  actual process. H e w alked off 
the stand  du ring  w h at I considered to be a very  m ild cross-exam ina
tion. T he rest ra th e r enjoyed them selves. H ow ever, m ore th an  one or 
tw o w ere offended by w hat th ey  saw  as substan tive  shortcom ings in 
the  proposed regulations, particu larly  as those shortcom ings w ere il
lum inated  and elaborated  th ro ug h  the  hearing  procedure. W hose fault 
is th a t ?

I could speak volum es on the  obligations of the private  b a r and 
o ther non-A gency partic ipan ts to  observe and preserve the in teg rity  
of the hearing  process. I t  is alw ays difficult for me to  listen seriously 
to a tto rneys who m ourn the th rea tened  loss of righ ts  such as cross- 
exam ination w hen I know  th a t it is the abuse of such righ ts, by the 
very  sam e individuals, w hich has been the principal reason for th e ir 
decline.

H ow ever, th e  form al hearing is acknow ledged to  be adversary  in 
character, and has rules which, if properly  wielded, can contain and 
control such mischief. I th ink  it is most p roperly  suited as the  forum  
of choice for p roduction  of an exact, review able record.

I exhort the  FD A  no t to  make it a th in g  of historical in te rest only.
[The End]

ANIMAL TESTS RAISE QUESTIONS 
CONCERNING SAFETY OF RED NO. 40

Preliminary findings from animal tests have raised questions about the 
safety of the artificial coloring FD&C Red No. 40. according to a recent Food 
and Drug Administration (FDA) Release. The FDA reported that, after 41 
weeks of a 78-week feeding study involving 400 mice, six of the mice devel
oped premature and unexpected malignant lymphomas. The Agency has asked 
Allied Chemical, the company conducting the study, to determine the sig
nificance of the findings. The work will require a minimum of 30 days to 
complete. The FDA intends to present all available data on Red No. 40 to 
its Toxicology Committee.

CCH F ood D rug Cosmetic L aw R eporter, If 41,588
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Cosmetic Quality Assurance— 
Alias Cosmetic Good 

Manufacturing Practices
By MICHAEL A. PIETRANGELO

Mr. Pietrangelo Is Secretary and Legal Director of Plough, Inc.

TH E  T O P IC  for th is  portion  of th e  Cosm etic W orkshop Session 
is Cosm etic Q uality  A ssurance. I th in k  i t ’s app ropria te  to  relate  
how  th is  title  w as selected. W hen  Jam es M erritt, th e  P residen t of 

th e  Cosm etic, T o ile try  and F rag ran ce  A ssociation (C T F A ), invited 
me to  partic ipate  in th is  session, he said th a t the  topic for th is p ro 
gram  w as to  be “ Cosm etic Good M anufactu ring  P rac tices’’ (G M P s). 
I to ld  him  th a t we could not have such a topic because th ere  is no 
such th in g  as cosm etic GM Ps. A fter som e discussion, it w as decided 
th a t the  ph rase  “ quality  assu rance” w ould be used. I suspect th a t 
the Food and D ru g  A dm inistra tion  (F D A ) does no t see the  difference 
betw een the  te rm s “quality  assu rance” and “ G M P s” as any th ing  m ore 
th an  a sem antic difference. A ccording to rum ors, which have been 
confirm ed a t th is  w orkshop, cosm etic G M Ps are being drafted  by the 
A gency and will be included in the Federal Register.

M y rem arks will address tw o very  basic questions concerning 
cosm etic G M Ps. F irs t, is th ere  legislative au tho rity  un der the  F ederal 
Food, D ru g  and Cosm etic A ct for substan tive  cosm etic G M P regu la
tion s?  Second, is th ere  a dem onstra ted  need for such regulations, in 
ligh t of cu rren t in du stry  practices and curren t F D A  au th o rity ?

L e t’s first consider w hat au tho rity , if any, the F D A  has to issue 
substan tive  G M Ps for cosm etics. T he s ta tu to ry  au th o rity  for d rug  
G M Ps arose from  th e  1962 A m endm ents to th e  A ct (the  so-called 
K efauver-H arris  A m endm ents) under which the F D A  w as authorized
COSMETIC QUALITY ASSURANCE PAGE 1 67



to  estab lish , by regulation , cu rren t G M Ps for drugs. D rugs not m anu
factured  according to  cu rren t G M Ps w ould be considered adu ltera ted  
and w ould be sub ject to m ultip le seizures.1 T he  legislative h isto ry  of 
th is section of the 1962 A m endm ents to the  A ct is no tew orthy , as it 
illu stra tes  th a t  C ongress understood the  need for such provisions as 
regards to  drugs, b u t on ly  to  drugs. Congress recognized th a t, except 
for d rugs sub ject to  p rem ark et clearance (new  drugs, certain  an ti
biotics and insu lin ) and  drugs prepared  or m anufactured  under in
san ita ry  conditions (Section 501(a)),
'‘nothing can be done under the present act if these essential requirements de
manded by good manufacturing practices are not met, until a particular shipment 
of drugs is marketed and the Food and Drug Administration can prove that the 
drug itself is deficient.”2

So, in 1962, th e  concept of cu rren t G M Ps wras added to  the  Act, 
for d rug  products only, even though  the A ct already contained lan
guage m aking drugs adu ltera ted  if they  w ere prepared, packed or held 
under in san ita ry  conditions.3 A lthough sim ilar language regard ing  
in san ita ry  conditions existed under the Act for food4 and cosm etics,5 
Congress did not deem it appropria te  or necessary to consider G M Ps 
for e ither cosm etics or food.

T here  can be little  doubt th a t adm in istra tive  agencies, such as 
the  F D A  o r the  F ederal T rade Com m ission (F T C ), have au tho rity  to 
issue substan tive  regulations, in accordance w ith  th e ir  ow n adm inis
tra tiv e  procedures and w ith the  A dm inistra tive P rocedures A ct.6 The 
au th o rity  to  issue such substan tive  regula tions (often referred to as 
legislative regu la tions) can arise only from a s ta tu to ry  delegation to 
the agency and as a m anifestation  of C ongressional in ten t.7 The legis-

1 Sec. 501(a) of the Federal Food, 
Drug and Cosmetic Act provides that 
“drugs not manufactured in confor
mity with current good manufacturing 
practices . . are deemed adulterated.

2 House Report No. 2464, 87th Con
gress, 2nd Session, pp. 2-3; Senate Re
port No. 1744, 87th Congress, 2nd Ses
sion, pp. 13-14.

3 Sec. 501(a).
* Sec. 402(a)(3).
3 Sec. 601 (c).
* National Petroleum Refiners Associa

tion v. F T C . 482 F. 2d 672 (CA DofC 
1973), cert, denied, 415 U. S. 951.

7 The difference between substantive 
(legislative) and interpretative regula-
PAGE 1 68

tions may be briefly summarized as 
follows: when a statute delegates to 
an agency specific authority to publish 
regulations having the full force and 
effect of law (statutory), they are sub
stantive. W hile the reasonableness of 
such regulations is subject to judicial 
review (just as statutes are), this can
not be subject to collateral attack, and 
the correctness as to interpretation is 
thus not subject to review. Interpreta
tive regulations are (merely) interpre
tations of what an agency views the law 
to be. They do not have the force and 
effect of law. They are not binding 
upon the courts and are subject to 

(Continued on the following page.)
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lative h isto ry  of the  1962 A m endm ents indicate th a t Congress never 
in tended the  FD A  to have ru le-m aking au th o rity  to  p rom ulgate  sub
stan tive  regu la tions for cu rren t G M Ps for cosm etic products.

Efficient Enforcement
Presum ably , any proposed cosm etic G M Ps th a t the  FD A  plans 

to p rom ulgate  will be based upon au th o rity  contained in Section 701
(a) of the  Act, and to im plem ent Section 601(c) of the  A ct (insan i
ta ry  conditions). Section 701(a) vests in the S ecretary  of the D ep art
m ent of H ealth , E ducation  and W elfare  (H E W ) the  au th o rity  to 
“prom ulgate  regula tions for the efficient enforcement of this Act.”s 
(E m phasis supplied.) T his section of the  A ct does not, how ever, give 
the  S ecretary  carte blanche to  issue regulations, be th ey  called sub
stan tiv e  or in te rp re ta tiv e .0 W e can assum e th a t the F D A  will only 
issue regula tions which will assist it in d ischarg ing  its duties and 
functions under the A c t ; in o ther w ords, to  aid in the  “efficient en
forcem ent” of the  Act. Consequently, unless some restra in ts  are 
placed upon the  au th o rity  to  issue “regulations for the efficient en
forcem ent of th is  A ct," v irtua lly  any regulation  issued p u rsu an t to 
Section 701(a) w ould be legal. T his, of course, is not the  case because 
an agency’s au th o rity  to issue regula tions is lim ited to  issu ing regu la
tions which im plem ent the  s ta tu to ry  provision upon which such regu
lations are allegedly based .10 Tn every case w here regula tions (sub
stan tiv e  o r in te rp re ta tive ) have been issued by agencies and upheld 
by courts, the  regula tions have been found to in terp re t reasonably  or 
to im plem ent the specific substan tive  s ta tu to ry  provision upon which 
th ey  w ere based.

F o r exam ple, in Toilet Goods Association v. Finch,11 the  C ourt 
agreed th a t while it m ight aid in the  “efficient enforcem ent of th is
(Footnote 7 continued.) 
collateral attack, including review as to correctness of interpretation. See 
Di Prima, “The OTC Review—View
point of the Industry House Counsel,” 
27 F ood D r u i Cosmetic L aw J ournal 
532-540 (Sept. 1972).

8 Sec. 701(a) of the Federal Food, 
Drug and Cosmetic Act provides as 
follows: “The authority to promulgate 
regulations for the efficient enforce
ment of this Act, except as otherwise 
provided in this section, is hereby 
vested in the Secretary.”
COSMETIC QUALITY ASSURANCE

9 Historically, the FDA regarded 
regu'ations issued under authority of 
Sec. 701(a) as interpretative, not sub
stantive. Abbot v. Gardner. 387 U. S. 
136 (1967).

10 National Nutritional Foods Associa
tion v. Weinberger. 512 F. 2d 688 (CA-2 
1975).

11 419 F. 2d 21 (CA-2 1969). See also 
National Petroleum Refiners Association 
v. FTC, supra, and National Nutritional 
Foods Association v. Weinberger, supra. 
While the case upheld the FD A ’s au-

(Continued on the following page.)
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A ct” to  have finished cosm etics certified by the  F D A  p u rsu an t to the 
1960 Color A dditive A m endm ents to  the  A ct,12 the F D A  could no t 
use th is provision of the  A ct (Section 706) as au tho rity  to issue “701
(a )- ty p e ” regu la tions requ iring  the  certification of finished cosm etic 
products. T he C ourt noted th a t it w as clear from  the legislative his
to ry  and the language of the  A ct th a t C ongress did not in tend the 
F D A  to have such certification au th o rity  for finished cosm etics, as 
opposed to  “ color add itives.” W hile a regulation  prov id ing  for cer
tification of cosm etic p roducts w ould clearly have provided for m ore 
efficient enforcem ent of the  A ct, th is alone w as not enough to have 
the  regulation  survive judicial review.

Tw o o ther provisions of the  F ederal Food, D rug  and Cosmetic 
A ct pertinen t to  th is  discussion are Sections 601 and 704.

Conditions of Adulteration
Section 601 lists conditions under which cosm etics shall be deemed 

to  be adu lterated . Section 601 (a, b and d) provides th a t “a cosm etic 
shall be deem ed adu ltera ted  if it contains any  poisonous or deleterious 
substance w hich m ay render it in jurious to  u se rs” or if it consists ¡in 
whole or in p a r t of any filthy, pu trid  or decom posed substance o r if 
its  con tainer is com posed of any poisonous o r deleterious substance. 
Section 601(c) provides th a t a cosm etic shall be adu ltera ted  “ if it 
has been prepared, packed or held under in san ita ry  conditions w here
by  it m ay have been rendered ¡injurious to  hea lth .”

The s ta tu to ry  au th o rity  under the A ct for federal inspection of 
estab lishm ents is contained in Section 704. Section 704 allow s F D A  
represen ta tives reasonable access to  any factory, w arehouse or estab 
lishm ent w here foods, drugs and devices or cosm etics are m anufac
tured , processed, packed or held to  in spect the  prem ises, finished and 
unfinished m aterials, pertinen t equipm ent, con tainers and labeling .13
(Footnote 11 continued.) 
thority to classify vitamins at certain 
concentrations as prescription drugs, 
the Count stated that the ultimate 
validity of such classifications (which 
was the very issue of the contested 
regulations) would depend upon whether 
the regulations were rational interpre
tations of those sections of the statute 
(Section 201(g) of the Act; the defini
tion of “drug”).

12 Sec. 706 of the Act, enacted in 
1960, provides, in part, that conditions

for safe use of a color be provided by 
regulation, and required batch certifi
cation of all color additives unless exempt 
by the Secretary of H EW .

13 For a detailed discussion of the 
legislative history surrounding the topic 
of factory inspections, see Hoge, “Fac
tory Inspection Under the Food, Drug 
and Cosmetic Act,” 21 F ood Drug Cos
metic L aw J ournal 673-679 (Dec. 1966).
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T he foregoing sections of th e  A ct con stitu te  the  curren t statutory- 
au th o rity  for issu ing  cosm etic G M Ps for efficient enforcem ent of the 
Act. T hey  also con stitu te  the F D A ’s au th o rity  to  take action against 
adu ltera ted  cosm etics.

T he second po in t I w ould like to  address is w hether or not there 
is a dem onstra ted  need for cosm etic G M Ps, in ligh t of cu rren t FD A  
au th o rity  and certain  in du stry  practices.

All of us occasionally lose sig h t of the  forest because of th e  
trees, and law yers and regu la to rs are no exceptions. W hile  we debate 
the legal issues involved in w hether or not the  F D A  has s ta tu to ry  
au th o rity  to  issue cosm etic G M Ps and w hether or not such G M Ps 
should be substan tive  or in terp re ta tive , we m ay lose s ig h t of one very 
im portan t issue— are such regulations necessary or is cu rren t authority 
sufficient for the F D A  to  carry  ou t its ob ligations under the  A ct?

Voluntary Industry Programs
I believe th a t under cu rren t au th o rity  and under certain  volun

ta ry  in du stry  program s, th e  FD A  has au th o rity  to  efficiently enforce 
the  provisions of Section 601(c) of th e  A ct concern ing the  m anufac
tu ring , pack ing or ho ld ing of cosm etics under in san itary  conditions. 
Section 704(a) (fac to ry  inspection) provides the A gency w ith the 
au th o rity  it needs to en ter prem ises and ensure com pliance w ith  Sec
tion  601(c). A dditional substan tive  regulations on cosm etic m anufac
tu rin g  practices w ould not only be beyond the  scope of cu rren t au
th o rity , bu t seem ingly unnecessary.

T he  th ree  vo lun tary  p rogram s in which a large segm ent of the 
cosm etics industry  partic ipa tes provide the  FD A  w ith sufficient in
form ation—perhaps m ore th an  it could ob tain  under any  G M P regu
lations. U n der these  vo lu n tary  program s, the  A gency has the nam es 
and addresses of cosm etic p lan ts (estab lishm ent reg is tra tio n ), form ula 
and ingred ien t disclosure (p roduct ingred ien t and cosm etic raw  m a
terial com position) and in fo rm ation  on cosm etic p roduct experiences 
(p ro du ct experience re p o rts ) .14 I m ight also include cosm etic ingre
dient labeling, which is now m andato ry  under 21 C F R  P a rt 701 and 
which provides yet ano th er dim ension to  the F D A ’s cu rren t know l
edge of the  cosm etics industry .

1121 CFR 730, Product Experience Composition Statements; 21 CFR 710, 
Reporting; 21 CFR 720, Product In- Registration of Cosmetic Product Es- 
gredient and Cosmetic Raw Material, tablishment.
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A n exam ple of ju s t how m uch au th o rity  th e  A gency has under 
Section 704 of the  A ct can be seen in the  resu lts  of the Park case. In  
Jun e  of 1975, th e  Suprem e C ourt announced its  decision in United 
States v. Park.15 Mr. P ark , P residen t of Acm e M arkets, w ith 874 re
tail ou tle ts  and 16 w arehouses, was convicted of v io la ting  Section 
40 2 (a)(3 ) of the  A c t16 by v irtue  of food being held un der in san ita ry  
conditions. In th is  case, a 12-day inspection17 of th e  com pany’s B alti
m ore w arehouse in 1971 had uncovered in san ita ry  conditions which 
had no t been corrected  com pletely since the inspection of the  p re
vious year. T he C ourt found Mr. P a rk  crim inally  liable under the  
A ct because of his “responsible re la tionsh ip .”

Insanitary Conditions
T he basic s ta tu to ry  provisions concerning in san ita ry  conditions 

for food and cosm etics are quite sim ilar. T herefore, in regard  to  m anu
facturing, pack ing  o r ho ld ing food or cosm etics under in san ita ry  con
ditions, it w ould be logical to assum e sim ilar resu lts  if Mr. P ark  
had been president of a large cosm etics m anufacturer, w holesaler or 
retailer, and sim ilar conditions w ere found to exist. T he point is ob
vious— am ple au th o rity  and sanctions (crim inal liability  for a chief 
executive officer) p resen tly  exist for the  efficient enforcem ent of the 
Act by  the FD A .

A nother reason the Park decision is re levan t to  th is discussion 
is because substan tive  cosm etic G M Ps w ould only increase the  crim i
nal exposure under which executives of cosm etics com panies would 
operate. P resum ably , the  F D A  w ould insist th a t cosm etic G M Ps be 
substan tive  in na tu re  and sim ilar to  d ru g  G M Ps. F ailu re  to  com ply 
with such G M Ps w ould m ake the  cosm etics adu ltera ted , candidates 
for m ultip le seizures, and w ould m ake the p residen t of the  com pany 
a candidate for jail (o r at least crim inal liability  and fines). T his

15 421 U. S. 658 (1975).
16 Sec. 402(a)(3) of the Act pro

vides that a food shall be deemed to 
be adulterated if it consists in whole 
or in part of any filthy, putrid or de
composed substance, or if it is other
wise unfit for food, or if it has been 
prepared, packed or held under insani
tary conditions whereby it may have 
become contaminated with filth, or 
whereby it may have been rendered 
injurious to health.

17 It should be noted that a 12-day 
inspection, without any more precise 
or detailed authority than presently 
contained in the Act (no GM Ps), must 
have been a rather thorough and de
tailed inspection. One can only specu
late how long such an inspection would 
have taken with more detailed regulations.
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could occur from  a failure to  com ply w ith  a G M P provision which 
has no th ing  to  do w ith  sanitation .

Cocoa Products
I say th is  because of a sim ilar s ituation  which p resen tly  exists 

with food, specifically, cocoa products and confectionery. U nder re
cently  issued G M Ps for cocoa products and confectionery, there  are 
provisions requ iring  code m ark ing  and record keeping to iden tify  
“in itial d istribu tion  of the  finished p rod uct.’’18 C learly such require
m ents as lo t coding and record keeping have little, if any th ing  at all, 
to do w ith sanitation . T he  F D A  asserts  th a t these specific provisions 
were included in the G M P regulations to  aid in recalls. T his conjures 
up ano th er question  which is w holly separate  and apart from  th is 
discussion, th a t  is, m andato ry  and  b ind ing  regulations to  im plem ent 
an act (recall) which is vo lu n tary  and no t provided for in the  statute.19 
Since th e  F D A  has already show n its p ropensity  to include prov i
sions unrelated  to  san ita tion  in food G M Ps, are we w rong  to  assum e 
the  sam e will be included in any  proposed cosm etic G M P s?

Before concluding m y com m ents, I w ould like to  read a portion  
of a paper p resen ted  a t th e  16th A nnual E ducational Conference of 
the Food and D rug Law Institute. The speaker, in discussing the Federal 
Food, D ru g  and Cosm etic A ct, m ade th e  follow ing observation  :
“In this respect, the Act must be regarded as a constitution. I t establishes a set 
of fundamental objectives—safe, effective, wholesome, and truthfully-labeled 
products—without attempting to specify every detail of regulation. The mission 
of the Food and Drug Administration is to implement these objectives through 
the most effective and efficient controls that can be devised.
“This does not mean that the Act provides unfettered discretion for the Agency 
to do whatever it wishes in pursuing these objectives. W e may not and do not 
ignore the statute. In some areas, Congress did lay down very specific rules 
which, until changed, must control. If we wish to obtain authority to inspect 
records during factory inspections for other than prescription and new drugs, 
for example, we m ust seek a change in the law. We cannot overrule Congress by administrative fiat.”20

18 21 CFR 128(c) published by FDA 
in the Federal Register of June 4, 197S 
(40 F. R. 24162-24172) effective Au
gust 4, .1975. See also National Confec
tioners Association 1225-19 v. David 
Mathews et al., Civil Action 75-1272 
(DC DofC 1975).

19 On this general subject, see United 
States v. C. E. B. Products, Inc., 380 F.
Supp. 64 (DC 111. 1974).

20 The speaker was Peter Barton 
H utt, then Assistant General Counsel 
of the FDA. H utt, “The Philosophy 
of Regulation Under the Federal Food, 
Drug and Cosmetic Act,” 28 F ood D rug 
Cosmetic L aw J ournal 178-179 (March 
1973).
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In  view of the  foregoing, sub stan tiv e  cosm etic G M Ps are  un 
necessary  and inappropriate . T hey  are unnecessary  and inappropria te  
for the  follow ing reasons :

(1) T he  F D A  presen tly  possesses sufficient au th o rity  to  in
spect estab lishm ents and convict cosm etics m anufactu rers for 
m anufacturing , packaging or holding cosm etics under in san itary  
conditions.

(2) T he A ct does no t au thorize the prom ulgation  of su b stan 
tive G M Ps for cosm etics.

(3) C urren t cosm etics in du stry  practices m ake such GM Ps 
unnecessary  as th e  industry , th ro u g h  its vo lu n tary  p rogram s and 
quality  assurance program s, m akes detailed G M Ps unnecessary.
T his final po in t— in du stry  p ractice—w hich I have no t discussed 

will be discussed by  o th e r panelists, E dw ard  M ilardo21 and John  
W enninger.22 T he fact is th a t  the C T FA , th ro ug h  inpu t of its m em 
ber firm s—the cosm etics indu stry— has developed detailed Technical 
G uidelines for Q uality  A ssurance of Cosm etic P roducts. Such w ork 
will continue, w ith  or w ith ou t cosm etic G M Ps. because the  cosm etics 
industry , as well as the  FD A , is in terested  in prov id ing  only safe and 
w holesom e cosm etic products. [The End]

21 See Milardo, “Quality Assurance 
Guidelines—The Industry’s Viewpoint,” 
31 F ood Drug Cosmetic L aw J ournal
105-108 (Feb. 1976).

"2 See Wenninger, “Quality Assurance 
Procedures for the Cosmetics Industry,” 
31 F ood D rug Cosmetic L aw J ournal 
101-104 (Feb. 1976).
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Product Liability—1975
By WILLIAM J. CONDON

Mr. Condon, an Aftorney-at-Law, Teaches at New York Uni
versity Law School.

ON E  O F  T H E  IN T R IG U IN G  A S P E C T S  of p roduct liability  
law  is the apparen t ease w ith which our courts change long
stan d in g  rules of law. F o r exam ple, it has long been the law  in N ew  

Y ork th a t a m anufactu rer or seller of food will no t be liable for in 
juries caused by na tu ra l substances in the  product. Exam ples of th is  
are  bones in m eat dishes, cherry  pits in cherry  pies, and the like. Now, 
how ever, the  A ppellate Division, F irs t D epartm ent, w ith ou t reference 
to  p rio r New Y ork cases, has announced the adoption of the  rule of 
“ reasonable expectation .” T his doctrine applies alike to  breach of 
w arran ty  and neg ligence causes of action, and essentially  m eans th a t 
liab ility  m ay be im posed if it is found th a t the  natu ral substance was 
no t reasonab ly  to  be antic ipated  in the  food as served. (Stark v. Chock 
Full O’N uts.) In  th is pa rticu la r case, plain tiff had in jured  her too th  
w hen she encountered a b it of shell in a nu tted  cheese sandw ich. The 
tria l judge had directed a verdict for the  plain tiff on the issue of lia
bility . T he A ppellate D ivision noted th a t the question of reasonable 
expectation  is norm ally  one for the  ju ry . H ow ever, in ligh t of the  fact 
th a t  p lain tiff’s testim ony concern ing the  occurrence w as un con tro 
verted  and th a t the  am ount of the  recovery was sm all, the  C ourt held 
th e  erro r not prejudicial to the  defendant and th us allow ed the  ju d g 
m en t to stand. T he d issen ting  ju stice  found th is to  be a serious depar
tu re . In  the  course of his opinion, he said :
■ "Zeal to more firmly establish, in this jurisdiction, the correct rule of the so- 
called ‘reasonable expectation test’ and the smallness of the verdict, should: not, 
in effect, be permitted, on appeal, to convert this $10,000 jury cause (with coun
sel on both sides) to the reduced status of a trivial small claims case. Yet that 
is the result accomplished here, to the great prejudice of defendant (which had 
no burden of proof), because it permits plaintiff to succeed on vague, amorphous, 
considerations of substantial justice, despite acknowledged error in the trial court’s 
radical departure from basic principles of jury-trial practice and procedure.”
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Rule of Strict Liability
T he problem  of th e  correct rule to be applied in th is  type  of 

case was also faced by th e  U nited  S ta tes D istric t C ourt for the  
Sou thern  D is tric t of Texas. In  th is case, plain tiff had located a pearl 
in defendant’s oyster stew . I t  appears th a t th is  question had never 
been decided by the  courts of T exas and, therefore, w as the respon
sib ility  of the  F ederal C ourt to  determ ine how  th e  T exas courts 
w ould rule. T he judge concluded th a t T exas w ould also adopt the  
reasonable expectation  te s t because he felt th a t th is w as m ore con
sisten t w ith  the  ru le  of s tric t liability , which is th e  law  of Texas. H e 
criticized th e  fore ign-natural te s t because of its artificial application. 
In  his view, th a t te s t focuses on a single ingred ien t ra th e r  th an  on 
the final consum er product. H e concluded th a t by sh ifting  th e  focus 
to  the consum able item , the  fore ign-natural distinction, as m easured 
by the  consum er’s reasonable expectation , becom es a valid and rele
v an t standard . U n der th is  te st, th e  question will alw ays be one of 
fact ra th e r than  one of law. (Matthews v. Campbell Soup Company.)

The du ty  to  w arn continues to be a  fertile area, one whose bound
aries seem to defy definition. A case in po in t is McEwen v. Ortho 
Pharmaceutical Corp. et al. T he case, decided by the  Suprem e C ourt 
of O regon, arose by v irtue  of a claim th a t p lain tiff’s blindness resu lted  
from  the successive use of con traceptive pills m anufactured  by  the  
tw o defendant pharm aceu tical com panies. P lain tiff had used th e  pill 
of one defendant for one year. She then  sw itched to  the pill of the  
second defendant upon the  advice of an exam ining physician. She 
used the  second pill for ano th er year. T here w ere several issues of 
in terest in th is case.

F irs t of all, the  O regon C ourt m ade it plain th a t defendants 
had a du ty  to w arn  concern ing dangers which they  knew  or ou gh t to  
have know n w ere a tten d an t upon the  use of th e ir  products. W hile the  
duty in connection with prescription drugs requires only that the warnings 
be tran sm itted  to  physicians, the C ourt em phasized th a t it is a t least 
as im portan t th a t these  w arn ings be b ro u g h t to  th e  a tten tion  of tre a t
ing  physicians as it is th a t th ey  be com m unicated to  p rescrib ing  
physicians. T he C ourt quite properly  noted th a t the sym ptom s which 
would be described in any  app ropria te  w arn ing  w ould m ore likely be 
observed by  trea tin g  physicians th an  by p rescrib ing  physicians.

Inadequate Warnings
T he C ourt next concluded th a t there  w as evidence in th is  case 

sufficient to  support a ju ry ’s finding th a t the w arnings given by  these
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defendants w ere inadequate. T he C ourt seem ed to  indicate th a t a 
w arn ing  or con traindication  con tain ing  the language th a t a cause and 
effect relationsh ip  betw een the  use of the product and certain  condi
tions has been neither estab lished nor disproved could be found to  be 
inadequate.

The next, and perhaps most important, issue was that of causation. 
D efendants a rgued  th a t there  w as no evidence th a t the  pills w ould 
no t have been prescribed if adequate w arn ings had been given. In 
ligh t of p resen t day know ledge and the  continued extensive use of 
oral con traceptives, it w ould seem th a t th is  argum en t m ight have 
considerable m erit. H ow ever, the C ourt held th a t it was not necessary 
to  consider th is particu lar po in t because th ere  w as adequate evidence 
to  indicate th a t the  tre a tin g  physicians w ould have discontinued the  
use of the drugs in tim e to avoid perm anen t in jury, if they  had been 
properly  w arned. F inally , the  C ourt said th a t there  was sufficient 
evidence of the cumulative nature of the injury to hold both defendants.

In  th is  area of the du ty  to  w arn, we have ano ther chap ter th is 
year in the saga of N ancy M oran. You m ay recall th a t Ms. M oran 
w as severely bu rned  w hen a young  friend of hers poured the  con ten ts 
of a bo ttle  of cologne on a b u rn in g  candle. T he purpose w as to create 
a scented candle. T he tria l court had entered a judgm en t n.o.v. for the 
defendant and the  in term ediate  appellate court affirmed on the theory 
that these two young girls had put the cologne to an unforeseeable use. 
The M aryland Court of Appeals reversed. (Moran v. Faberge. Inc.)

Foreseeability
Liability was imposed upon Faberge because of its failure to  w arn 

of th e  flam m ability of its product. T he issue in th is  case w as foresee
ability. T he C o u rt decried the  quagm ire in to  which th is issue had 
descended in connection w ith product liability  cases, and proceeded 
to suggest th a t th e  problem  w as sim ple and the  solution clear if 
s tan d ard  principles of negligence law  w ere applied. A fter review ing 
these principles, which are well know n to all, the  C ourt concluded 
th a t defend an t’s liability  w as clearly  app ropria te  in the  p resen t cir
cum stances. T he ho ld ing of th e  C ourt is sum m ed up in the  follow
ing tw o q u o ta tio n s :
“It is not necessary that the manufacturer foresee the exact manner in which 
accidents occur. Thus, in the context of this case, it was inot necessary for a 
cologne manufacturer to foresee that someone would be hurt when a friend 
poured its product near the flame of a lit candle; it was only necessary that it 
be foreseeable to the producer that its product, while in its normal environment,
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may be brought near a catalyst, likely to be found in that environment, which 
can untie the chattel’s inherent danger.
“It was only necessary that the evidence be sufficient to support the conclusion 
that Faberge knowing or deemed to know that its Tigress cologne was a 
potentially dangerous flammable product, could reasonably foresee that in the 
environment of its use, such as the home of the Grigsbys, this cologne might 
come close enough to  a flame to cause an explosion of sufficient intensity to 
burn property or injure bystanders, such as Nancy.’’

U n der th is  concept of foreseeability , it w ould appear th a t the  
only escape for a defendant w ould lie in som e application of th e  con
cept of con tribu to ry  negligence. U nforeseeable use as an in terven ing  
cause, or as a lim itation  on the  du ty  to  w arn, loses all m eaning. Clearly, 
th is  C ourt is suggesting  th a t foreseeability  should be determ ined by 
tak in g  a clear view  th ro ug h  the  o ther end of the  telescope. T w en ty - 
tw en ty  h ind sigh t is the  o rder of th e  day.

Duty to Warn
W hile we are on th e  sub ject of the du ty  to w arn, w hat w ould you 

expect to  find on the  label of a bo ttle  of cham pagne? George S huput 
com plained th a t he had not been w arned th a t  i t  w ould be unhealthy 
for him  to get h it in the  eye w ith a cork. A lthough  th e  D istric t Court 
directed a verd ic t for the bottler, the United States Court of A ppeals for 
the  T en th  C ircuit agreed w ith Mr. Shuput. N o ting  th a t cold cham
pagne may eject a stopper w ith 63 percent of the  m om entum  of a 22- 
caliber pistol firing a sho rt cartridge, the C ourt held th a t p lain tiff’s 
evidence w as sufficient to  allow a ju ry  to find th a t defendant’s cham
pagne created  an unreasonable danger of hazard to plaintiff and th a t 
defendant had failed to correct th is defect w ith a w arning. (Shuput 
v. Heublein, Inc.)

In spite of w h at we have seen in the Moran case, the concept of 
m isuse of the product still re ta in s som e viability. T hus, plain tiff failed 
to  m ake a case in  s tric t liability against the m anufacturer of a surgical 
pin w here the  evidence show ed th a t plain tiff had w alked on the frac
tu red  leg  contain ing  the pin, a fte r the cast was rem oved and co n tra ry  
to  his docto r’s instructions. T he pin was in tended to align and to  
stabilize the  fracture, b u t w as never in tended to  bear bodily w eight. 
(Stewart v. The Von Solbrig Hospital, Inc.)

W ith  the extension of liability  under m odern p rod uct liability  
concepts, it is not su rp rising  th a t we m ight see cases involving “prod
u c ts” which only a short tim e ago w ould not have been th ou gh t of in 
th is context. Take, for exam ple, the  case of Whitmer v. Schneble.1

'G C H  P roducts L iability R eporter 
7489 (111. App. Ct.).
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T he nam ed plain tiff was an in fan t who w as b itten  by a D oberm an 
P inscher dog- w hen she came to  adm ire the dog's puppies. W e are con
cerned w ith the  th ird  party  action of the dog’s ow ners against the 
kennel w hich sold the  dog to them . T he ow ner claimed, first of all, a 
breach of w arran ty  because, upon the purchase, they  had been assured 
by  the  seller th a t th is w as a “docile dobe.’’ T hey  also claim ed th a t 
th e  seller w as liable to  them  in  s tric t liability  because the  dog w as 
unreasonab ly  dangerous and the seller had failed to w arn them  of 
th e  dog’s dangerous propensities. T he C ourt disposed of the  warranty 
conten tion  on the  basis th a t there w as no indication of a breach, and 
certa in ly  no indication th a t the dog was o ther than  a “docile dobe” at 
th e  tim e of the  sale. W ith  respect to  s tric t liability , the C ourt sim ply 
felt th a t th ere  was no ob ligation to  w arn the  ow ner of the  propensities 
of th e  anim al un der these circum stances. T he C ourt concluded its dis
cussion of th is issue by  say ing :
“In short, all mankind, and this court as well, is aware that dogs bite and that 
bitches which have just whelped and are watching their pups will fulfill their 
natural maternal instinct and bite a stranger who approaches. I t is unfortunate 
of course that in this case the dog’s bite was worse than her bark.”

Elements of Proof
C onsidering th e  tendency am ong appellate  courts to  a lte r and 

liberalize long-estab lished theories of liability , it is not en tirely  su r
p ris ing  th a t a tria l court now and then m ay, on its own m otion, seek 
to  elim inate one o r m ore of the  elem ents of proof. F o r exam ple, in 
Brewington v. Coca-Cola Wometco Bottling Company, plaintiff’s proof 
show ed only th a t she purchased a bo ttle  of T ab from a local retailer, 
drank it and becam e ill. The tria l court solved p lain tiff’s problem  of 
proof w ith respect to the b o ttle r w ith th e  follow ing s ta te m e n t: “ I 
th ink  the C ourt could take som e know ledge of the fact th a t th e re ’s 
been one principal b o ttle r of Coca-Cola products in this area I th ink  
for the last 75 years and th a t the  odds are at least in favor of the fact 
th a t W om etco did bo ttle  th is p articu lar bo ttle  of T ab .” T h is was 
reversed on appeal. The A ppellate C ourt contended itself w ith the  
observation  th a t plain tiff m ust show  th a t the  reta iler purchased or 
acquired the bo ttle  in some fashion from the defendant. A bsent such 
proof, there  is no basis upon which a recovery can be sustained.

L ast year, we discussed very  briefly th e  case of Vincent v. Thomp
son, w herein the  tria l court in N assau  C ounty  approved the  application 
of the doctrine of collateral estoppel against a d rug  m anufacturer, 
based upon a finding of a defective product which had been m ade in 
a p rio r case in federal court involving a different plaintiff. T h is action
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has now  been reversed by the  A ppellate Division. W hile  it agreed 
th a t m utuality  is no t necessary, th e  C ourt held th a t collateral estoppel 
w as erroneously  applied in th is  case. In  o rder to  p reven t unfairness 
to  the  p a rty  involved in the prio r litigation , it is essential th a t p la in 
tiff estab lish  th a t  the  issue to  w hich estoppel is sough t to  be applied 
is identical in the  tw o cases and th a t it is decisive in both. In  the in
s tan t situation , it appears th a t the defect in the  product found in the 
prior case could not have been the cause of the injury to the plain tiff 
in the subsequent case. T herefore, the iden tity  of issue did no t exist. 
T he C ourt also held th a t it w as erro r to exclude evidence, new ly dis
covered by defendant, which tended to  prove th a t the  finding of defect 
in the  prio r case w as unsound.

Collateral Estoppel
W hile the C ourt did no t negate the possibility  th a t collateral 

estoppel might be available in product liability  cases, it did severely 
lim it the  scope of th a t application. T he only exam ple which cam e 
readily  to the  C o urt’s m ind w as a s ituation  w here several persons eat 
the  sam e food and all becom e ill thereafter.

T here rem ains to m ention tw o cases which should provide some 
food for thought. T he first of these is Anderson v. Sornberg, decided in 
the  Suprem e C ourt of N ew  Jersey . T his involved a situation  w here a 
surgical in strum en t broke in the course of a very  delicate operation  
and a piece of that instrum ent became lodged in plaintiff’s spinal cord. 
This required further surgery and resulted in serious and permanent injury. 
Plaintiff sued the surgeon for malpractice, the hospital for negligently fur
nishing a defective instrument, the medical supply distributor for breach of 
w arran ty , and the  m anufacturer for s tric t liability  in to rt. W hen all 
the evidence was in, the case was given to the ju ry  on special in te rro g a 
tories. T he ju ry , unable to  fix liability  on any of the defendants, 
re tu rned  a verdict of no cause of action against each of them . T he 
Suprem e C ourt of New Jersey  was understandab ly  d istressed th a t th e  
plaintiff, who suffered severe in ju ry  while he w as both innocent and 
unconscious, should go uncom pensated . In order to prevent such an 
un tow ard  result, the  C ourt developed w hat appears to  be an en tirely  
new theory. I t  said th a t, w here all parties who could have been re
sponsible for th is in ju ry  are before the  Court, and the  in ju ry  m ust 
have occurred as th e  resu lt of the  fault of one of them , the  ju ry  should 
be in struc ted  th a t plain tiff m ust recover. I t  will be th e  responsib ility  
of the  ju ry  to  determ ine against w hom  such recovery should be had. 
As the  vehicle for th is  recovery, the  C ourt altered  the  im pact of th e
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doctrine of res ipsa loquitur. Under circum stances such as these, the  
rule th a t the  application of res ipsa shifts to the defendant the  burden 
of going forward with the evidence is inadequate. T herefore, the C ourt 
adopted the rule th a t the  burden  of proof is shifted to  the defendants. 
It is not en tirely  clear, and fu rth er cases will be required  to spell ou t 
the  types of situations invo lv ing  m ultidefendan ts w here th is  new  rule 
will be applicable.

Violent Dissent
As one m igh t expect, there  w as a ra th er violent dissent. T he dis

sen ting  justices raised som e ra th e r in te restin g  philosophical questions. 
T hey  w ondered how th e  proposed instruction to the ju ry  would be 
squared w ith the ju ro rs ’ oath  to  render a verdict only according to  
the evidence. T h ey  w ondered further, if th is  posed a problem  to a  
ju ro r and he sough t the aid of the trial court, w h at additional in struc
tions m ight be given. The dissenters feared th a t, under th is  rule, there 
would be m any instances w here liability  w ould be visited upon wholly 
innocent persons. As indicated, these philosophical argum en ts w ere 
inadequate to  de ter the  m ajo rity  of the C ourt from adop ting  the  course 
w hich had been established.

T he second case is Hauler v. Zogarts.2 T h is case involved a train
ing device called the “Golfing G ism o.” T his device consists of tw'o 
m etal pegs which w ere inserted  in the ground, an elastic cord stretched 
over th e  tw o pegs, a cotton cord a ttached  to  the m iddle of the elastic, 
w ith a  regulation  golf ball a ttached  to the  end of the  cotton cord. The 
idea is to  s tre tch  ou t the cotton  cord to  its full length and then  hit 
the  ball. F rom  the position of th e  ball a fte r its re tu rn  to the  player, 
one can p resum ably  determ ine w hether his stroke produced a slice 
or a hook. If the p layer tops the  ball, it w on’t fly back and he m ust 
retrieve it him self. T he device cam e w ith instructions to  hit the ball 
w ith  full power, and the  shipp ing carton and the  in structions bore the 
legend in large letters “ C O M P L E T E L Y  S A F E  B A L L  W T L L  N O T  
H IT  P L A Y E R .”

Plaintiff, a  13 year old boy, who had recently  becom e in terested  
in golf, se t up  th e  device and proceeded to  practice. Apparently, he hit

2 CCH P roducts L iability R eporter 
If 7461 (Cal. S.'Ct.).
PRODUCT LIABILITY----1975 PAGE 1 8 1



un der the  ball and on his follow -through, the  club head becam e en
tang led  w ith th e  cotton cord, c rea tin g  som eth ing of a bolo effect and 
th e  ball s truck  plain tiff in the  head. H e sued the m anu fac tu rer on 
theories of m isrepresen tation , express and im plied w arran ties, and 
s tr ic t to rt liability . A t the  conclusion of the  tria l, the  ju ry  b rou gh t 
in a unanim ous verd ic t for the  defendant on all counts. T he tria l judge 
g ran ted  p lain tiff’s m otion for judgment n.o.v.

Breach of Express Warranty
On appeal, th e  Supreme Court of California affirmed the judgment 

for the  plaintiff. T he C o urt held th a t defendant w as liable as a m atte r 
of law on each cause of action. One justice concurred in the resu lt 
because he felt th a t the record estab lished a breach of express w ar
ra n ty  as a m atte r of law. H e found the  m ajo rity ’s discussion of th e  
o ther causes of action  unnecessary  and unpersuasive. T he ju ry  had 
heard  all of th e  evidence, and in view of th e  tria l co u rt’s action in 
u p se tting  the  verdict, we m ay properly  assum e th a t the instructions 
given to the  ju ry  w ere certain ly  not unfavorable to  plaintiff. Y et, th a t 
Los A ngeles ju ry , no t as a class generally  ranked as conservative, 
unanim ously  found for the defendant.

W h a t is significant in bo th  of the foregoing cases is th a t the  New 
Jersey  and California courts have m andated  recoveries for plaintiffs 
a fte r the  respective ju ries concluded otherw ise. T his raises serious 
questions as to w hether these  tw o courts, a t least, have doubts con
cerning th e  efficacy of th e  ju ry  system . One may very well agree that 
recoveries by th e  particu la r plaintiffs involved in these tw o cases is 
a high ly desirable result. H ow ever, in neither case did the cou rt so 
confine its language as to  be applicable solely to  the  peculiar facts 
involved. B oth cases p resen t a clear inv ita tion  to tria l courts to  re
move issues of liability  from  the  consideration of juries.

T he question w hich comes to m ind is w hether th e  developm ent 
of s tric t p roduct liability , w hich in theory  is no t bad, m ight no t be 
th rea ten in g  to  im bue our courts w ith an au ra  of absolutism . Ju ries  
have a w ay of m ellow ing harsh  doctrines, w h eth er th ey  be con tribu 
to ry  negligence o r s tr ic t liability . In  th e  case of con tribu to ry  negli
gence, the  courts trea ted  th e  actions of ju ries w ith  a  so rt of benign 
indulgence. In  the case of s tr ic t liability , they  m ay not.
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P R O D U C T  L IA B IL IT Y  CASES FO R 1975
T he list of cases for 1975, grouped according to classification, is 

as fo llow s: (A ll paragraph  num bers refer to  CCH P roducts L iability 
R eporter)

Foreign Substance and Contaminated Food Cases
Stark v. Chock Full O’Nuts, ft 7336 (N . Y. S. Ct., App. Div. 1st Dept.) 
Matthews v. Campbell Soup Company, ft 7339 (DC Tex., S. D .) 
Dawson v. Canteen Corp., ft 7406 (W . Va. S. C t.)
Stelly v. Gerber Products Company, ft 7431 (La. Ct. App.)
Huckleby v. Nor-Am Agricultural Products, Inc., ft 7524 (N . M. Ct. 

A pp.)
Foreign Substance Beverage Cases

Gigliotti v. Coca-Cola Bottling Company, ft 7347 (W is. S. Ct.) 
Brewington v. Cofa-Cola Wometco Bottling Company, ft 7537 (Tenn. 

Ct. App.)
Bursting Bottle Cases

Giant Food Inc. and Sheeskin v. Washington Coca-Cola Bottling Com
pany, Inc., ft 7389 (M d. Ct. App.)

Royal Crown Bottling Company v. Ward, ft 7414 (Tex. Ct. Civ. App.) 
Embs v. Pepsi-Cola Bottling Company of Lexington, Kentucky Inc., 

ft 7454 (Ky. Ct. App.)
Vega v. Royal Crown Bottling Company, ft 7513 (Tex. Ct. Civ. App.) 
Marko v. Stop & Shop, Inc., ft 7533 (Conn. S. Ct.)

Drug Cases
Gilbert v. Jones and Ortho Pharmaceutical Corp., ft 7350 (Tenn. Ct. 

A pp.)
McEwen v. Ortho Pharmaceutical Corp., ft 7358 (Ore. S. Ct.) 
Goodman v. Mead Johnson & Company, ft 7360 (D C  N. J.)
Whitley v. Cubberly and Parke, Davis & Company, 7380 (N . C. 

Ct. App.)
Allen v. Ortho Pharmaceutical Corp,, ft 7415 (D C Tex., S'. D.)
Thrift v. Tenneco Chemicals, Inc., ft 7432 (D C  Tex., N. D.)
Oresman v. G. D. Scarle & Company, ft 7473 (D C  R. I.)
G. D. Searle & Company v. Seaton, ft 7498 (Cal. Ct. App.)
Vaughn v. G. D. Searle & Company, ft 7512 (Ore. S. Ct.)
Roman v. A. B. Robins Company, Inc., ft 7519 (CA-5)
Salmon v. Parke, Davis & Company, ft 7539 (CA-4)
Vincent v. Thompson, N. Y. L. J. 1 /9 /76  (N . Y. S. Ct., App. Div.)
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Cosmetic Cases
Conlon v. G. Fox and Company, 7351 (Conn. S. Ct.)
Moran v. Faberge, Inc., ]f 7393 (M d. Ct. App.)

Device Cases
Stewart v. The Vo,n Solbrig Hospital, Inc., ff 7375 (111. App. Ct.) 
Ethicon, Inc. v. Parten, [f 7411 (Tex. Ct. Civ. A pp.)
Anderson v. Somberg, 7439 (N . J. Super. Ct., App. D iv.) ; ff 7508 

(N . J. S. Ct.)

Defective Container Cases
Shuput v. Heublein, Inc., 7403 (CA-10)
Green v. Safeway Stores, Inc., ff 7429 (Okla. S. Ct.)
Waller v. Coca-Cola Bottlers Association, 7447 (Tex. Ct. Civ. App.)

Economic Poisons Cases
Bigelow v. Agway, Inc., 7327 (CA-2)
Simchick v. I. M. Young & Co., (j 7383 (N . Y. S. Ct., App. Div.) 
Eleven v. Geigy Agricultural Chemicals, If 7420 (Minn. S'. Ct.)
Elanco Products Company v. Akin-Tunnell, jf 7430 (Tex. Ct. Civ. 

App.)
William Cooper & Nephews, Inc. v. Pevey, If 7504 (Miss. S. Ct.) 
Swenson v. Chevron Chemical Company, 7525 (S'. D. S. Ct.)

Blood Transfusion Cases
Fruge v. Blood Sendees, 7369 (CA-5)
Williamson v. Memorial Hospital, 7384 (Fla. DC App.)
Brody v. Overlook Hospital, 7390 (N . J. S. Ct.)
Jennings v. Roosevelt Hospital, 7395 (N . Y. S. Ct., Spec. Term )
St. Luke’s Hospital v. Schmaltz, ff 7441 (Colo. S. Ct.)
Sawyer v. Methodist Hospital of Memphis, 7491 (CA-6)

[The End]
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