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Th e  e d i t o r i a l  p o l i c y  of th is
J ournal  is to record the  progress of the 

law in the field of food, drugs and cosmetics, 
and to  provide a constructive discussion of it, 
according to the  h ighest professional s tan 
dards. The F ood D rug Cosm etic  L aw J ournal  
is the  only forum  for cu rren t discussion of 
such law  and it renders an im portan t public 
service, for it is an invaluable m eans (1) to 
create a be tte r know ledge and understand ing  
of food, d rug  and cosm etic law, (2) to  p ro
m ote its due operation and developm ent and 
th us (3) to  effectuate its g reat rem edial p u r
poses. In sh o rt: While this law receives normal 
legal, adm inistra tive  and judicial consideration, 
there remains a basic need for its appropriate 
study as a fundam ental law  of th e  la n d ; the 
J ournal  is designed to satisfy that need. T he 
editorial policy also is to allow  frank discussion 
of food-drug-cosmetic issues. The views stated 
are those of the con tribu to rs and not neces
sarily those of the publishers. On this basis con
tributions and comments are invited.
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REPORTS
TO THE READER

Food Update ’77. The papers in this 
issue were delivered at the Food and 
Drug Law Institute sponsored Food 
Update ’77, held in Palm Beach, Florida 
on April 24—28, 1977.

The clash between the food industry 
and consumers is the focal point of 
an article by Jerry L. Moore, Ph.D., 
“Corporate Responsibility for Con
sumer Nutrition Education.” He claims 
that the food industry is content to 
manipulate people to do what it be
lieves is right when it should be striv
ing to educate them to the point where 
they may make their own choices. 
He addresses himself to the problem 
of nutrition labeling and the need for 
educated consumers, and challenges 
the food industry to find pathways to 
achievement of the. educational goal. 
Dr. Moore is Associate Director of 
Scientific Services for the Pillsbury 
Company. The article begins on page 433.

The “Rule of Reason” in relation to 
restraint of trade is one of the main 
topics of Joel E. Hoffman's article, 
“Joint Industry Research and Other 
Cooperative Program s: Antitrust Haz
ards and Lawful Opportunities.” In 
the article, which begins on page 444, 
the author discusses his belief that 
industry products should be of the 
highest standards, but antitrust laws 
create a competitive gap in informa
tion-sharing which leaves the goal un
attained. Mr. Hoffman is a partner in 
the law firm of Wald, H arkrader & 
Ross.

Good Manufacturing Practices and 
Good Laboratory Practices are the 
subject of Richard S. Morey’s paper, 
“GM Ps and GLPs—W here Are We 
Going?” The authority of the Food 
and Drug Administration in the area 
of GMPs has been continually ques
tioned he says, with the only link being 
the manufacturing of food under insani
tary conditions. Mr. Morey, who is a 
member of the law firm of Kleinfeld, 
Kaplan and Becker, speculates on the 
problems that could arise concerning 
FDA authority and GLPs. He dis
cusses the far-reaching effects of an 
FDA claim of bad laboratory practice 
on past, current and future research 
and developments of that laboratory. 
The article begins on page 459.

Increased technology and economic 
necessity have combined to produce 
an explosion of substitute food products 
says Stephen H. McNamara in his article 
“Nutrition Regulation by the FDA in 
the Brave New W orld of Fabricated 
Foods.” Mr. McNamara, who is As
sociate Chief Counsel for Food at the 
Food and Drug Administration, ex
presses the concern of the FD A ’s 
Bureau df Foods, that the nutritional 
value of American foods does not de
teriorate. He discusses FDA regula
tions to insure nutritional quality, but 
concludes that they are not adequate 
to protect the food supply in the fu
ture. The article begins on page 469.
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IN MEMORIAM. We record with sadness the death of Michael F. Mark el 
on September 11 at age 80, following a heart attack while vacationing in Ger
many. Mr. Markel, one of the first food and drug law specialists, earned an 
international reputation as a legal adviser in this field. A member of the Edi
torial Advisory Board of this Journal, he contributed an important article on 
Federal Food Standards to the first issue, March 1946, and additional articles 
over the years. After serving as Senior Attorney in the U. S. Department of 
Agriculture’s Food and Drug Division, predecessor of the present Food and 
Drug Administration, he established a Washington, D. C. law firm, now 
Markel, Hill & Byerley. Mr. Markel was Industry Adviser to the Food and 
Agricultural Organization of the United Nations World Health Organization, 
in which capacity he helped in the development of uniform world food stan
dards. He was long active in the Lutheran Church and worked for the cause of 
war refugee immigration. Mr. Markel received his bachelor’s degree from 
Capital University in Ohio, and his law degree from Ohio State University 
School of Lawr. He received the honorary degree of Doctor of Laws in 1963 
from Wagner College, New York. Expressions of sympathy may take the 
form of contributions to the Lutheran World Relief, 360 Park Avenue So., 
N. Y. 10010.
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Dr. Moore Is Associate Director of Scientific Services for The 
Pillsbury Company.

R E C E N T  A R T IC L E  in Nutrition Reviews referred to  1976 as the
year of "The Renaissance of Nutrition, a reb irth  of v igorous in te l

lectual ac tiv ity  in the science of nu trition  and its application in medicine 
and  the health  sciences." P ara lle ling  the  grow th  of “ in tellectual ac
tiv ity "  in nu trition  is an in tensify ing  public concern w ith health  and 
physical well-being, and as a consequence, a g row ing  public in terest 
in the  role nu trition  plays in health prom otion and disease prevention.

I t seems very likely that among a significant segment of our popula
tion, a m ajor new plateau in public in te rest in nu trition  has been 
reached. In tense  in te rest in cosm etics and products th a t m ig h t enhance 
physical appearance is g radually  g iv ing w ay to in terest in d ie tary  
factors and practices th a t enhance health , fitness and preven tion  of 
disease. Physical self-enhancem ent, as Y ankelovich calls it, is assum 
ing m ore im portance than  sim ple personal appearance. I t  is no t clear 
w hether the increased public concern w ith  health  and nu trition  is th e  
resu lt of m ore self-centeredness or the resu lt of shaken confidence in 
the ab ility  of industry , governm ent and established in stitu tion s to 
assure safe and health fu l diets.

Y ou are aw are of these trends, as the  pervasiveness of nu trition  
in discussions a t  th is conference have clearly  revealed. Besides th a t, 
m ost food com panies are responding  to  th is increased public aw are
ness of health  and nu trition  in a varie ty  of w a y s : w ith  p rod ucts  for 
special health  concerns, nu trition  labeling, a wide a rray  of in fo rm a
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tional m aterials for consum ers as well as health  and education p ro 
fessionals. Indeed, the  am ount of in du stry  activ ity  in these areas has 
taken  on m ajor proportions, a fact I ra th e r quickly discovered in p re 
parin g  th is  p resen tation . I w rote to  about 25 com panies and associa
tions, requesting  exam ples of in form ational and educational materials 
and descrip tions of speeches, cu rren t policies and program s re la ting  
to  nu trition . R esponse to m y request netted  a huge stack of printed 
m aterials, frequently  accom panied by notes about o ther m aterials that, 
“can’t  be talked  abou t yet— will be ou t soon.” T hese prin ted  materials 
are, of course, b u t a tip of the iceberg of to ta l indu stry  ac tiv ity  in re 
sponse to  nu trition  concerns. W itn ess the w idespread adoption of 
nu trition  labeling ; the  inclusion of nu trition  claim s or inform ation 
in advertising  of som e food categories and the  range of experim ental 
approaches to public nutrition program s. Some exam ples are : Kellogg's 
“Stick U p F o r B reak fast” school education p ro g ram ; M cD onald’s N u
trition  L abeling  and D iabetic E xchange L is tin g  activities, as well as 
classroom  education  un its ; G eneral F ood’s p rin t-ad  cam paign on n u tr i
tion and food additive usage ; B est F ood’s p rin t-ad  education materials ; 
G eneral Mills’ “Contemporary N utrition” Newsletter with special editions 
for leg isla tors and m edia professionals, and planned nu trition  seminars 
for legislators, media professionals and health professionals; Foremost 
M cK esson’s “ T he P rofessional N u tritio n is t” m agazine; S w ift’s “ Food 
F o r L ife” exhib it a t the Chicago M useum  of Science and In d u s try  ; 
N ational D airy  Council’s N u tritio n  E ducation  M aterials, still con
sidered the  s tan dard  of excellence for com prehensive nu trition  in s tru c
tion ; a sym posium  on n u tritio n  education a t  the upcom ing In s titu te  
of Food T echnologists convention ; F lo rida C itrus Com m ission’s spon
sorship of regional nu trition  education conferences ; nu trition  ad cam 
paigns by  T he P o ta to  Board and o ther com m odity m arketing  asso
ciations ; K ra f t’s longstand ing  support to H om e Econom ics Education 
P ro g ram s . . . the  list could go on and on. All of the foregoing illus
tra te  the  varie ty , b u t not the  full m agn itude and quality  of in d u stry ’s 
response to increased in te rest in nu trition  am ong consum ers, educators 
and health  professionals. Reaction to pressure from industry critics may 
also be som ew hat responsible—b u t for now, let us ignore the speech 
title, “C orporate R esponsibility  for C onsum er N u trition  E ducation ,” 
and assum e th a t  m otives m ake no difference. W h e th e r the m otive is 
one of social obligation, one of a sense of panic over consumer aliena
tion o r one of conviction th a t  consum er in form ation is good business, 
pragm atically , the im p ortan t th in g  is th a t there  are in du stry  materials 
and p rogram s th a t speak effectively to  consum er needs and concerns.
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What Industry Is Doing
“W h at is industry  doing now ?’’ Conclusion No. 1 succinctly 

s ta ted  is th a t collectively— but not cooperatively— we are prov id ing a 
w ide varie ty  of m aterials, p rogram s and services th a t con tribu te  to 
consum er education. T he nex t question is, “H ow  can we im prove 
th e  im pact and effectiveness of the m ateria ls we produce and im prove 
ou r efficiency in producing  th em ?” I w an t to form ulate th ree or four 
answ ers to  th a t question.

Even cursory examination of industry-provided consum er materials, 
including those sen t in response to m y request, leads to conclusion 
No. 2— we generally  fail to estab lish a single, clear objective for each 
prin ted  piece, cam paign or program . Ideally , every consum er program  
or m aterial should fit one of th ree  ca teg o rie s : I t should prom ote, in
form  or educate. P rom otional m ateria ls openly advocate purchase or 
use of a particu la r p roduct o r brand. O bviously, these will have least 
credibility  and least u tility  in any educational program , b u t th a t is 
not, or should not, be th e ir  purpose. T he second category—materials 
th a t inform — should consist of objective, descrip tive inform ation about 
specific p roducts, including product brands. T hese m aterials should 
be com patible w ith curren t scientific know ledge and educational con
ten t, bo th  in language and form at, and be devoid of overt health  
claims or promotional rhetoric. Finally, “educational” materials— should 
contain instructive information supportable by current scientific knowledge 
and should avoid p resen ta tion  of only one side of controversial sub
jects. I t  should avoid prom otional reference to particu lar com panies, 
b rands or products and preferab ly  be presented  in a contex t and form at 
th a t have been tested  for effectiveness w ith the ta rg e t audience.

Econom ic realities, th a t is, the need to econom ize on service 
m ateria ls and functions, and the need to  receive credit for m aterials 
produced, inevitably  increase the tem p tation  to develop m aterials and 
program s th a t are m ultipurpose— th a t try  to  m eet all the  objectives 
listed. T he resu lt of m ixed-purpose m aterials, however, frequently  is 
reduced accep tab ility  in public in struc tion  program s and increased 
vu lnerab ility  to  charges th a t th e  m ateria ls are biased, sub jective and 
self-serving. Thus, the ultimate objectives for such materials, to strengthen 
consum er relations and enhance corporate im age, are also less likely 
to be achieved. Indeed, the effect can be a negative turn-off, a further 
alienation  of consum ers.

Tust as there  is a s tro n g  tendency to  produce program s and m ate
rials w ith  m ultip le objectives, there  is also the  tendency  to  develop
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m aterials th a t are not directed to definable audiences. This brings one 
to  m y th ird  conclusion— curren t m ateria ls and  program s tend  n o t to  be 
directed to defined consum er segm ents. In  o th e r w ords, we try  to  be 
all th ings to  all people. Ignore, for the m om ent, the differing in fo rm a
tional needs of such special groups as hom e econom ics teachers versus 
low -incom e consum ers versus consum ers on special diets versus health 
professionals. M ake it easier for yourself, im agine instead try in g  to 
create a pam phlet or brochure for: (a) the 30-40 year old homemaker 
w ith  fam ily a t hom e and restric ted  incom e whose basic a ttitu d e  is, 
“ D on 't burden me with a lot of detail, just tell me what I should and 
shouldn’t eat or give to m y fam ily” ; (b) the under-30, affluent, well- 
educated  and em ployed person whose fundam ental a ttitu d e  is, “Don’t 
try  to  run m y life! Ju s t give me the facts, and I ’ll m ake m y own 
decisions” ; and (c) the  over-40, m iddle-incom e person saying, “ D o n’t  
bo ther me a t all, I know  w hat I like and I have no in ten tion  of chang
ing now .” I t  is im possible to effectively m eet the  inform ation needs 
of all these segm ents of m ain stream  consum er audiences w ith a single 
approach. Yet, th a t is exactly  w h at m ost of our consum er m aterials 
a ttem p t to do.

W h at segm ent of consum ers, studen ts, teachers or health  profes
sionals m ost need and w an t the m aterial w e’ve planned or developed, 
and who w ould be best served by it?  If we cannot answ er the question 
readily, the m aterials or program  could and probably  should be ex
am ined for revision and im provem ent.

Conclusion No. 4 is a deductive im pression th a t plans for con
sum er m ateria ls seldom  include enough m oney to perm it proper d is
trib u tion  to  ta rg e t audiences. T his is ano ther budget-sav ing  m istake— 
it is easier to  ju s tify  the funds for producing  num erous m aterials than 
to  ju s tify  funds to develop, then  properly  prom ote and d istribu te  a 
few high qu ality  m aterials to appropria te  audiences. T he resu lt too 
often is m aterials sto red  unused in a w arehouse, while po ten tially- 
in terested  consum ers do not know  to ask for them  or, on the other 
hand, w holesale d istribu tion  of m aterials to  inappropriate  audiences, 
assu rin g  only “th ro w -aw ay” usage.

Lack of Strategy
Conclusion No. 5, and th is encompasses the first four, is th a t m ost 

of our com panies are developing th e ir  consum er service m aterials 
w ith  little  or no in ten tional, exp licit s tra tegy . M ost of the respondents 
to  m y little  survey acknow ledged th a t th e ir  com panies did no t have 
form al policies or stra teg ies regard ing  th e  developm ent and d is trib u 
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tion of consum er m aterials. I t is, perhaps, th is relative absence of 
in ternal guidelines and  explicit objectives th a t keeps us collectively 
reacting to issues and crises, rather than responding effectively to emerg
ing consum er in terests  and concerns before they becom e full blow n 
conflicts. M aterial th a t has to  be presen ted  in a defensive tone is 
inevitably perceived by any an tago n ist to  be action to  p ro tec t the 
com pany’s in terest, no t a genuine response to  a concern of th e  com 
pan y’s custom ers. T he  corollary  to  th is s ta tem en t is th a t a defensive 
s tan d  m ay win approval of cu rren t allies, b u t defensive reactions 
seldom  w in new allies.

So far, I have spen t m y tim e ta lk in g  about possible w ays of im 
prov ing  com pany-produced consum er m aterials. T he first and m ost 
notable conclusion, the one listed  at the  ou tset, is th a t  m any individual 
com panies and associations are spending  substan tia l am ounts of tim e 
and resources on consum er in form ation and education services as a 
w ay to build b e tte r consum er relationships. In spite of som e b righ t 
spots in consum er response to  in du stry  produced m aterials, consum er 
confidence in the food in du stry  app aren tly  is still declining, or a t best 
has p lateaued at a frigh ten ing ly  low level, principally  because, and 
th is is conclusion No. 6, there  are no substan tive , industry-w ide, co
operative efforts to define and respond effectively to consumer in terests  
and concerns. In the cu rren t absence of overall leadership and strategic 
direction w ith in the in du stry  regard in g  consum er in form ation and 
education  m aterials, individual corporate responses are duplicative, 
yet still leave m ajor gaps. W ith o u t effective early detection  of con
sum er dissatisfactions, individual corporate responses tend  to  be u n 
timely, tend to be reactive to criticism rather than responsive to genuine 
issues and concerns before th ey  becom e allegations and indictm ents. 
C onsequently , they  tend  to be defensive ra th e r than  positive. A re 
cent Grocer}? M anufactu rers of Am erica, Inc. (G M A ) publication 
epitom izes how  far we have allow ed th e  situation  to s l ip ; instead of 
being in a standard “question-and-answer” format, this one is an “alle- 
gation-and-fact summary” format. W e can hardly become more defensive 
than  we now are.

Now, I w an t to depart briefly from  m y prepared m anuscrip t to 
address at least tw o sub ject areas raised by previous speakers.

F irs t, I w ant to respond to the plea Mr. Clausi, (V ice P residen t 
and D irector, T echnical R esearch, G eneral Foods C orporation) made 
on the  first day of th is conference for a definition of the “core” problem 
facing the  food industry . I t  seem s to  me th a t the  symptom of our core
N U T R IT IO N  EDUCATION PAGE 4 3 7



problem  is the disaffection of consum ers for industry , (as well as 
o ther estab lished  in stitu tion s) and the  resu ltan t in terven tion  in in 
dustry-consum er in teractions by governm ent regu la to rs and by advo
cators of various in terests  and po in ts of view. I believe our core 
problem  is the  adversary  and polarized relationsh ips th a t now  seem 
to characterize m ost of our dealings w ith  consum ers and w ith  persons 
and organ izations th a t claim to represen t th e  consum er’s in terest. I 
postu la te  th a t the  basis or orig in of ou r core problem  lies, a t least in 
part, in the blind acceptance of the old, absolute and unqualified marketing 
dictum , “the exclusive objective of business is to  m ake a profit.” L est 
I be accused of sedition or treason, I hasten  to  add th a t the  dictum  
is no t false— clearly no business exists to not make a profit—b u t I 
believe it is incom plete. A m ore com plete dictum  or prem ise w ould 
be, “th e  ob jective  of business is to m ake a profit by prov id ing  leg iti
m ate products and services.” T his qualification is com patible w ith 
m ark etin g  practice, as evidenced by  Mr. R o thch ild ’s (D irecto r, N ew  
M arketing , N ew  P roducts, H u n t-W esso n ) conten tion  th a t successful 
m ark etin g  requires p roducts th a t (a) m eet a genuine need, (b) ex 
h ib it uniqueness, and (c) are tim ely com m ercialized. T he unqualified 
version of the  m ark etin g  dictum , w ith its exclusive focus on the cor
po ra te  objective (profit) w ith ou t m ention of the consum er objective 
(p ro du c ts/se rv ice ) is at least partia lly  responsible, I believe, for the 
“us and th em ” syndrom e which is at th e  base of consum er-industry  
alienation. It fosters the idea that “our” objective is p a ram o u n t; “theirs” 
is un w o rthy  of m ention. I t  m ay suggest th a t any th ing  th a t gets in 
th e  w ay of achievem ent of “o u r” ob jective  is the enem y. In  such an 
environm ent, the consum er m ay be accorded little  respect o r d ign ity  
and becom es som eone to  be ou tw itted . G overnm ent regu la to rs as they 
a ttem p t to  in tervene becom e agencies to  be evaded or th w a r te d ; ad
vocates as they attempt to  in tervene becom e persons to be discredited; 
scien tists  and academ icians w hen they  a ttem p t to  influence becom e 
persons to be ignored as being ou t of touch.

Us and Them Syndrome
T he chaotic m ess in which we find ourselves as a resu lt of the  “us 

and th em ” syndrom e is explained vividly by  tw o phrases th a t Jack 
A llen (P rofessor of Econom ics, M ichigan S ta te  U n iversity ) recently  
used in personal discussion of th is sub ject w ith  me. H e  described 
the  “ghetto  m en ta lity” of the g iver/p rov ider, in which a com pany 
seeks to  p ro tec t w hat it has, and give no m ore th an  it abso lu te ly  has
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to , m atched by a “m enta lity  of en titlem en t” in w hich the consum er/ 
recipient demands the maximum, and the maximum continues to escalate.

If we have any  hope of s tem m ing  cu rren t trend s tow ard  excessive 
regulation , to w ard  d isruptive in terven tion  in the affairs of the  food 
in du stry  and its  consum er, I believe it will be via vo lun tary  actions 
th a t m ake the regula tions and in terven tions to ta lly  unnecessary. I t  
seem s to  me th a t industry-w ide in ternalization  of the  m ore com pre
hensive m ark etin g  dictum , “ the purpose of business is to m ake a profit 
by p rov id ing  leg itim ate  products and services,” could go a long w ay 
toward creating the needed new conciliatory environment that dignifies 
all of our objectives ra th er than exaltin g  “o u rs” over “ th e irs .”

T he second topic, d ivergent from  the prepared  m anuscrip t, th a t 
I w an t to address relates to  th a t perennial question, “Is th ere  any 
evidence th a t nu trition ally  inform ed and educated persons ac tually  eat 
b e tte r or are m ore h ea lth y ?” T he question, w hether asked by educa
tors, d ietitians, nu trition ists  or food scientists, seem s alw ays to p re 
sum e th a t we have a responsib ility  for m odifying the behavior of 
people tow ard ea ting  p a tte rn s  th a t we judge to  be righ t. W ith  all 
o ther sciences, we are conten t to expose stu den ts/co nsum ers to  know l
edge th a t they  m ay choose to apply to  th e ir own behavior and life 
style as they  judge appropriate . W ith  the science of nu trition , we 
presum e, apparen tly , to  tell people how  to  apply the science (via “ food 
education” ) before or even without ever teaching them nutrition funda
m entals. If we really  concentrated  on nu trition  education , persons 
w ould be enabled  to m ake continuing, in ten tional, inform ed decisions 
for them selves, even in the  face of changing  food supplies, cu ltu ra l, 
social, econom ic environm ents, etc. As it is, we seem obsessed w ith 
changing  (if no t m anipula ting) behavior of people, and we exh ib it 
inadequate concern for enab ling  people to  m odify th e ir  p ractices as 
they  choose.

Dr. Call (D irecto r, C ooperative E xtension  Service, Cornell U n i
v ersity ) said in th e  opening address th a t w h at we need are “inform ed 
consum ers m aking decisions in the  m arket place.” B uild ing on his 
concept, it seem s to  me th a t w h at is really  needed are  “educated con
sum ers (capable of) m aking in ten tional, inform ed decisions in the  
m ark et place.” Consum ers as well as suppliers of consum er products 
and services w ould benefit greatly .

A nother perennial question is, “ Is nu trition  labeling  really  being 
used by consum ers?” T he im plication seem ing to  be th a t if it is not 
being w idely used, it ou gh t to be rem oved from  product labels. I
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believe th a t nu trition  in form ation is descrip tive p rod uc t information 
th a t is po ten tia lly  re levan t to purchase decisions. As such, th e  con
sum er is en titled  to  th a t inform ation, if he or she chooses to use it, 
regardless of w hether th e  in form ation is used 5 percen t o r 95 percent 
of the tim e by 5 percent or 95 percent of the consum ers. L ow  fre
quency of use is as invalid a criterion for rem oving nu trition  labeling  
as for rem oving ingred ien t listings, net w eigh t sta tem en ts  or p repa
ration  instructions.

T he po in t of th e  rem arks m ade in th is digression is th a t con
sum er alienation (and resu ltan t in terven tion  by groups seeking to 
rep resen t consum er in te rests) is the fundam ental issue we face as an 
industry . M y assessm ent sounds aw fully pessim istic, I know , bu t 
o thers far m ore as tu te  in consum er affairs th an  I share these views. 
L et me especially  note an article  entitled, “ P ro tec t Y our Public Image 
W ith  P erfo rm ance” by Joseph N olan, form erly  Senior Vice President 
for Chase M an ha ttan  Bank, N ew  York, now P rofessor in Journalism  
and P ublic  Affairs a t the LTniversity of South C arolina.1

Let me cite two quotations: “But when the public advocacy groups 
and political reform ers s ta r t  c lam oring for business to change some 
of its practices, it appears, sadly, m any com panies have yet to  learn 
th a t  som eth ing  m ight need changing, and th a t the changes required 
need to  be substan tive , no t m erely cosm etic or the old way, be tte r 
com m unicated . . . “T hree reasons businesses continue to fail (in 
public re la tions) : One, th ey  fail to  learn from  o th e rs’ m is ta k e s ; two, 
they  ignore signs of im pending change in public op in ion ; and three, 
they neglect to  m atch their perform ance w ith public expecta tions.” 
Mr. Nolan notes that companies do not display these  vu lnerab ilities in 
th e  areas of the products they  sell, b u t ra th e r in the service and support 
areas of th e ir  businesses. H is rem arks po in t the w ay to  som e optimism 
for solution of the issues we face. T he m ajor thesis of the  balance of 
th is p resen ta tion  is th a t industry-w ide responsiveness could assure 
that nutrition information and education services take their place along 
side recipe and p rod uc t inform ation services as key com ponents in 
positive industry relationships with its customers, thus helping restore 
consum er tru s t and confidence. Or, by continued neglect, superficial 
trea tm en t and defensiveness, indu stry  can assure th a t nu trition  grows 
as an industry -w ide liability. I t is no longer a m a tte r of corporate 
(com pany) responsibility , it is becom ing a m a tte r  of corporate ( in 
du stry ) necessity. I believe there  is a need for radical and substantive,

1 Harvard Business Review  (March- 
April 1975), pp. 135-142.
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industry-w ide efforts to build nu trition  education in to the  foundation 
of our consum er affairs program s.

Interaction with Consumers
Conclusion No. 8 is that any industry-wide effort focused on nutrition 

and nu trition  education  m ust involve in teraction  w ith  co n su m ers; not 
just one-way communication of nutrition science information that we think 
they  should know.

The A ssociation of H om e A ppliance M anufactu rers (A H A M ), as 
described by its P residen t, G uenther B aum gart,2 p resen ts one model 
for the k ind of industry-w ide approach th a t I am advocating . In  addi
tion to hav ing  a Consum er A dvisory Panel, A H A M  has a bureau to  
accept consum er com plain ts and to  recom m end corporate action  on 
com plaints, regard in g  p rod uc t perform ance, p rod uct repair o r  p rod uct 
advertising. A H A M  also generates and reports  consum er research 
data to all m em ber com panies. T his organ ization  provides a consum er 
w ith one place to  articu la te  a series of concerns or com plain ts abou t 
the industry , som eth ing he or she is unlikely to  do if it m eans writing 
several com panies. T hrough  such an organization , m em ber companies 
can g e t m axim um  consum er in form ation about areas of consum er ser
vice, areas th a t  norm ally  do no t g e t significant m arket research atten
tion in an individual com pany. M oreover, such an organization  could 
help individual com panies becom e and rem ain m ore aw are of consumer 
concerns on nutrition than would be possible via smaller scale consumer 
research efforts conducted by  any b u t the few g ian t com panies in 
the  industry .

Joel R anum , V ice P residen t, C orporate and Public A ffairs, W hirl
pool C orporation, has said, “T he first ten e t of our social responsibility 
is in su ring  th a t  our products and services give fair value and live up 
to  th e ir  exp ecta tion s.”3 In  the curren t env ironm ent of little  consum er 
know ledge in nu trition , consum er expectations are volatile and readily 
influenced by every th ing  from  the evening new s to  m agazines and 
unqualified au thors. T he in du stry  needs b e tte r  and m ore efficient ways 
to  m onitor changes in consum er a ttitu d es  on nu trition , b e tte r m eans 
of s tay ing  up-to-date w ith  consum er expectations.

A dditionally, effective nu trition  education program s could enable 
consum ers to  becom e m ore sophisticated  v ia “nu trition  education ,” 
more capable of selecting and using all foods in a nutritionally sound way.

3 C a lifo r n ia  M a n a g e m e n t  R e v ie w  3 Ibid.(Spring 1974), Vol. XVI, pp. 52-57.
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T his could m ake them  less dependent on “food edu cation” and less 
obsessed w ith  categorizing  all foods as e ither good o r bad. Such a 
s ituation  could help “stab ilize” consum er a ttitu d es  and expectations 
on nu trition  and m ake it easier for in du stry  to  respond m eaningfully.

I reiterate that what is called for is not a consumer propogandizing 
cam paign to  “g e t them  to see th in g s  our w ay.” G uenther B aum gart 
says, “W e use the  tools of the  publicity  trades copiously, b u t do not 
depend on them  to  su b s titu te  for sound principles a t th e  foundation .”4 
N u tritio n  education  could becom e an im p o rtan t pa rt of the foundation 
for the food in d u s try ’s consum er affairs program s, and I believe th a t 
w ould be to the advantage of bo th  the consum er and the food industry.

What Kind of Approach?
A ssum ing th a t  there  is ag reem ent on th e  need for a m ore coordi

nated , cooperative industry approach to consumer education, what will be 
the vehicle, GMA., w ith  its ex istin g  consum er affairs com m ittee? If 
so, new  resource com m itm ents and w illingness of m em ber com panies 
to relinquish some of the parochial interests in designing and distributing 
consumer materials, and visionary new leadership m ust be developed. 
O r, could the  N u trition  Foundation  serve as the  focus for th e  needed 
p rog ram s? Clearly, an expansion of charter, new prio rities and new 
resourcing  w ould be necessary. One advantage held by  the N u trition  
Foundation  is its  nam e— and th e  fact th a t nu trition  is the th read , p e r
haps the  only th read , th a t is com m on to all the diverse com ponents of 
the  food industry . A nother advantage is th a t the  N u trition  F ounda
tion ’s cu rren t im age w ith  consum ers and consum er represen ta tives is 
m ore conducive to  achieving consum er credibility  objectives than  are 
ex istin g  trade associations. O r, perhaps th e  best vehicle is a new orga
nization altogether, such as w as proposed by  Paul H opper, Louise 
L ig h t and o thers at the  San F rancisco N u trition  M arketing  Conference 
a year ago. T h is is still an active proposal, incidentally , th a t currently 
involves the staff of Redbook M agazine and T he Society F o r N u tri
tion Education.

W hatever the vehicle, it will be a very difficult challenge to convince 
individual companies—and cumulatively, the entire industry—that scien
tifically sound consum er education  m aterials and socially responsible 
improvements in consumer affairs program s should receive higher priority 
in the normal conduct of business. *

* California Management Review (Spring 1974), Vol. XVI, pp. 52-57.
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H ow  abou t it?  Y ou are an influential sam ple of the United States 
food industry management. Can you find any validity in the hypothesis 
th a t  I have offered, th a t is “T h a t consum er nu trition  education could 
becom e a keystone to  im proved food in du stry  consum er affairs, a  route 
to more rational consideration of both consumer and industry objectives 
and that it should receive industry-wide cooperative attention and develop
m en t?” If  you agree a t all, I challenge you to  discuss pros and cons of 
the  hypothesis, d iscuss m eans of confirm ing o r re jec ting  the  feasibility 
of th e  proposal and discuss possible w ays of im plem enting the  goal if 
it proves to be feasible. I hope you will be w illing  to accept the chal
lenge; your response could make a  big difference in the fu tu re  of the 
food in d u stry  and  its  ab ility  to  estab lish  a new  alliance w ith consumers 
to w ork to w ard  m utually  beneficial goals.

I acknow ledge th e  capable assistance of C atherine H an ley  (C on
sum er R elations Specialist, T he P illsbu ry  Com pany) in p lann ing  and 
p reparing  th is m anuscrip t. I express m y th ank s to  her, to  the  con
sum er affairs d irectors who reponded to  m y request for in form ation 
and  to  num erous o th e r professional colleagues whose ideas probably  
were expressed herein w ithou t proper credit. [T h e  E n d ]

USE OF UNTREATED CONTROL ANIMALS 
IN TESTING PROPOSED

In order to maintain conformance between animal drug testing and human drug testing, the use of untreated control animals would be permitted in safety and efficacy tests for animal drugs under a recent Food and Drug Administration proposal. Use of untreated control animals would be limited to instances when placebo effects are negligible and results are objectively measurable, as is the case under the human drug requirements. Until May of 1970 the two sets of procedures—for veterinary and human drugs—had been kept parallel, but an amendment to the human drug testing requirements was not made concurrently for animal drugs. The proposed amendment would do so, and would also make editorial revisions to further conformance. Untreated controls would be added to the three controls now permitted: placebo control, active treatment control and historical control.
CCH F ood D rug Cosmetic Law Reporter, f  45,503

N U T R IT IO N  EDUCATION PAGE 443



Joint Industry Research 
and Other Cooperative Programs: 

Antitrust Ha2ards 
and Lawful Opportunities

By JOEL E. HOFFMAN

Mr. Hoffman Is a Partner in the Law Firm of Wald, Harkrader & Ross.

T H E  F O O D  IN D U S T R Y  carries enorm ous public responsibilities.
By definition, it is concerned w ith the health  and  safe ty  of the 

consum ing public. No one would quarrel w ith the  proposition th a t 
the in du stry  should constan tly  be encouraged to  m anufacture  the 
m ost nu tritious, palatab le and econom ical products possible, accord
ing to the h ighest standards. Y et food m anufacturers are private  
firms, com peting in an econom ic m arketplace and sub ject to  an ti
tru s t law s designed to  p ro tect individual en trep ren eu ria l freedom  
and the  in teg rity  of the com petitive process. T he tension betw een 
these tw o principles is m anifested in a varie ty  of practical settings, 
tw o of which I should like to discuss today.

F irst, it is com m on in com plex, h igh-technology industries such 
as food th a t firms frequently  m ake technological advances on their 
ow n or develop com m ercial in form ation th a t m ight be useful when 
shared  w ith  o thers for th e  general good. Indeed, in form ation sharing  
m ay som etim es be com pelled, e ither by express s ta tu to ry  com m and 
or under the rubric  of an titru s t. Second, o ther im p ortan t research 
and developm ent program s are too burdensom e for single firms to  
undertake alone, and their benefits can be realized only th ro ug h  jo in t 
effort. T hese activities involve jo in t action am ong com petitors. T hey 
raise serious a n titru s t issues. Y et they  also can be perm issible under 
the an titru s t laws. N one are, or need be, per se v iolations of those laws.
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T he R ule of R eason
T he key to  th is is found in a single basic analytic  principle th a t 

even the m ost sophisticated  a n titru s t counselor does well to  keep 
before him. Section 1 of the Sherm an A ct (15 U. S. C. Sec. 1) 
sta tes  w ith deceptive sim plicity  th a t “every  con tract, com bination 
* * * or conspiracy in re stra in t of tra d e ” is unlaw ful. Y et as Justice  
Brandeis early  held, “ [e]v ery  agreem ent concerning trade, every  
regulation  of trade, restrains. T o bind, to restrain , is of th e ir very  
essence.”1 So the  Sherm an A ct has been in terp reted  by the  courts 
to proscribe only jo in t ac tiv ity  in unreasonable re stra in t of trad e—th e  
“Rule of R eason.”

I t is true  th a t some activities are deem ed by the courts to be 
so unreasonable and so u tte r ly  devoid of com pensating  social or 
economic benefit th a t they are condem ned per se, w ith ou t the neces
sity  of elaborate legal or factual analysis. T he three principal ac tiv i
ties so characterized  are price fixing agreem ents (in w hatever form ) 
betw een com petitors, group boyco tts of th ird  parties by  com petitors, 
and agreem ents betw een com petitors a t th e  sam e level— horizontal 
competitors-—to divide m arkets.

B ut as the Suprem e C ourt has observed, “ the area of per se il
legality  is carefu lly  lim ited .”2 W h a t of th e  much broader, som e say 
am orphous, area w here no per se rules apply? A nd how to decide 
w hether a given practice deserves the fatal label of price fixing, 
boycott, or m arket division? As the D epartm ent of Justice  cogently 
and successfully  argued as a “friend of the co u rt” on the side of the 
defendant in a recent private  treble dam age case, “caution m ust be 
executed in app ly ing  per se concepts, lest they becom e brakes on 
business ingenuity  instead of safeguards for com petition .”3 T here  
has never been a b e tte r form ulation  of the Rule of Reason than  
Justice  B randeis’ in Chicago Board of Trade:
“The true test of legality is whether the restraint imposed is such as merely 
regulates and perhaps thereby promotes competition or whether it is such as may suppress or even destroy -competition. To determine that question, the court must ordinarily consider the facts peculiar to the business to which the restraint is applied; its condition before and after the restraint was imposed; the nature of the restraint and its effect, actual or probable. The history of the restraint, the evil believed to exist, the reason for adopting the particular remedy, the purpose or end sought to be attained, are all relevant facts.”

1 Chicago Board of Trade v. United Trust Co. v. National BankAmericard 
States. 246 U. S. 231, 238 (1918). Inc.. 485 F. 2d 119 (CA-8 1973), cert.

2 Walker Process Equipment. Inc. v. denied, 415 U. S. 918 (1974). The Court
Food Mach. &  Chem. Corp.. 382 U. S. accepted the Department’s analysis and 172, 178 (1965). declined to apply the per se rule.

8 Brief for the United States as A m i
cus Curiae at 16, W  orthen Bank &
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R educed to  its essentials, one of the g rea t a n titru s t p rac titioners 
has observed, the  R ule of Reason can be s ta ted  w ith  alm ost b lind ing  
sim plicity. First, “ [r ]ealities must dominate the judgment.”4 Second, 
the Sherm an A ct “is aim ed at substance ra th e r than  form .”5 6 L e t us 
exam ine how  th is principle is cu rren tly  being applied to situa tion s 
in which com peting food m anufacturers m ay consider the possib ility  
of acting  jo in tly .

Exchange of Information and Agreement 
on Supplier or Customer Qualifications

Most of the litigated decisions on exchanges of in form ation deal 
w ith  in form ation concerning price.0 Even in th is sensitive area, how 
ever, the  p resen t head of the  A n titru s t D ivision concedes th a t “ the 
facts are crucial” and th a t to support a Sherm an A ct charge the  facts 
“m ust reveal som e in ten t to restra in  com petition or som e necessary 
effect in th is d irection .”7

T he sam e criteria  govern inform ation exchanges not d irectly  
concerned w ith price. A nticom petitive m otives and tacit agreem ents 
no t to deal w ith individual firms o r types of firms m ay b ring  an in
form ation exchange program  w ith in the condem nation of the s ta tu te .8 
A t least in th e  absence of an agreem ent not to  deal, how ever, ex
changes of in form ation on particu la r custom ers and suppliers or on 
their business practices is no t per se unlaw ful.

4Appalachian Coals, Inc. v. United 
States. 288 U. S. 344, 360 (1933).

5 United States v. Yellow Cab Co. 332 U. S. 218, 227 (1947).
6 E. g., United States v. Container 

Corf, of America. 393 U. S. 333 (1969). 
Exchanges of technological information Have only occasionally been challenged other than in the context of restrictive patent licensing, most notably in the 
Smog and Aircraft Pool cases. United 
States v. Automobile Mfrs. A ss’n 1969 CCH T rade Cases ([72,907 (DC Cal.1969) (consent decree) ; United States 
v. Manufacturers Aircraft A ss’n. 1976-1 CCH T rade Cases ([60.810 (DC SD NY 1976) (consent decree). Industrywide interchanges of this type are best -analyzed as joint ventures subject to the same rules as (although factually distinct from) joint research projects, discussed below.

' Baker. “Exchange of Information for Presentation to Government Agencies,” 44 Antitrust L .  J . 354, 363 (1975).

8 The leading case is Eastern States 
Retail Lumber Dealers’ Ass’n v. United 
States, 234 U. S. 600 (1914), where the Supreme Court found the circulation to retailers of lists of wholesale dealers 
who also dealt directly with retail customers to be no more than an unlawful invitation to a boycott for the purpose of discouraging dual distribution. See also, e. g.. United States v. Champion 
Int’ l Corf.. 1975-2 CCH T rade Cases 
([60,453, at 67,040 (DC Ore 1975): “Meetings between competitors are not illegal even when coupled with the exchange of information about each participant’s interest in upcoming sales. A line must be drawn, however, between the mere exchange of 

interest and an implied agreement to act on this information.”
(The Court went on to hold that “[tlhe defendants crossed that line,” finding them guilty on a criminal Section 1 charge.)
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F or exam ple, the Sherm an A ct does no t p roh ib it exchanges of 
custom er inform ation by com petitors to  p ro tec t them selves against 
a ttem p ted  p erpe tra to rs  of fraud. M ore than  50 years ago, the Suprem e 
C ourt exonerated  the  “ [d is t r ib u t io n  of in form ation as to  credit and 
responsibility  of buyers,” even though  the effect w as plain ly to 
"c u [t]  down to som e degree com m ercial transactions which would 
o therw ise be induced by  frau d .”9 T he  Seventh C ircuit m ore recen tly  
reached a sim ilar resu lt, ho ld ing th a t fire insurance com panies’ ex
change of loss experience on particu lar insureds was perm issible 
even th ou gh  a p arty  w ith  a h isto ry  of fire claims m ight consequently  
be unable to obtain coverage.10 A nd in appropria te  circum stances 
even price in form ation m ay law fully  be exchanged to preven t un 
scrupulous custom ers from m isrepresen ting  com petitive bids and 
th u s  inducing unjustifiab le price concessions th a t expose the seller 
to liability  under the R obinson-P atm an A ct.11

W here  health  and safe ty  are involved, the perm issib le scope of 
jo in t action am ong com petitors is even greater. R a th er than  speculate 
as to w h at so rts  of agreem ents you m ay find yourselves considering, 
let me give you som e exam ples th a t  have actually  arisen.
Anticom petitive Agreem ents

P rofessor D onald T u rner, w hen he w as head of the A n titru s t 
D ivision, once discussed a hypothetical agreem ent am ong m anufac
tu re rs  n o t to use a p a rticu la r raw  m aterial inexpensive to  purchase 
(and  th us a com petitive tem p ta tion) b u t unquestionab ly  hazardous
to  the health  of th e ir em ployees.12 
tacked under the a n titru s t law s?” 
“ I hard ly  th ink  so.” 13

9 Cement Mjrs. Protective A ss’n v. 
United States, 268 U. S. S88, 604 (1925).

10 Ruddy Brook Clothes, Inc. v. British 
&  Foreign Marine Ins. Co.. 195 F. 2d 
86 (CA-7), cert, denied, 344 U. S. 816 (1952).

11 United States v. United States Gyp
sum Co., 550 F. 2d 115, 120-27 (CÀ-31977) and cases cited. This is not to say that creditworthiness or any other customer or supplier qualification is a talisman for warding off antitrust challenge to a boycott, whether the boycott is inferred from information exchange or otherwise. See, e. g., United States v. 
First Nat’ l Pictures, Inc., 282 U. S. 44(1930), invalidating the use of a so- called “credit rule” b y  motion picture
JO IN T  INDUSTRY RESEARCH

“W ould  such an agreem ent be at- 
he asked. A nd his conclusion was,

distributors to coerce new owners of theatres to assume their predecessors’ contracts.12 Turner, “Cooperation Among Com
petitors,” 61 Northwestern L. Rev. 865, 
869-70 (1967).13 Professor K&uper, who succeeded Professor Turner at the Antitrust Division, similarly advised the FDA that nothing in the antitrust laws “would raise any legal obstacles to a joint advertising plan limited solely to warning the public of the safety hazards connected with matches.” Letter from Assistant Attorney General Kauper to Paul W. Hallman, Deputy Director, Division of Compliance, Bureau of Product

(C o n t in u e d  o n  n e x t  p a g e .)
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The three criteria  P ro fessor T u rn e r suggested  for evalua ting  
such an agreem ent w ere : (1) w hether a less restric tive  a lternative  
is available for achieving the goal ; (2) w hether “the agreement makes 
a m aterial con tribu tion  to  health  and safe ty” ; and (3) w hether the 
con tribu tion  is indisputable, or at least highly likely and the parties 
to  th e  agreem ent gain no econom ic advantage therefrom . W here, 
as in his exam ple, the agreem ent confers no benefit on consum ers of 
the  product. P ro fessor T u rn er fu rther suggested  th a t in the long 
run legislation should be the only perm issible vehicle for ad justing  
the conflicting in terests  of consum ers and em ployees.

W h eth er or no t P ro fessor T u rn e r’s particu lar criteria  are being 
applied, it seem s clear th a t anticom petitive agreem ents designed to 
pro tect health and safety are in fact surv iv ing  a n titru s t scru tiny . T he 
m ost fam ous exam ple involves a d istribu tion  agreem ent p roh ib iting  
the resale of so-called “professional" hair trea tm en t p roducts to 
consum ers.14 T he law fulness of such agreem ents has been recognized 
by the D epartm ent of Justice  in recent consent decrees, one of which 
perm its the defendant— a m anufacturer of autom atic  fire ex tin gu ish 
ing system s— to confine its d istribu to rs to resale to tra ined  installers 
w ith a good safe ty  record and paid-up liability  in surance.15

Sim ilarly, horizontal agreem ents on safety m easures ( th a t is. 
agreem ents am ong direct com petitors) are perm itted  in ano ther re
cent consent decree.16 A lthough the decree contains the usual ex
tensive prohibitions against num erous specified types of boycott 
agreem ents, and even against m ere discussions of any m anu fac tu rer’s 
d istribu tion  policies a t trade association m eetings, it also expressly  
preserves the defendant m anu fac tu re rs’ righ t of “discussing w ith any 
person and im plem enting bona fide safety m easures * * * re la ting  to 
re frigeran t gas.” In addition, while the decree generally  requires de
fendants to sell to any w ould-be reseller,17 defendants are perm itted  
to refuse to  sell gas in bulk containers to persons not technically  
qualified as refillers— despite the objections of som e custom ers, dur-
<Footnote 13 continued.)
Safety. March 28, 1973 (B N A  Anti
trust & Trade Reg. Rep. No. 608, at 
D -l, Aipril 10. 1973).

14 Tripoli Co. v. IVella Corp., 425 F. 
2d 932 (CA -3), cert, denied, 400 U. S. 
831 (1970). The same result was more 
recently reached in Clairol. Inc. v. Bos
ton Discount Center of Berkelev, Inc.. 
1976-2 C C H  T rade Cases fl61,108 (D C  
E D  Mich. 1976).

15 United States v. Safety First Prods. 
Corp., 1972 C C H  T rade Cases 1(74,223 
(D C  SD N Y  1972).

16United States v. A ir Conditioning 
and Refrigeration Wholesalers, 1976-2 
C C H  T rade Cases 1(61,160 (D C  ND  
Ohio 1976).

1741 F. R. 19134, 19136 (May 10, 
1976) (Competitive Impact Statement) 
(so as “to remedy possible lingering ef
fects of the conspiracy” ).
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ing the pendency of the  proposed decree for public com m ent, th a t 
they do no t alw ays refill bu t m erely som etim es resell to  large- 
capacity  users.* 18
N A B G uidelines

T here are signs th a t not m erely the Justice  D epartm ent bu t also 
the courts are prepared under the Rule of Reason to  to lera te  hori
zontal agreem ents th a t p ro tec t the public health  and safety. D uring  
the m aneuvering  th a t led to enactm ent of the p resen t s ta tu to ry  
prohibition against cigarette  advertising  on radio and television, the 
N ational A ssociation of B roadcasters (N A B ) adopted guidelines for 
com m ercials dealing  w ith  ta r  and nicotine con ten t th a t conform ed to 
the relief then being sough t in com plain ts by the F ederal T rade 
Com m ission (F T C ) against the cigarette  m anufacturers. T he three 
netw orks refused to accept com m ercials not in com pliance w ith  the 
guidelines, and one of the m anufactu rers filed an an titru s t suit. T he 
C ourt denied relief on a m otion for p re lim inary  in junction, ru ling  
th a t in light of the “persuasive” evidence link ing cigarette  sm oking 
to  cancer and the “grow ing concern” of governm ent “over the dan
ger cigarettes pose to health * * * f t]h e re  is a substan tia l, if not 
compelling, public interest” in full disclosure of the “facts in c igarette  
adv ertis in g” and th a t the relief sough t against the netw orks “w ould 
be con trary  to the public in te re s t.”19

A much less d irect health  and safe ty  concern w as the basis for 
upholding ano ther portion of the NAB Code in the  Children’s Televi
sion case. T he broadcasters had responded to  public concern (and 
to som e no t-too-subtle  Federal Com m unications Com m ission encour
agem ent) by agreeing  not to air com m ercial m essages delivered by 
the host or p rim ary cartoon character from the su rround ing  program . 
T he C ourt found th a t “ ft]h is  concern can hardly  be said to be frivo
lous, regardless of w hether there was ‘scientific’ evidence dem o nstra t
ing actual detrim en t to  children," and dism issed a Sherm an A ct com 
plain t by the perform ers' union.20

18 41 F. R. 35866. 35867-68 (response),
35869 (objection) (August 25, 1976).

18 American Brands. Inc. v. National 
Ass’n of Broadcasters. 308 F. Supp.
1166, 1169 (D C  DoflC 1969). Professor
Turner’s concern that private agreement 
not be allowed to replace legislation, 
while not necessarily applicable to these 
facts even on his own terms, was in 
any event met by the subsequent enact
ment of the Public Health Cigarette

Smoking Act of 1969. 15 U. S. C. Sec. 
1335. See Capital Broadcasting Co. v. 
Mitchell. 333 F. Supp. 582 (D C  DofC 
1971) (3-judge court), aff’d per curiam, 
405 U. S. 1000 (1972) (upholding
broadcast advertising ban as constitu
tional) .

20 American Federation of Tcleinsion 
and Radio Artists v. National Ass’n of 
Broadcasters, 407 F. Supp. 900, 902 
(D C  SD N Y  1976).
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Justification for Agreements
N evertheless, the  health  and sa ie ty  factor m ust be a real one 

if an o therw ise unlaw ful agreem ent is to be justified on th a t  ground. 
In  a recen t pharm aceu tical p a ten t licensing case, agreem ents re s tr ic t
ing the resale of bulk drugs were sought to  be justified in p a r t by 
th e  need to  ensu re  the  qu ality  of the  finished dosage form . T h e  C ourt 
found th a t “ [i]n  view of the in tensive Food and D ru g  A dm inistra tion  
(F D A ) regulation  of th e  d rug  field, it is difficult to un derstan d  how 
such a defense leg itim ately  could be offered.”21 O ne need no t agree 
w ith  th is  factual estim ate to recognize the im portance of a su b stan 
tial show ing th a t health  and safe ty  are  benefited.

A related  ju stification  for agreem ents to  lim it th e  form  of com 
petition  m ay be th a t  the conduct abandoned is in ju rious to  th e  con
sum er’s econom ic in terest, as w ith  false or m islead ing advertising . 
T he previously m entioned Children’s Television case falls som ewhere 
betw een th is and  the  pu re  health  and safe ty  categories.

Professor T urner, the former chief of the A ntitrust Division, recog
nized in the  speech previously discussed th a t “ th e  logic of [Chicago] 
Board of Trade w ould  lead us to be quite unconcerned w ith an agree
m ent am ong com petitors no t to  utilize advertising  w hich everyone 
agreed w as false and  m islead ing.”22 A num ber of F T C  advisory 
opinions endorse agreem ents to com ply w ith th e  law ,23 a lthough 
enforcem ent of th e  pledge is a  “no-no” and the Com m ission has 
expressed concern th a t such agreem ents no t have an adverse im pact 
on th ird  parties .24

L itiga tion  in th is  area has been sparse. T he principal au tho rity  
is still the Suprem e C o urt’s Fashion Originators’ Guild decision of 
35 years ago, w hich declared unlaw ful an  agreem ent am ong dress 
m anufactu rers and  th e ir tex tile  suppliers, enforced th ro ug h  heavy 
fines, to  boyco tt m anufactu rers and re ta ilers dealing in “knock-off” 
versions of designer fabrics and dresses. Som etim es overlooked is 
the  C o urt’s final ru ling  th a t “ even if copying w ere an acknow ledged 
to r t under th e  law  of every  s ta te ” the a n titru s t law s w ould no t 
to lera te  the  challenged com bination .25

21 United States v. C l B A  G E IG Y
Corp., 1976-1 C C H  T rade Cases H60,-
908, at 68,959 n. 14 (D C  NJ 1976). Com
pare United States v. Glaxo Group Ltd.,
302 F . Supp. 1, 9 (D C  DofC 1969), 
subsequent denial of relief ret/d, 410 
U. S. 52 (1973), where the quality-con
trol justification was apparently rejected 
as legally insufficient.

22 Turner, “Cooperation Among Com
petitors,” 61 Northwestern L. Rev. 865, 
867 (1967).

2216 C F R  Secs. 15.64, 15.133, 15.287.
24 16 C F R  Sec. 15.128(f) and (g).
25 Fashion Originators’ Guild of Ameri

ca. Inc. v. F T C , 312 U. S. 457, 468 
(1941).
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Finally , m ention should be m ade of the F T C ’s cu rren t investiga
tion in to self-regu la to ry  m echanism s th a t restra in  th e  use of com 
parative  advertising . A m ong the  in du stry  code provisions apparen tly  
ta rg e ted  are those to  the  effect th a t “ [u jn fa ir , derogatory , reflections 
upon o ther p roducts should no t be practiced .”26

T he prem ise of th is investigation , however, is th a t com parative 
advertising  is perfectly  law ful except in som e instances w here p ro 
hibited by regulation  such as liquor, securities, and professional ser
vices. Indeed, tru th fu l d isparagem ent is p ro tected  by the  F irs t 
A m endm ent and cannot constitu tionally  be enjo ined .27 False and 
m islead ing advertising , in con trast, like obscenity, enjoys no such 
im m unity  from regulation .28 P erhaps it too can therefore be su p 
pressed by private  agreem ent.29

Product Standards
Like codes of conduct, vo lun tary  product and process standards 

are  a highly form al species of agreem ent am ong o therw ise indepen
dently  opera ting  firms. T heir im portance in m any technologically 
com plex industries is enorm ous. To the ex ten t they  are developed 
by industry , included in th is category  are stan dards of id en tity30 and 
Good M anufactu ring  P rac tices (G M P s).31

T he private s tan d ard -se ttin g  process is the object of increasing 
governm ental scru tiny . T he F T C  has for some tim e now been s tu d y 
ing the necessity  for im posing procedural requirem ents on private  
s tan d ard -se ttin g  bodies to  ensure th a t all in terests  affected by a p ro 
posed stan dard  have an oppo rtun ity  to be heard, th a t  an effective 
appeal m echanism  is available, and th a t prom pt relief can be ob
tained  when a s tandard  proves excessively an ticom petitive or harm 
ful to  consum ers. P roposed legislation to  the  sam e effect w as the

38 See Memorandum to Acting Direc
tor, Office of Planning and Evaluation 
(O P P E ) , F T C , from Neil E. Beck
with. Marketing Consultant to O P P E , 
Jan. 19. 1976. p. 11.

37 L. G. Balfour Co. v. F T C . 442 F. 
2d 1, 24 (CA-7 1971) ; cf. Testing Sys
tems. Inc. v. Magnaflux Corp.. 251 F. 
Supp. 286. 288 (D C  E D  Pa. 1966).

38 Virginia State Bd. of Pharmacy v. 
Virginia Citizens Consumer Council, Inc., 
425 U. S. 748, 771-72 (1976) ; Young v. 
American Mini Theatres, Inc., 427 U. S. 
50, 69 n. 31 (1976) (opinion of Stevens,
J ) .

33 Cf. America’s Best Cinema Corp. 
v. Fort Wayne Neivspapcrs, Inc., 347 
F. Supp. 328 (D C  ND Ind. 1972) (up
holding newspapers’ joint refusal to print 
X-rated movie advertisements).

30 Sec. 401 of the Federtal Food, Drug, 
and Cosmetic Act. 21 U. S. C. Sec. 341.

31 See United States v. Nova Scotia 
Food Prods. Corp., 417 F. Supp. 1364 
(D C  E D  N Y  1976) (upholding issuance 
of binding GM Ps under Section 402(a) 
(4) of the Federal Food, Drug, and 
Cosmetic Act, 21 U. S. C. Sec. 342(a) 
(4 )).
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sub jec t of extensive hearings in the  last Congress and has been 
re in troduced .32

The critical question in an titru s t analysis of a private  s tan d ard 
se ttin g  process is no t procedure, how ever, bu t the presence or ab 
sence of an ticom petitive purpose or effect.33 T he D epartm ent of 
Justice recently stressed this point in House Commerce Committee hear
ings on the im pact of industry  standard iza tion  on the use of energy 
sav ing  d ev ices:
“ [W ]here no anticompetitive purpose exists, lack of participation by smaller 
competitors or other interested parties in a standards-setting activity does not 
itself necessarily render the resulting standards illegal. If a standard has no 
unreasonable anticompetitive purposes or effects, it will not give rise to a 
strong antitrust complaint. In particular, a safety standard which is technically 
well grounded, is not unreasonably restrictive, and which has not been estab
lished for anticompetitive purposes does not provide a sound antitrust cause 
of action on behalf of those who would market dangerous products to the public.”''’4

G overnm ental adoption of a private ly  form ulated  standard , such 
as by the F D A  under the s tan dard  of iden tity  or the G M P provi
sions of the law, w ould alm ost certain ly  preclude the im position of 
an titru s t liability  on those who com ply w ith  the  official m andate, 
even w here th is  m eans refusing to  deal w ith those who do no t qualify. 
D espite recen t cutbacks in som e of the m ore expansive applications 
of th is principle,35 the A n titru s t D ivision continues to recognize th a t 
“ the command of the state as sovereign provides an an titru s t exem ption 
for those p rivate  activities which have been com m anded.’’36

T he process by which a p rivate ly  form ulated  standard  is de
veloped and by which the governm ent is persuaded to  adopt it,

32 Hearings on S. 3555 Before the A nti
trust and Monopoly Subcommittee of the 
Senate Judiciary Committee, 94th Cong., 
2d Sess. 65-83 (1976) (testimony of F T C  
Chairman) ; S. 825, 95th Congress. 1st 
Sess.

33 Letter from Thomas E . Kauper. A s
sistant Attorney General to Paul W. 
Hallman, Deputy Director, Division of 
Compliance, F D A  Bureau of Product 
Safety, March 28, 1973 (B N A  Anti
trust & Trade Reg. Rep. No. 608, at 
D -l, April 10, 1973).

34 Statement of Deputy Assistant A t
torney General Sims Before the Energy 
and Power Subcommittee of the House
Interstate and Foreign Commerce Com
mittee, March 3, 1977, at 9-10. The 
spokesman did caution that exclusion of 
competitors from the standard-setting 
process may evidence an anticompetitive

intent that a court finds easier to under
stand (and thus more persuasive) than 
“a difficult technical analysis of the 
effects of a particular industrial 
standard * *

33 Cantor zk Detroit Edison Co., 428 
U. S. 579 (1976).

36 Remarks of Assistant Attorney Gen
eral Baker Before the Council of the 
Section of Public Utility Law, American 
Bar Association, October 28, 1976, at 14 
(emphasis by Mr. Baker). The princi
ple is fully applicable to commands of 
federal agencies acting within their stat
utory authority. See Baker, “Exchange 
of Information for Presentation to Gov
ernment Agencies,” 44 Antitrust L. J. 
354, 366-67 (1975); cf. Alabama Power 
Co. v. Alabama Elec. Coop., 394 F. 2d 
672 (CA-5 1968), cert, denied. 393 U. S. 
1000 (1969).
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how ever, m ay be sub jec t to  extensive a n titru s t scru tiny . T he Noerr- 
Pennington doctrine th a t jo in t efforts to  induce even anticom petitive  
governm ental action are constitu tionally  p ro tec ted37 is sub ject to an 
exception w here m isrepresen ta tion  to  the  governm ent is involved, at 
least in som e types of adm in istra tive  proceedings.38 In  the fam ous 
Smog Equipment case, for exam ple, the  D ep artm ent of Justice  ob
tained a consent decree p roh ib iting  jo in t p resen ta tions by  the  au to 
m obile com panies on proposed antipo llu tion  standards, on the basis 
of allegations th a t the  firms had falsely asserted  the technical im 
possib ility  of incorpo ra ting  certain  em ission control devices in m ass 
production  before a p a rticu la r da te .39

A ny aspect of a p rivate s tan d ard -se ttin g  process th a t m igh t be 
characterized  as suppression of relevant inform ation, especially  ex 
clusion or even failure to invite unw anted  partic ipan ts, should th ere 
fore be pursued  only w ith g rea t caution w h eth er or no t the  FD A  
is expected u ltim ately  to  adopt the  standard . T his is so despite the 
oppo rtun ity  of all affected persons to  partic ipate  in th e  F D A ’s 
public processes for adoption of a standard , as there is no basis for 
supposing th a t a suppression need be 100 percent effective to  fall 
ou tside th e  pale.

Joint Research and Testing
Exclusion of unw anted  partic ipan ts  is also a factor in a n titru s t 

evaluation of jo in t research and te s tin g  program s. Such p rogram s 
are likely to becom e increasingly  im p o rtan t in the food industry , as 
the dem and grow s for m ore and b e tte r  te s tin g  and as our finite 
scientific resources (not to speak of corporate budgets) are drawn thinner.

T he D ep artm en t of Justice  often m akes know n its view  th a t 
“com petition is as beneficial in research as in any  other economic 
ac tiv ity .”40 Such sta tem en ts as these have led m any in, and out, of 
in du stry  to conclude—as did the F o rd  A d m in istra tio n’s A ssistan t

37 Eastern R. R. Presidents Confer
ence v. Noerr Motor Freight, Inc., 365 
U. S. 127 (1961) : United Mine Workers 
v. Pennington, 381 U. S. 657 (1965). 
The Department of Justice recognizes 
that this applies to proposals for govern
ment-mandated standards. Remarks of 
Bruce B. Wilson (formerly Acting A s
sistant Attorney General) Before the 
Federal Bar Association, September 17, 
1976, at 19.

38 California Motor Transport Co. v.
Trucking Unlimited, 404 U. S. 508, 513

(1972). See Israel v. Baxter Labs., Inc., 
466 F. 2d 272 (C A  of DC 1972).

30 United States v. Automobile Mfrs. 
A ss’n, 1969 C C H  T rade Cases ff 72,907 
(D C  CD  Cal. 1969).

40 E. g., Turner, “The Scope of Anti
trust and Other Economic Regulatory 
Policies,” 82 Haro. L. Rev. 1207, 1210- 
11 (1969) ; see also, e. g,, Turner, “Pa
tents, Antitrust and Innovation,” 28 U. 
Pitt. L. Rev. 151, 158 (1966).
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S ecretary  of Com m erce for Science and T echnology in her recen t 
paper en titled  U. S. Technology Policy: A  Draft Study:
“Present antitrust opinion frowns on cooperative R  & D among competing 
firms because it is construed as a form of collusive behavior tending to restrain 
competition. * * * Research leading to specific products is avoided both be
cause of fear of antitrust action and because of a desire to complete [sic] with 
differentiated products.“41

P roperly  planned, how ever, jo in t research and te s tin g  need not 
run afoul of the a n titru s t laws. O nly a few basic guidelines need 
be borne in mind.

T he m ost recen t expression by the D epartm ent of Justice  on 
jo in t research ven tu res is in the  A n titru s t Guide for In terna tional 
O perations released in Janu ary . No subject receives m ore extensive 
trea tm en t in the Guide, which has already  been sta ted  by the  head 
of the A n titru s t D ivision to  be fully applicable in th is respect to 
dom estic jo in t ven tu res.42 T he Guide confirms th a t “ there is no per 
se rule applied to  jo in t research ag reem ents.’’ and sets forth  a three- 
p a rt t e s t : W h eth er
“ (1) development costs and risks were high enough to make joint activity 
appropriate; (2) the venture was not unduly broad in time and scope; and (3) 
the venturers had continuing competitive incentives from others in the in
dustry * * *.”43

T he D ep artm en t of Justice  has frequently  suggested , as the 
above-quoted Com m erce D epartm ent s tu d y  reflects, th a t basic re
search is a m uch m ore appropria te  sub ject for a jo in t effort than 
applied research .44 T his m ight im ply th a t jo in t te s tin g  of food ad
d itives45 * or even of p articu lar new synthesized foods should be avoided.

As the Justice  D epartm ent concedes, how ever, it “has not chal
lenged in court agreem ents purely for jo in t research, a lthough it 
has investigated  som e.’’40 A nd the rationale behind the asserted

41 N T  IS  No. P B -263-806, at 49
(March 1977).

43 Remarks of Donald I. Baker, A s
sistant Attorney General, Before the 
Southwestern Legal Foundation, Feb. 24. 
1977, at 28.

43 Antitrust Guide for International 
Operations, Jan. 26, 1977, at 23, 25.

44 Statement of Thomas E . Kauper,
Assistant Attorney General, Before the 
Aviation and Transportation Research 
and Development Subcommittee of the
House Science and Technology Com
mittee, May 20. 1976, at 11: Letter from 
Thomas E . Kauper, Assistant Attorney
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General, re Metal Treating Institute, 
April 21. 1976; Letter from Thomas E. 
Kauper. Assistant Attorney General, to 
Paul W . Hallman. Deputy Director, D i
vision of Compliance, F D A  Bureau of 
Product Safety. March 28, 1973 (B N A  
Antitrust & Trade Reg. Rep. No. 608, 
at D-l, April 10, 1973).

46 Sec. 409(b) (2) of the Federal Food, 
Drug, and Cosmetic Act, 21 U. S. C. 
Sec. 348(b) (2).

4" Statement of Assistant Attorney 
General Kauper, May' 20, 1976, supra 
n. 44. at 6.
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preference for basic research— th a t such w ork is m ore costly, less 
directly  rem unerative, and therefore less likely to  be perform ed in
dependently  th an  applied research— seem s unpersuasive as a reason 
for p roh ib iting  jo in t effort in m any if not m ost instances w here the 
FD A  is now requ iring  fu rther te s tin g  of add itives previously  ap
proved or th o u g h t to be generally  recognized as safe. A fu rther 
consideration w here hum an safe ty  te s tin g  is involved is the  unde
sirab ility  of unnecessary  exposure of hum an subjects to  risk of 
illness o r  in ju ry .47 A t least in the food and drug  industries, then, 
the  supposed a n titru s t dichotom y betw een basic and applied research 
m ay well prove nonexistent.

T he principal rem ain ing  concern identified by the D epartm ent 
of Justice  in evaluating  jo in t research program s is to  ensure th a t 
com peting th ird  parties have access to im p ortan t resu lts. A lm ost 
all the law  in th is area is in advisory  opinions from the A n titru s t 
Division, called B usiness Review  L etters. Provisions for access to 
com petitively im p ortan t innovations on a reasonable basis have been 
stressed in recen t Business Review  L e tte rs  approving jo in t research 
agreem ents in the  m etal heat tre a tin g  in du stry ,48 the chem ical in 
du stry ,49 and the heavy electrical equ ipm ent in du stry .50 * I t  is w orth  
no ting  th a t the la tte r  tw o jo in t research ven tu res w ere spurred  by 
health  concerns— the general need for toxicology data and a need 
to develop a su b stitu te  for polychlorinated  biphenyls as a capacitor 
im prégnant, respectively.

A llow ing access to  com petitively significant innovations on a 
“reasonable basis” does no t m ean th a t indu stry  leaders m ust sub
sidize th e ir com petitors. As sta ted  by P rofessor K auper sho rtly  be
fore concluding his service as head of th e  A n titru s t D ivision :
“Clearly ‘on a reasonable basis’ does not require such a low royalty as to 
destroy competitive incentives by creating a ‘free ride’ problem. The courts, I 
believe, will balance these two concepts to preserve reasonable incentives for 
innovation and prevent unreasonable denial of access to the market place.”61

47 See 42 F. R. 19137 (April 12, 1977) 
(F D A  regulation urging joint testing of 
Category I I I  O T C  drugs).

48 Letter from Thomas E. Kauper, As
sistant Attorney General, re Metal Treat
ing Institute, April 21, 1976.

49 Letter from Thomas E . Kauper, A s
sistant Attorney General, re Chemical
Industry Institute of Toxicology, June
7, 1976.
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60 Letter from Donald I. Baker, As
sistant Attorney General, re oil capaci
tor manufacturers, Oct. 15, 1976.

51 Statement of Assistant Attorney 
General Kauper Before the Aviation and 
Transportation Research and Develop
ment Subcommittee of the House Sci
ence and Technology Committee, Mav 
20, 1976, at 7.
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Litigation— Its Joint Conduct and Its Settlement
R esearch, e ither by individual firms or jo in tly  on an in d u stry 

w ide basis, som etim es leads to litiga tion— over pa ten t righ ts, for 
breach of con tract, o r for unfair com petition th ro u g h  m isappropria
tion of trade secrets or the like. E arlie r in th is  p resen ta tion  I referred 
to jo in t partic ipation  in adm inistra tive  agency proceedings as p ro
tected  by the F irs t A m endm ent no m atte r how  an ticom petitive the 
com m on purpose. T he  sam e pro tection  applies to the in itia tion  of 
litigation— except for “sham ” litigation  in tended to  block new  com 
petito rs no t on the  m erits b u t by oppressiveness or misrepresentation.52

The jo in t prosecu tion  or defense of a law suit m ay also en ta il a 
degree of cooperation no t o therw ise perm issible. W hen there is a 
constitu tional r ig h t to litigate  effectively, and particu larly  w hen liti
gation  is being defended, th a t r ig h t cannot be infringed by  hobbling 
the p arties’ freedom  to  com m unicate. T hus, a recent price fixing 
consent decree under the S ta te  of W ash in g to n ’s a n titru s t law  ex
pressly  provides th a t price surveys o therw ise prohibited m ay be 
prepared for use in litigation , and m ay be d istribu ted  am ong com 
petito rs “as m ay be necessary or required in connection w ith ” their 
use before the cou rt o r agency.53

N evertheless, th e  relation  of the  inform ation exchange to present 
or prospective litiga tion  m u st be real. W here  one of the parties to 
the  exchange is no t d irectly  concerned w ith an alleged litigation 
posture, the pro tection  afforded actual or po ten tia l co-litigants will 
be denied.54

Settlement Agreem ents
M ore serious a n titru s t risks arise when litigation  betw een com 

petito rs is settled. P a te n t cases seem to be the m ost fertile vehicle 
for allegedly im proper se ttlem ent arrangem ents.55 A lthough the rule 
is well estab lished  th a t  “ the settlem ent of p a ten t litigation, in and 
of itself, does not violate the a n titru s t law s,” it has som etim es been 
found th a t “se ttlem en t agreem ents are entered in to in bad faith

52 California Motor Transport Co. v. 
Trucking Unlimited. 404 U. S. 508 
(1972).

53 Washington v. Multiple Listing Scrv. 
of Spokane. Inc., 1974-2 CCH T rade
Cases fl 75.439, at 98,488 (Wash. S. Ct.
Spokane 1974).
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F. R. D. 508 (D. Conn. 1976) (reject
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“5 See. c. g.. United States V. Singer 
Mfg. Co.. 374 U. S. 174 (1963) ; Am eri
can Cvanmnid Co. v. F T C , 363 F. 2d 
757 (CA-6 1966).
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and are utilized as part of a schem e to restra in  or m onopolize” so 
as to create an a n titru s t v io lation .56

A s trik in g  exam ple is the se ttlem en t betw een IB M  and S perry  
R and th a t b rou gh t on an a n titru s t a ttack  against S perry  R and by 
ano ther com petitor, H oneyw ell.57 S perry  Rand (SR ) and IBM  to 
gether possessed about 95 percen t of th e  electronic data processing 
(E D P ) m arket. IBM , by far th e  la rger of the tw o, w as sub jec t to a 
p rio r governm ent a n titru s t consent decree p roh ib iting  it from  en te r
ing into any  agreem ent or understan d in g  re la ting  to  E D P  m achines 
or system s th a t provided for disclosure to IB M  on an “exclusive” 
basis of any  “ invention, form ula, process o r technical in fo rm ation .”

SR and IB M , then in p a ten t and a n titru s t litigation, proceeded 
to  se ttle  th e ir disputes by, am ong other th ings, a nom inally  “non
exclusive” cross-license and exchange of technical inform ation. T he 
C ourt found th a t th is  ac tua lly  w as in tended to be de facto exclusive, 
no tw ith stand in g  the 1956 IB M  consent decree— in effect, a “ tech
nological m erger.” P ractical exclusiv ity  was achieved by a  m is
lead ing jo in t press release “calculated to  allay [the] susp icion” in 
the  rest of the indu stry  th a t SR  and IB M  “knew  w ould follow th e  
inevitable leak of inform ation about the deal.” T his w as done, said 
the Court, in the face of opinions by IB M ’s a n titru s t counsel th a t the  
S R /IB M  “technological m erger” w oidd v io late  the a n titru s t laws 
“unless IBM  m ade arrangem ents for the o ther com panies in the 
industry to get the same benefits royalty-free.”58

In teresting ly , bo th  IBM  and SR  had filed copies of the  actual 
agreem ent (prov id ing  for “non-exclusive” exchanges) w ith the Ju s 
tice D epartm ent. B u t they  “knew  and in tended th a t the  Justice  D e
p a rtm en t w ould tre a t the m a tte r  as confidential under the express 
provisions of the 1956 [IB M ] C onsent D ecree; it was so tre a ted .” 
Thus the government itself was an unwitting participant in the deception.

T he C ourt acknow ledged th a t “ [ s e t t le m e n ts  are, of course, to 
be encouraged  unless in the process the a n titru s t law s are violated 
and the  public in terest harm ed.”59 B u t it found a Section 1 vio lation  
in the S R /IB M  “ technological m erg er” agreem ent. A lthough  the 
findings of fact and conclusions of law  do no t expressly so sta te , 
the  court appears to have been stron g ly  influenced by the deceptive

06 Duplan Carp. v. Deering Millikcn, 58 Id. at 95,920-22.
Inc.. 540 F. 2d 1215, 1220 (CA-4 1976). 69 Id. at 95,935.

57 Honeywell. Inc. v. Sperry Rand
Corp.. 1974-1 C C H  T rade Cases Tf 74,874
(D C  Minn. 1973).
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natu re  of the  S R /IB M  jo in t p ress release and the heavy em phasis 
on secrecy to  preven t the facts from  em erging. In  addition , the 
court clearly w as im pressed by the efforts of S R /IB M  to  use the 
“confiden tiality” undertak ings of the Justice  D ep artm ent under the 
1956 decree, and to  seek confidentiality p ro tection  from  the court 
itself under p rotective orders, for th e  purpose of keeping secret “ [t]h e  
true  scope of the  1956 A greem ent and the  bread th  of in form ation 
exchanged.” 60

O ther types of po ten tia lly  anticom petitive relief th a t m ight find 
th e ir w ay into a ju dg m en t can easily be im agined.61 Caution m ust 
therefore be exercised, particu larly  in paten t, an titru s t and unfair 
com petition litigation, to  ensure th a t the se ttlem ent cure does not 
contain w ith in it the germ  of an even w orse disease.

Conclusion
T he Rule of Reason provides no easy answ ers. W h a t it does 

provide is the  oppo rtun ity  to pursue useful and leg itim ate goals 
th rough  practical m eans when coordination, cooperation and con
certed effort am ong com petitors are required. W hile the hallm ark of 
an titru s t is th a t each case m ust u ltim ately  be decided on the  to ta lity  
of its  ow n facts, one principle is clear: A sensible and constructive 
business practice w ith  a well docum ented justification , w hen measured 
by the Rule of Reason, m ay come off b e tte r  than  you think.

[The End]

See note 57, supra, at 95,922. United States v. A ir Conditioning and
81 See, e. g., 41 F. R. 35866, 35867 Refrigeration Wholesalers, 1976-2 C C H

(Aug. 25, 1976) (response to comments T rade Cases If 61,160 (D C  ND Ohio
on Refrigerant Gas consent decree, 1976)).
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GMPs and GLPs—
Where Are We Going?

By RICHARD S. MOREY

Mr. Morey Is a Member of the Law Firm of Kleinfeld, Kaplan 
and Becker.

' I ’ H E  T IT L E  T O  T H IS  p resen ta tion  has been a source of con- 
siderable difficulty for me. I engaged in ra th er p ro trac ted  nego tia

tions w ith  your program  com m ittee before arriv in g  a t the  title  listed 
in th e  program . Now  I would like to  change it again.

So th a t you can follow the  progression of m y th inking, the first 
title  w as “G M Ps and G L P s— the L a test D evelopm ents.’’ M y problem  
w ith th a t title  is th a t it really  does no t seem to me th a t there  are 
a t th e  p resen t tim e th a t m any really  new  developments which I could 
discuss here in e ithe r Good M anufactu ring  P ractices (G M P s) or 
Good L abo ra to ry  P ractices (G L P s).

T he basic good m anu fac tu ring  practice regula tions for hum an 
foods, commonly called the “umbrella” G M Ps, were first prom ulgated  
by the Food and D ru g  A dm inistra tion  (F D A ) in A pril 1969. T here 
w as considerable con troversy  over these regula tions in a num ber 
of respects at the tim e of th e ir prom ulgation  including, am ong o ther 
th ings, con troversy  over the F D A ’s basic legal au th o rity  to  issue 
such regu lations in the first place, con troversy  over the general 
scope and th ru s t of the regulations, and of course con troversy  over 
a num ber of specific requirem ents contained in th e  regulations. As 
I will discuss further, some of th a t con troversy  still rem ains eight 
years la ter a lthough it has narrow ed som ew hat in scope.

T he  “um brella” G M Ps w ere followed, as you know, by  the 
prom ulgation  of a num ber of m ore detailed G M P regu lations ap
plicable to specific categories of foods. P rom inen t am ong these  are, 
of course, the regula tions for sm oked fish products and for low acid 
canned foods which are based prim arily  on po ten tia l hazards in
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volved in inadequately  o r incorrectly  processing these classes of 
foods. T here  have been fu rth er specific G M P regulations e ither final
ly p rom ulgated  or proposed for confectionary products, bo ttled  d rink
ing w ater and bakery  products and 1 understand  th a t such regu la
tions are also being considered for fu rther classes of foods including 
frozen foods, fresh and frozen fish, frozen raw  breaded shrim p, 
m acaroni and noodle products, and prepared dry mixes.

Still, in te rm s of significant new  developm ents the  G M P area 
in m y view is a ra th e r sta tic  one. T he specific G M Ps which are in 
the  w orks follow a p a tte rn  sim ilar to those already prom ulgated  
and there appear to be very  few new developm ents in th a t area. T he 
trend  to  m ore specific G M Ps seems to  be slow ing down. This, I 
th ink, is good because in m ost cases the G M P requirem ents deal 
w ith problem s com m on to the food in du stry  and no t unique to the 
particu lar class of food. As to the um brella G M Ps, there  are periodic, 
alm ost continual, indications from  the  FD A  th a t they  will be ex 
panded, revised, and tigh tened . I w ould an tic ipate  th a t th is even tually  
will come to pass, probably  a fte r w ork on th e  specific G M Ps has 
subsided, b u t it w ill be a year o r tw o before a new  um brella  reg u 
lation becom es effective.

Good Laboratory Practices
T u rn in g  to the  G L P s, I w as also troubled w ith th e  requirem ent 

of m y in itial title  th a t I speak to  you about new  developm ents. T he 
proposed good lab o ra to ry  practice regula tions were published in the 
Federal Register in N ovem ber 1976. T hey  were, and are, very  con tro 
versial. B u t since then  there  have been relatively  few developm ents. 
F rom  w here I sit, th e re  has been basically  a lo t of confusion, uncer
ta in ty , and even disbelief, as to  how and w hen these regula tions will 
be applied. A t the public hearing  held on the G L P s in F ebruary  
1977, m any m em bers of the  indu stry  pro tested  m any aspects of the 
proposal, again rang ing  from  th e  basic concept to m any of the 
specific provisions.

In  term s of F D A  activity , I understand  th a t the A gency has 
been inspecting  various lab o ra to ry  facilities under the standards of 
the proposed regu lations both to gain experience in app ly ing  the 
standards in th e  regula tions and to  assess the  cu rren t s ta tu s of the 
in du stry  in m eeting  those standards. I am sure it will be no surprise 
to th is  group th a t the resu lts  of these inspections, so far as they 
have been reported , show th a t the  in du stry  is no t m eeting  com 
pletely  the stan dards set forth  in the proposal. B asically, I un der
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stan d  th a t the operations review ed have been evaluated  by the  FD A  
investigato rs as be ing  sub ject to various sloppy and inappropriate  
practices. B u t no fraudulen t or o ther seriously defective conditions 
w ere encountered.

D espite the p ro tests  by the in du stry  a t the F eb ruary  hearing, 
the F D A  inspections, and the num erous com m ents filed by m em bers 
of in du stry  and other in terested  persons, the situation  as to  G L P s 
is basically in flux a t th is po in t and there is little  in term s of new 
developm ents to  be reported . I th ink  we can safely an ticipate th a t the 
F D A  will even tually  prom ulgate  G L P  requirem ents in som e form , 
probably  as regula tions w hich the A gency will claim  to have b ind ing  
legal au tho rity . B u t for the p resen t th ere  is little  solid new s to  report.

C ontinu ing  m y difficulties with the title for this presentation we 
nex t arrived at the title  “C urren t R egu la to ry  D evelopm ents, In c lu d 
in g  G M Ps and G L P s.” T his title  was designed to allow  me to  talk 
on any sub jects I w an ted  as long as they  included G M Ps and G L Ps. 
H ow ever, as I th o u g h t about it fu rther, I realized while there are 
no t m any new developm ents there  are a num ber of useful po in ts 
th a t  m ay be discussed as to G M Ps and G L P s, and I am go ing to 
lim it m y p resen ta tio n  to those subjects.

T he final title  w hich I have arrived at is “G M Ps and G L P s— 
W h ere  Are W e G oing?” Basically, I believe th a t the  in d u s try ’s ex
perience w ith  the G M P regulations which it has now  operated  under 
for e ight years provides im portan t clues and lessons as to w h at can 
be antic ipated  w hen the F D A  in stitu tes  its G L P  requirem ents. So the 
sim ple answ er to  the question in m y title— if you w ant to  know  w here 
w e are going to go w ith G L P s the  best w ay to figure th is ou t is to 
exam ine the analogous G M P situation . In  the balance of the p resen ta
tion I will do this on several legal issues. H ow ever, I suggest th a t 
even w hen considering non-legal issues th a t th is is a w orthw hile  
m ethod of analysis.

Statutory Authority
As a law yer, I like to approach the analysis of any regulation  by 

looking first to  the A gency’s au th o rity  to prom ulgate  th a t regulation. 
T h is is im p ortan t not only because of the  possibility— and I adm it 
th a t  it is usually  a rem ote possibility— th a t the  entire  regula tion  m ay 
be upset for lack of s ta tu to ry  au th o rity  b u t also in defining the scope 
of the regula tion  and the po ten tia l penalties which are available to  the 
A gency in case the regula tion  is found to be violated.
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L ooking first a t the G M Ps, the F D A ’s s ta tu to ry  au tho rity  has 
been a m a tte r  of con tinu ing  con troversy  since the  regula tions w ere 
first proposed. T here  is of course no reference in the food provisions 
of th e  F ederal Food, D rug , and Cosm etic A ct to  “cu rren t good m anu
fac tu ring  p rac tice” as th ere  is for drugs. T he F D A ’s only claim ed 
au th o rity  is the  proh ib ition  against m anu fac tu ring  food under “ in
san ita ry  conditions” w hich does no t appear to  cover all the require
m ents w hich are p a r t of the  G M P concept. E ig h t years la ter, these 
questions have no t yet been com pletely se ttled  by  the  courts. In  fact, 
there  are  p resen tly  tw o cases in tw o U nited  S ta tes C ourts of A ppeals 
dealing w ith the F D A ’s legal au th o rity  as to specific provisions con
tained in the confectionery G M P regulations and the sm oked fish 
G M P regulations. In  both cases it is claim ed th a t the  provisions in 
question do no t relate  to “ in san ita ry  conditions.” In  te rm s of decided 
cases, I am only aw are of th ree  such cases, all d is tric t cou rt decisions. 
Of the three, the F D A  has won two, the low er court decisions in th e  
tw o C ourt of A ppeals cases which I ju s t m entioned. T he th ird  case 
w as a crim inal case in W isconsin also involving the sm oked fish 
G M Ps which the  F D A  lost and, because of the  na tu re  of the case, 
w as no t able to appeal.

T here are, of course, o ther im p ortan t recen t p recedents which are 
relevan t to  the F D A ’s s ta tu to ry  au tho rity . T he decision of the United 
S ta tes C ourt of A ppeals for the Second C ircuit in the  National Nutri
tional Foods case, which involved the vitam in regulations, suggests th a t 
the  A gency u ltim ate ly  will be found to  have the  least general authority 
to  issue G M P regulations for foods. T his still leaves open, however, 
the type of question involved in the tw o cases under appeal, which 
deal w ith the  scope of such regulations and w hether specific regula
to ry  requirem ents are w ith in  th e  claim ed s ta tu to ry  au tho rity . I th ink 
it is fair to  sum  up th is issue by  say ing  th a t although  the regulation  
has been widely enforced, there are still substantial unresolved questions 
on the FD A ’s statutory authority to promulgate G M P regulations.

T u rn in g  to the G L P s, I can see even g rea te r possibilities for 
challenging the  A gency’s s ta tu to ry  au tho rity . I w ould an tic ipate  th a t 
if these regula tions are prom ulgated  as legally  b ind ing  regulations, 
and possibly even if they  are prom ulgated  m erely as advisory  gu ide
lines there  will be ex tended  litigation  and a long period of doub t as 
to  the A gency’s legal au tho rity . Of course, the A gency will enforce 
the regula tions anyw ay in the  m eantim e.
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F D A ’s Statutory Authority
One of th e  fundam ental legal questions as to the F D A ’s statutory 

au th o rity  to issue the G L P s can be readily  analogized to  the situation  
in crim inal law  w here dam ning evidence is th row n out by  a court on 
the  basis th a t it w as illegally obtained by the police. T his does not 
m ean th a t th e  evidence is no t extrem ely  probative of the  gu ilt of the 
defendant. I t  is sim ply a case in which the courts have recognized as 
im p ortan t a com peting policy th a t such evidence m ust be excluded in 
o rder to  p reven t the police from using  the illegal tac tics involved.

I th ink we can readily  envision a sim ilar situation  w ith the  p ro 
posed G L P  regulations. A ctually  th is is a reverse analogy. By th is 
I m ean I can easily foresee the  s ituation  in w hich there are available 
da ta  which any reputab le  scien tist w ould accept as valid b u t which 
the FD A . pu rsu an t to  these regulations, w ould seek to exclude from  
consideration in ev a lua ting  a regu la to ry  application such as a food 
additive petition. T his particu la r s ituation  in which there are valid 
da ta  obtained from  a facility  which is allegedly in violation of one or 
m ore G L P  requirem ents and the data  are excluded from consideration 
by th e  FD A , raises a very  fundam ental legal question.

T he various provisions of the F ederal Food, Drug, and Cosmetic 
A ct w hich the F D A  adm inisters require th a t  the A gency evaluate valid 
da ta  subm itted  to it and on the basis of such evaluation  m ake its 
regu la to ry  determ inations. T here  is n o th ing  in the s ta tu te  th a t says 
th a t data  which are in fact valid and  reliable m ay be excluded from 
regu la to ry  evaluation sim ply because th e  FD A  w ishes to  pursue an
o ther policy and avoid general sloppiness in lab o ra to ry  practice. T his 
m ay be a very  w orthw hile  policy b u t it is no t one which is at p resen t 
recognized in the  Act. In m y view, the F D A  is required  to consider 
all relevant and valid data submitted to it in support of an application, 
and I w ould certa in ly  an tic ipate  a legal challenge if the  A gency should 
seek to  exclude such data  sim ply because some m inor niceties of G LPs 
w ere not observed.
Disqualification Procedures

T he proposed regulations, m oreover, offer g rea te r problem s in 
term s of legal au th o rity  and perhaps even raise issues of constitutional 
fairness in the proposed disqualification procedure for laboratories found 
not to have com plied w ith good labora to ry  practices. An extension of 
the situation  T have ju s t been discussing b u t an  even m ore appealing  
one from a factual s tandpo in t would be a case in which the  F D A  re
fused to  consider in support of a regu la to ry  application a s tu d y  per
form ed by a research laborato ry , even though it found no G L P  defi-
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ciency re la ting  to th a t study, because such deficiencies had been found 
in the course of o ther work perform ed by the laborato ry . T his p a r
ticu lar situation , by the  way, does no t even have an analogy in the 
G M P regulations since to  m y know ledge the FD A  has never sough t 
to take action against one food based on alleged G M P deficiencies 
re la ting  to  o ther foods. F rom  m y read ing  of the proposed regulations 
it is entire ly  possible th a t such a situation  could arise w ith  respect to 
G L Ps. Even worse, G L P  problem s w ith a labora to ry  could tend to  
cast doubt on studies already accomplished and applications and licenses 
already  g ran ted  in addition to affecting pending applications.

D epending upon how the proposed disqualification procedure will 
be applied. I can even conceive of situations w hich raise constitu tional 
questions about the righ ts of persons to engage in law ful businesses. 
For exam ple, by th e ir na tu re  these regula tions are likely to be widely 
adopted for purposes other than those for which they are being promulgated 
by the FD A . T he range of in terest in these regulations is apparen t 
from the wide varie ty  of o rgan izations including o ther governm ent 
agencies which have been partic ipa tin g  in the ru lem aking proceeding. 
T he g reat po ten tial scope of application of these regulations, taken 
to gether w ith the m any requirem ents of different specificity and dif
ferent relevance to  a particu lar situation  plus the questions I have 
discussed above relating to the Agency’s statutory authority to promulgate 
these regulations at all, all combine to suggest th a t here is adm inis
tra tive  ru lem aking  carried to an unreasonable extrem e.

Still fu rther questions arise in connection w ith  the s ta tu s  of a 
laborato ry  which the FDA seeks to disqualify. T hese  include the effect 
of such adverse inform ation upon the laborato ry  from the m om ent 
th a t its proposed disqualification is announced until such tim e as it 
might, weeks or months later, be vindicated in a public hearing. This 
is particu larly  true  w hen the hearing  is before an FD A  em ployee and 
not before an im partial tribunal. F u rth er, assum ing the situation  th a t 
a labora to ry  is accused bu t la te r found innocent e ither bv the  Agency 
or u ltim ately  by the courts, there are m any questions re la ting  to the 
s ta tu s  of studies then ongoing, to  the s ta tu s  of pending regu la to ry  
applications by clients of the laborato ry  based on studies performed 
by the laborato ry  o ther than  those d irectly  in question, and so forth. 
While the basic concepts or principles which the Agencv believes con
s titu te  good laborato ry  practices m ay usefully  be set forth  by the FD A  
for the guidance of in terested  persons, the prom ulgation  of these stan
dards as b ind ing  regulations and particu larly  the elaborate  disquali
fication procedure is an unnecessary  adm inistra tive  house of cards.
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Scope and Format
Turning from the m atter of statutory authority I would next like to 

look briefly at the scope and format of the GM Ps and the proposed GLPs.
Both superficially in th e ir organ izational s truc tu re , and as a m ore 

detailed exam ination is made, the  sim ilarity  betw een the G M Ps and 
the  proposed G L P s is readily  apparen t. In each case requirem ents are 
se t forth  for personnel, facilities, equ ipm ent, opera ting  procedures, 
recordkeeping, etc. In each case, these requirem ents are ra th e r vague 
and general in th e ir term s, m aking considerable use of w ords such as 
“ad eq uate” , “sufficient,” “minimize,” “appropriate,” “proper” and “neces
sary .” All of these w ords are of course sub ject to in te rp re ta tion  and 
your in terp re ta tion  as an in du stry  expert m ay differ considerably 
from  th a t of the  FD A  investigato r who inspects your plant. M ore
over, it all too frequently  appears th a t such opinions m ay also differ 
from investigato r to  investigator. T he trouble is of course th a t w ords 
such as “adeq uate” are so vague as to be m eaningless. I t is quite clear 
th a t if there are  no facilities for a certain  operation there are no t 
“adequate” facilities. B u t as soon as there  are som e re levan t facilities, 
it becom es a m a tte r  of opinion and in terp re ta tion  betw een your experts 
and those of the FD A .

W o rd s like “adeq uate” , m oreover, are even more troublesom e be
cause they perm it ever changing standards. I am sure m ost of you 
have experienced in deab'ng w ith  the  GM Ps, the situation  in which 
som eth ing th a t used to  be adequate is no longer considered to  be so 
by an F D A  inspector who found one of your com petitors has a proce
dure which the inspector happens to th ink  is better. T he original 
concept of G M P or cu rren t good m anufac tu ring  practice m eant w h at 
w as the good, p revalent practice by the  m ajority  of the  indu stry  
in question. H ow ever, “adequate” has come to  m ean instead only the 
very  best w hich the p articu la r FD A  investigato r has encoun tered  to 
date. E very  o ther facility is considered inadequate com pared to  the 
one o u ts tan d in g  operation and m ore or less subtle p ressure is pu t 
on o ther m anufactu rers to  upgrade th e ir operations.

W hile there m ay be som eth ing to  be said from a policy po in t of 
view in requiring all manufacturers constantly to improve their operating 
facilities, personnel, etc., it is in m y view a perversion of the basic 
concept of cu rren t good m anu fac tu ring  practice to require th is under 
th e  G M P regulations. Once again, if the  F D A  believes such a  policy 
is in the national in terest, it should seek au tho rity  from the Congress 
to carry  it out. I find no th ing  in the  presen t A ct which au thorizes
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th is  approach. N onetheless, I can pred ic t w ith  som e confidence th a t
if the  G L P  regulations are p rom ulgated  as b ind ing regulations we 
can look forw ard  to  the sam e process in th is  respect as has been 
encountered  under the G M P regulations.
Future G LPs

A nother possibility  suggested  by the  developm ent of the  G M P 
regulations is th a t, a fter initial G L P  regulations are p rom ulgated , 
the F D A  m ay in the fu tu re  issue m ore specific G L P s covering cer
ta in  types of research. T his is in addition to the  type of regulations 
or guidelines long prom ised by the  F D A  as to w hat the  require
m ents are for conducting  certain  types of studies in a m anner w hich 
will m eet the A gency’s approval and the also prom ised guidelines 
as to  w h at types of te s tin g  m ay be needed for the clearance of 
substances by the F D A  depending upon th e ir com position and in
tended use. Since I do not have scientific expertise , I cannot predict 
in w h at areas m ore specific G L P s m ight be prom ulgated , b u t the 
h is to ry  of G M Ps suggests th a t som e such regulations are a likely 
prospect for th e  future.

C om paring the G M Ps and the proposed G L P s there are also 
a num ber of im p ortan t differences w hich m ust be considered. One 
such difference w hich seem s to  me to  raise considerable legal ques
tions is the incorporation  in the G L P  regulations of requirem ents 
prom ulgated  in o ther regula tions enacted for different purposes and 
also in certain  governm ent publications. F o r exam ple. Section 3e.43, 
dealing w ith anim al care facilities says th a t in certain  situations the 
recom m endations contained in H E W  publication No. 74-23 entitled  
“ Guide for the  Care and U se of L abo ra to ry  A nim als” shall be used. 
T hus, these  proposed regulations have incorporated  by  reference 
and m ade m andato ry  som eth ing w hich w as m erely  a recom m endation 
as in itia lly  prom ulgated . A sim ilar s itua tion  occurs in Section 3e. 115 
re la ting  to  the handling  of carcinogenic substances. T his incorpora
tion  by  reference of o ther m aterials is also troublesom e because 
such m ateria ls m ay well be changed w ith ou t notice to  the F D A  or 
to  persons sub ject to these regulations.

Operating Under the GLPs
T he final aspect th a t I w ould  like to com pare betw een our e ight 

years of experience under the  G M P regulations and the proposed 
G L P  regulations is how operations are  likely to be on a routine 
basis should b ind ing  G L P  regulations be prom ulgated. H ere  I con
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fess th a t I have not had the operational experience m any of you 
have. B u t I th ink  from  m y view  in p artic ipa tin g  in several litigated  
cases involving G M P regulations th a t certain  po in ts are clear.

F irst, as has obviously been true  in the case of G M P regulations, 
the proposed G L P  regulations cover such a broad area  involving 
such com plex operations th a t it is a lm ost litera lly  im possible to 
im agine th a t any facility could ever be in com plete com pliance or, 
if it were, could rem ain so for any extended period of time. T his is 
true  because there  usually  are m any, detailed, repetitious operations 
in w hich any slight deviation m ay constitu te  an alleged violation. 
T he situation  is fu rth er com plicated by  the problem  of vagueness 
w hich I have referred to above so th a t, even if an investigator cannot 
find any specific deficiencies, he can alw ays charge th a t som eth ing  
is no t quite “adequate." T hus, it w ould be theoretica lly  possible 
w ith the G L P s as w ith  the G M Ps for the F D A  to shu t down or 
disqualify  a lm ost any given operation on any given day.

F ortu na te ly , of course, th is has never been a problem  w ith the 
G M Ps and  I do no t seriously an tic ipate  th a t it will be a problem  
w ith  the G L Ps. T he general standard , and I th ink it is the proper 
one, is th a t the inspector looks for a reasonable effort to com ply 
w ith  the requirem ents and to correct and im prove as to th e  deficien
cies which are observed. Serious difficulties w ith the  G M Ps have 
been largely  restric ted  to cases in which th e re  w as e ither a po ten tia l
ly dangerous situation  or the A gency apparen tly  felt th a t the  m anu
fac tu rer w as recalc itran t or at least unresponsive to  constructive 
suggestions. I t  is reasonable to  assum e th a t th is sam e stan dard  gen
erally  will be applied even if there  are b ind ing  G L P  regulations.

T he A gency can and obviously should deal w ith s itua tions in 
which unreliab le data is produced and certain ly  any situations, which 
fo rtun ate ly  are rare, in which fraudulen t conduct is detected. B u t 
it seem s to me th a t dealing w ith both of these situations the A gency 
already  has sufficient au th o rity  under ex isting  law  and regulations 
and there is no need for the prom ulgation  of an elaborate  new 
sup erstru c tu re  of regulations, d isqualify ing  procedures, etc.

As to  unreliable data  it is quite clear th a t the Agency can and 
does re jec t or d isregard  such data  w hen it is offered in support of 
a regu la to ry  application. T here  is no question th a t the  s ta tu te  sup
po rts  the  A gency’s position in th is  regard. W h y  it is necessary  to  
superim pose a set of regula tions which add no th ing  to  th is  au th o rity
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b u t which create th e  possibility  th a t valid data will not be con
sidered is hard  to see.

The situation  as to any fraudulen t data encountered is sim ilar. 
A gain, there is no question th a t the A gency can, and under its 
s ta tu to ry  au th o rity  m ust, reject such data w hen offered in support 
of a regu la to ry  application. F u rth er, depending on how the fraudulen t 
conduct occurred, there  is am ple s ta tu to ry  au th o rity  to deal w ith  it 
e ither under the F ederal Food, D rug , and Cosm etic A ct or under 
F ederal crim inal provisions. Once again I do not see how the 
prom ulgation  of the  proposed G L P  regulations really adds any
th in g  to the situation .

T hus, it seem s to  me th a t the proposed G L P  regulations p a r
ticu larly  when considered in the ligh t of our experience under the 
G M P regulations raise a g rea t m any problem s from  a legal s tan d 
point and o therw ise have very  little  to offer. I th ink  th a t m any of 
th e  principles set forth in these  regula tions are good ones w hich 
should be b rou gh t to  the a tten tion  of the indu stry  b u t no t in the 
form  proposed by the Agency. A set of guidelines, principles, and 
recom m endations w ould accom plish ju s t as m uch w ithou t creating  
G L P problem s to go along w ith each of our ex istin g  G M P problem s.

[ T h e  E n d ]

LIQUID PROTEIN DIETS OFFER NO UNIQUE 
BENEFITS, FDA SAYS

The use of liquid “predigested” protein diets does not appear to 
offer any unique benefits to a dieter beyond those of a diet utilizing 
any other protein source, according to the Food and Drug Administra
tion (FD A). The Agency has expressed concern about persons who 
use such modified fast diets without medical supervision and is 
pursuing a number of investigations regarding the. diets and their 
marketing. The FDA is responsible for the labeling of these products, 
but the labeling does not usually give directions for weight-loss pro
grams. Claims concerning weight loss are generally made in the media, 
which are beyond the scope of the Agency’s control.

CCH F ood D rug Cosmetic Law Reporter, If 42,058
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Nutrition Regulation by the FDA 
in the Brave New World 

of Fabricated Foods
By STEPHEN H. McNAMARA

Mr. McNamara Is Associate Chief Counsel for Food in the Food 
and Drug Administration.

IT  IS  O F T E N  SA ID  in casual rem arks th a t the Food and D rug  
Administration (F D A ) has responsibility for assuring a safe, whole
som e and nu tritious food supply in the U nited S tates. H ow ever, in 

sofar as such rem arks assum e th a t the  FD A  has am ple au th o rity  to 
assure the  nu tritional quality  of the U nited  S ta te s ’ food supply, they 
are no t necessarily justified. T he F ederal Food, D rug, and Cosm etic 
A ct (F D C  A c t)1 2 provides the FD A  explicit and extensive au tho rity  
to  undertake regu la to ry  action w ith  respect to toxic substances or 
filth in food ; in con trast, the A gency’s ability  to  regulate  the n u tr i
tional quality  of the food supply  is m uch m ore dependent upon 
argum en ts of im plicit au tho rity , and the  ex ten t of th a t au tho rity  
m ay be m uch less extensive.

P erhaps in form er decades th is was a m atte r of sm all im port.- 
In the 1970’s, how ever, there  have been significant new  developm ents 
in food technology, developm ents th a t m ake possible new fabricated 
food products which su b stitu te  for and resem ble trad itional foods b u t
which m ay not provide the same 
foods.

1 Title 21, United States Code 
(“U. S. C.”), sections 301 et seq.

2 I am not suggesting that the citi
zens of this Nation have been uni
formly 'well fed in prior decades. 
Poverty and (poor eating habits have 
no doubt taken their toll even in years 
of abundant harvest. However, in prior

nu tritional value as the trad itional

decades there was no real and present 
prospect that new developments in 
food technology might result in ex
tensive use of synthetic substitutes for 
traditional staple foods, substitutes 
which might have nutritional 'char
acteristics significantly different from 
the foods they replace.
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F abrica ted  su b stitu tes  for m eat, cheese and eggs are already on 
th e  m arket. Such p roducts m ay be purchased directly  by consum ers 
for use in place of trad itional articles of food, for exam ple, “choles
terol-free egg  su b s titu te s” or ham burger m eat “ex tenders,” o r they  
m ay be used by  m anufacturers to replace trad itio nal ingred ien ts in 
food products, for exam ple, a frozen pizza p rod uct m ay be m ade 
w ith  a  cheese su b stitu te  instead of cheese. All com m entators seem  
to agree th a t the  su b stitu te  foods now  on the m arket are only the 
beg inning of an an ticipated  “explosion” of new developm ents w ith 
respect to syn thesized su b stitu te  food products, m ade possible by 
rapid  advances in food technology and encouraged by the econom ic 
conditions of the era im m ediately facing us.

As a law yer serv ing  the  FD A , it is clear to  me th a t the F D A ’s 
B ureau of Foods is now concerned about finding w ays to  assure 
th a t the appearance of new fabricated foods does no t lead to  signifi
can t degradation  of the nu tritional quality  of the A m erican food 
supply. A ccordingly, it is my purpose in th is paper to  discuss some 
of the F D A ’s possible regu la to ry  options in tak in g  action to assure 
the nu tritional quality  of the  food supply in these circum stances. 
F irs t, I shall review  various approaches the FD A  has taken in the 
p ast w ith  respect to nu trition  regulation  and consider their possible 
application to new  sub stitu te  food products. T hereafter, I shall sug
gest some new approaches the FD A  m ight pursue for the purpose of 
assu ring  nu trition al quality  of new  su b stitu te  food products.

Existing ‘‘Nutrition Regulation” Programs
Speaking generally , the F D A  has five existing  “ nu trition  regu

la tio n ” program s which m ight have significance w ith respect to 
new su b stitu te  food products, and the A gency has proposed a sixth.
S t a n d a r d s  o f  I d e n t i t y

T he F D C  A ct au thorizes the FD A  to estab lish  a “definition and 
stan dard  of id en tity ” for a food “w henever in the judgm en t of the 
Secretary  [F D A ] such action will prom ote honesty  and fair dealing 
in the in te res t of consum ers.”3 The FD A  has used th is au th o rity  to 
estab lish  definitions and stan dards for several “enriched” foods, in
cluding enriched flour,4 enriched rice,5 and enriched b read .6 Speaking

3 21 U. S. C. 341. The authority of
the Secretary of Health, Education, 
and Welfare under the ¡FDC Act has
been delegated to the Commissioner 
of Food and Drugs, who directs the
FDA. 21 CFR 5.1.

4 21 CFR 137.165 (formerly 21 CFR 15.10).
6 21 CFR 137.350 (formerly 21 CFR 

15.525).
(Footnote 6 on next page.)
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generally , the  effect of a s tan dard  for an “ enriched” food is to re
quire th a t if any v itam in o r m ineral is added to  the food, the food 
m ust provide all of the nu trien ts  required  by the standard , in the 
am ounts required  by the  stan d ard .7 H istorically , such enrichm ent 
practices have had a p rofound ly  beneficial effect on the N ation’s nu
tritional health .

N ote th a t while the FD C  A ct th us provides the F D A  au tho rity  
to  s tan dard ize  an “enriched” food, the  A gency generally  has not 
a ttem p ted  to  use th is au th o rity  to  p roh ib it the  existence of an 
Mwenriched article. F or exam ple, the F D A  has estab lished standards 
of id en tity  for “b read” and “enriched b read ,” “farin a” and “enriched 
farina ,” etc., and has then  depended upon the  m arketp lace for con
sum er selection of the  enriched article  ra th e r than  the  unenriched 
article .8

S tandards of id en tity  for various “enriched” foods were p rom ul
gated  in th e  1940’s, soon a fte r enac tm en t of the Federal Food, D rug,

6 21 CFR 136.115 (formerly 21 CFR 
17.20). The standard for enriched bread, 
has been so widely embraced within 
this country that it appears to be dif
ficult t'o find an ««enriched white 
bread for sale on the shelves of our 
supermarkets.

7 In an early case under the FDC 
Act, the, Supreme Court of the United 
States recognized that the FDA had 
the authority to standardize “farina” 
and “enriched farinh” and that all farina 
products containing added vitamins 
must comply with the requirements of 
the standard for “enriched farina”. 
Federal Security Administrator v. Qua
ker Oats Co., 318 U. S. 218 (1943).

In 1976 Congress enacted new amend
ments to the FDC Act which, speaking 
generally, have the effect of limiting the 
FDA’s authority to establish formulation requirements for dietary supplements of 
vitamins and/or minerals which are of
fered for use by adults other than preg
nant or lactating women (except that 
the FDA retains full authority to impose 
restrictions on such preparations for rea
sons of safety). 21 U. S. C. 350. This 
legislation, however, applies to vitamin/ 
mineral preparations in “tablet, capsule, 
or liquid” [droplet] form, 21 U. S. C. 
350(c) (1) (B) (i) ; it does not limit the 
FDA’s authority to establish nutrient

formulation requirements for new fabri
cated food products which substitute for 
and resemble traditional foods. I. e., the 
new legislation provides that its restric
tions upon the FDA’s authority do not 
apply to preparations which simulate or 
are represented as “conventional food”. 
21 U. S. C. 350(c) ( l ) ( B ) ( i i ) .  The 
legislative history with respect to this 
provision explicitly states that : “The 
Secretary retains his current authority to 
regulate the nutritional formulation and 
composition of, and potency of vitamins, 
minerals and other ingredients in con
ventional foods such as milk, enriched 
bread and enriched rice, as well as in 
products which simulate conventional 
foods such as soybased protein substi
tutes for meats and poultry.” [Emphasis 
added.] S. Rep. No. 94-743, 94th Cong., 
2d Sess. 26 (1976) ; H. R. Rep. No. 94- 
1005, 94th Cong., 2d Sess. 26 (1976).

8 However, cf. the standards of iden
tity for: “evaporated milk”, 21 CFR 
131.30 (formerly 21 CFR 18.520); 
“lowfat milk”, 21 CFR 131.135 (for- 
merlv 21 CFR 18.10); “skim milk”, 
21 CFR 131.145 (formerly 21 CFR 
18.20) ; and “margarine”, 21 CFR 166.- 
110 (formerly 21 CFR 45.1)—all of 
which require vitamin addition without 
providing for the existence of an. un
enriched analog.
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and Cosm etic A ct in 1938, and th rough  the in terven ing  years the 
FD A  has continued to prom ulgate  (and revise) such standards. H ow 
ever, th ir ty  years passed before the F D A  seriously undertook add i
tional types of regu la to ry  program s bearin g  upon the nu tritional 
quality  of the  A m erican food supply.9 In  the 1970’s, p a rtly  in re
sponse to increased in terest by consum ers in the nu tritional quality  
of the foods they  eat, and p artly  ou t of a concern to p ro tec t the 
nu tritional quality  of the  A m erican food supply, the F D A  has in s ti
tuted several additional regulatory programs with respect to nutrition.
N u tritio n  L abeling

In  1973 the FD A  ushered in a new era of nu trition  regulation  by 
publish ing  final regu la tions w ith respect to  nu trition  labeling of 
foods.10 * Speaking generally , these regulations provide th a t if any 
vitam in, m ineral or protein  is added to a food, or if “ any nu trition  
claim or in fo rm ation“ is included in labeling  or in advertising  for a 
food (for exam ple, “n u tritio u s,” “high in v itam in C,” e tc .), full 
nu trition  in form ation w ith respect to  the calorie, protein, carbohy
drate, fat, v itam in and m ineral con ten t of the  food, m ust be included 
on the label of the food in a standard ized  form at.

W hile nu trition  labeling does not im pose any requirem ents w ith 
respect to the  nu trition al quality  of the food supply, the  F D A  be
lieves th a t as a resu lt of such labeling  consum ers will becom e more 
aw are of the nu trition al value of the  foods they  purchase, and m ore 
likely to consider nu trition al value in m aking pu rchasing  selections.11

9 Of course, through the years the
FDA has undertaken regulatory ac
tion to prevent misleading labeling, 
and these efforts have sometimes in
volved vitamins or other nutrients. 
See, e. g.. United States v. Nuclomin, 
482 F. 2d S81 (CA-8 1973), and United 
States v. Vitasafe, 226 F. Supp. 266
(D. N. J. 1964), modified 345 F. 2d 
864 (CA-3 1965), cert. den. 382 U. S. 
918 (1965). However, in the context 
of this paper, I have not included these 
important enforcement activities as 
a “nutrition regulation program ” be
cause they reflect a more general FDA 
program to prevent misleading label
ing and are not particularly the result 
of concerns by FDA nutritionists to foster sufficient nutritional content in 
the food supply. (¡For an ««successful 
action with respect to sugar believed 
by the FDA to have been fortified

irrationally, see United States v. New 
Dextra Brand Fortified Cane Sugar, 231 
F. Supp. 551 (DC SD Fla. 1963), affd. 
334 F. 2d 238 fiCA-5 1964)),.

10 21 CFR 101.9 (formerly 21 CFR 
1.17), 38 F. R. 6951 (March 14. 1973). 
See also 21 CFR 101.25 (formerly 21 
CFR 1.18), “Labeling of foods in re
lation to fat and fatty acid and choles
terol content”, 38 F. R. 6961 (March 
14, 1973) and 38 F. R. 20071 (July 27, 
1973).

11 The FDC Act does not explicitly require nutrition labeling. However, 
21 U. S. C. 343(a) prohibits labeling 
which is “misleading in any particu
lar”, and 21 U. S. C. 321 (n) provides 
that in determining whether labeling 
is misleading, “there shall be taken 
into account (among other things) 
not only representations made or sug-

( Continued on next page.)
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C o m m o n  o r  U s u a l  N a m e s
T he FD C  A ct provides th a t the label of a food m ust bear “the 

com m on or usual nam e of the  food, if any there  be.”12 In  the in te r
est of "efficient enforcem ent” of the A ct,13 the FD A  has provided 
that, in app ropria te  circum stances, it will estab lish  by regulation  the 
“com m on o r usual nam e” for a particu lar food.14

W hile m ost com m on or usual nam e regulations th a t have been 
published  up until now have no t focused upon nu tritional factors, 
the  F D A  has established a final com m on or usual nam e regulation  
for “frozen ‘heat and serv e’ d inn ers” which requires inter alia that 
frozen d inner p roducts include at least one com ponent which is “a 
significant source of p ro te in .”15 T he A gency has also proposed to 
establish a com m on or usual nam e for “p lan t protein p ro d u c ts” (ex
tenders and replacem ents for m eat, seafood, poultry , eggs or cheese 
which are produced from edible plant protein sources such as soy
beans) which w ould establish m inim um  nu tritional criteria  to be 
m et by certain  types of such p rod uc ts.10

T he general regulations prov id ing  for estab lishm ent of common 
or usual nam es and the frozen d inner regulation  have recently  been 
upheld bv the U nited  S ta tes D istric t C ourt for the D istric t of
(Footnote 11 continued.) 
gested by statement, word, design, de
vice, or any combination thereof, but 
also the extent to which the labeling 
. . . fails to reveal facts material in 
the light of such representations . . .” 
Furthermore, pursuant to 21 U. S. C. 
371(a) the FDA has “authority to 
promulgate regulations for the efficient 
enforcement of this chapter” [the FDC 
Act]. The FD A ’s nutrition labeling 
regulations are based on the premise 
that failure to provide “full” nutrition 
information, in the manner established 
by the regulations, would cause label
ing to be misleading within the mean
ing of 21 U. S. C. 343(a) and 321 (n) 
for failure to reveal facts material in 
light of “triggering” nutritional repre
sentations. (The addition of a nutrient 
to a food product results in a “trig
gering” nutrition claim or information 
because the presence of the nutrient 
ingredient must be declared in the 
labeling in the list of ingredients, as 
required by 21 U. S. C. 343<i)(2)).

See discussion of this premise in 38 
F, R. 2125 (Jan. 19, 1973). While con
sumers have occasionally asked that 
the, FDA require nutrition labeling on 
all foods, it is doubtful that this prem
ise, at least, could be used to justify 
such a requirement, e. g.. if no vitamin, 
mineral or protein is added to canned 
applesauce and no nutrition claim or 
information is included in labeling or 
advertising, it becomes difficult to argue 
that the failure to provide nutrition 
information causes the food’s labeling 
to be misleading.

12 21 U. S. C. 343(i) (1).
13 21 U. S. C. 371(a), quoted in rele

vant .part in footnote 11.
“ 21 CFR 102.5, 102.19 (formerly 21 

CFR 102.1, 102.2), 38 F. R. 6964 (March 
14, 1973).15 21 CFR 102.26(a)(1) (formerly 21 
CFR 102.11(a)(1)), 38 F. R. 20742 
(Aug. 2, 1973).

18 Proposed 21 CFR 102.22, 39 F. R. 
20892 (June 14, 1974).
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C olum bia.17 T he plain tiff in th is case, a trade association represen ting  
m anufacturers of frozen foods, has appealed the decision upholding 
the regulations, and the m atte r is now pending before the U nited  
S ta tes C ourt of A ppeals for the D istric t of Colum bia C ircuit. A s
sum ing the regula tions are sustained on appeal, the F D A  can be 
expected to p rom ulgate  com m on or usual nam es for additional foods 
in the future.
N u trition al Q uality  G uidelines

F D A  regu lations provide for the  estab lishm ent of “nu tritional 
quality  gu idelines” for particu la r foods.18 A nu tritional quality  gu ide
line prescribes the  m inim um  level or range of n u trien t com position 
(nu tritio na l quality ) appropria te  for a given class of food. T he reg u 
lations provide th a t a food which com plies w ith all of th e  requirements 
of an applicable nutritional quality  guideline m ay bear a  label s ta tem en t 
drat the product “P R O V ID E S  N U T R IE N T S  IN  A M O U N T S  A P P R O 
P R IA T E  F O R  T H IS  CLA SS O F  FO O D  AS D E T E R M IN E D  BY 
T H E  U. S. G O V E R N M E N T .”19
Im ita tion  Policy

T he F D C  A ct provides th a t a food which is an “ im ita tio n” of an 
o ther shall clearly  ¡be labeled as such .20 T he F D A  has concluded th a t 
the “ im ita tio n” section of the  Act should not be in terp reted  so as to  
becom e a trade barrie r which m ight p resen t a serious obstacle to  the 
developm ent and m ark etin g  of new  su b stitu te  food products w ith 
sound nutritional content. (Indeed in light of the connotations of in
feriority applicable to the term “imitation,” it might be misleading to 
consum ers to require th a t a new su b s titu te  food be labeled as an 
“ im ita tion” if it is nu trition ally  equivalent— or superior— to its trad i
tional counterpart.)

Pursuant to this policy (and a policy favoring informative labeling) 
the F D A  has prom ulgated  a regula tion  providing, inter alia, that a food 
which su b stitu tes  for and resem bles ano th er food m ust be labeled as 
an “imitation” if it is nutritionally inferior to  the other food, bu t th a t

17 American Frozen Food Institute v. 
Mathews, 413 F. Supp. 548 (DC DofC
1976). appeal pending. (The Court also
uoheld a common or usual name regula
tion requiring that seafood cocktails de
clare, as a part of the name, the per
centage by weight of seafood ingredient 
contained in the product.)

18 21 CFR 104.5, 104.19 (formerly 21 
CFR 100.1, 100.2), 38 F. R. 6969 (March 
14. 1973).

19 At the present time, the only food 
for which a nutritional quality guideline 
has been established is “frozen ‘heat and 
serve’ dinners.” 21 CFR 104.47 (former
ly 21 CFR 100.5), 38 F. R. 6969 (March 
14. 1973).

20 21 U. S. C. 343(c).
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a  food which su b stitu tes  for and  resem bles ano th er food need not be 
labeled as an “im ita tio n” if (1) it is no t nu trition a lly  inferior to the 
food for which it su b stitu tes  and w hich it resem bles and (2) it bears 
an app ropria te  nam e w hich accurate ly  identifies or describes its basic 
n a tu re .21 O bviously, the  F D A  in tended th is “ im ita tion” regulation  
to  have a “ c a rro t” effect to  encourage th a t a new  su b stitu te  food be 
formulated so as to  be nutritionally equivalent to its traditional counter
part in o rder to avoid pejorative  “ im ita tio n” labeling .22

T he F D A ’s “ im ita tion” regulation  has been upheld by the  U n ited  
S ta tes  D istric t C ourt for the D istric t of Colum bia and, on appeal, by 
the United States Court of Appeals for the District of Columbia Circuit.23
G eneral P rincip les G overning th e  A ddition of N u trien ts  to Foods

T he F D A  has also proposed “general princip les” to  govern  the 
addition of n u trien ts  to  foods.24 T he goal is estab lishm ent of ru les to 
determ ine w hen fortification o f foods w ith vitam ins, m inerals a n d /o r  
p ro te in  is nu trition a lly  app ropria te  and to  encourage th a t only n u tri
tionally  ra tional fortification practices are undertaken .25

Problems for the FDA:
The Limitations of Present Programs

T he F D A ’s p resen t “nu trition  regu la tio n” program s, discussed 
above, do not necessarily assure the  nu tritional quality  of the  American 
food supply.

Consider a hypothetical s ituation  which is not a t all fanciful, and 
w hich illu stra tes  the  problem s the F D A  m ay face in the near future. 
L e t us, first, accept the premise that cheese is a basic and im p ortan t 
com ponent of the A m erican food supply. A ccepting the im portance of

21 21 CFR 101.3(e) (formerly 21 CFR 
1.8(e), 38 F. R. 20702 (Aug. 2, 1973).

22 On the other hand, at least one 
manufacturer appears to have chosen to 
employ “imitation” labeling for a product 
—'“imitation mayonnaise”—which ap
pears to be nutritionally equivalent to 
its traditional counterpart and might 
thus have been labeled with another 
name.

23 Federation of Homemakers v. 
Schmidt, 385 F. Supp. 362 (DC DofC 
1974), affd. 539 F. 2d 740 (CA DofC 
1976).

24 Proposed amendments to 21 CFR 
104.5 (formerly 21 CFR 100.1), 39
F. R. 20900 (June 14, 1974).

23 In addition to the six “nutrition 
regulation” programs discussed above, 
the FDA has established regulations 
governing the labeling and composi
tion of dietary supplements of vitamins 
and minerals and other foods which 
purport to be or are represented for 
special dietary uses (e. g., infant for
mulas), 21 CFR 105 (formerly 21 CFR 
80.1 and 125). However, while these 
regulations involve vitamins and minerals, 
they have little immediate relevance 
to new fabricated food products which 
substitute for and resemble tradition
al foods, but which are not offered 
for some special dietary use.
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cheese, let us suppose th a t a m anufacturer develops a new cheese 
sub stitu te  which has the appearance and taste  of high quality  cheese 
w ith tw ice the  shelf life and half the cost. Suppose, how ever, th a t the  
new  food, unlike cheese, contains no significant calcium  content, and 
th a t it provides ten tim es as m uch sodium  as w ould be provided by an 
equal serving of cheese. Suppose that the FDA becomes concerned that a 
significant segm ent of the A m erican population m ay be adversely- 
affected by use of th is product in sub stitu tion  for cheese, th a t is, sup
pose th e  FD A  discovers th a t older citizens who (1) w an t soft foods, 
(2) have lim ited incom es, (3) have previously consum ed cheese as a 
significant source of calcium, and (4) should avoid high in takes of 
sodium , are pu rchasing  the new product instead of cheese, and th a t the 
A gency concludes th a t these older citizens are thereby depriv ing th em 
selves of needed calcium  and exposing them selves inadvisedly to high 
in takes of sodium . Now let us consider the F D A ’s ex isting  program s 
for nu trition  regulation , and see w hether it w ould be able to  take 
effective action under any of these program s to prevent the adverse 
nu tritional im pact th rea tened  by the hypothetical cheese substitu te .

Standard of identity? The FD A  could prom ulgate  a standard  of 
iden tity  for “cheese sub stitu te  p ro d u c ts’’ estab lish ing  appropriate  
nu tritional requirem ents for th is class of food products. H ow ever, if 
a m anufacturer should decide, perhaps for reasons of cost or because 
of technological lim itations, no t to reform ulate his product to com ply 
w ith the nu tritional criteria  established by the standard , he would 
rem ain free to  sell the product as “ im itation cheese” w ithout im proving 
its nu tritional characteristics.26

Nutrition labeling? If a manufacturer of a cheese sub stitu te  product 
adds any v itam ins or m inerals to  the  product, or m akes any nu trition  
claim s on behalf of the product, nu trition  labeling will be required on 
the label, p u rsu an t to the F D A ’s nu trition  labeling regulation. H ow 
ever, under ex isting  regulations if a m anufac tu rer adds no nu trien ts  
and m akes no nu trition  claims, he m ay sell his p roduct w ithou t p ro
viding nu trition  labeling. F urth erm ore , even if nu trition  labeling does 
appear on the  product, our hypothetical older citizen m ay continue to 
purchase the less nutritious cheese substitute perhaps because the sub
stitu te  product is cheaper an d /o r  because the purchaser pays little  
a tten tion  to nu trition  labeling.

20 The courts have recognized that States. 340 U. S. 593 (1951) (“imita- 
a food product which resembles a tion jam ”); United States v. 856 Cases 
standardized food but fails to comply . . . Demi. 254 F. ;Supp. 57 (DC ND 
with the standard may be sold as an NY 1966) (“imitation margarine”), “imitation.” 62 Cases . . . Jam v. United
p a g e  476 fo o d  d r u g  c o s m e t ic  l a w  j o u r n a l — o c t o r e r , 1977



Common or usual name regulationf  The FD A  could promulgate a 
common or usual name for “cheese substitute products,” which m ight 
require ap p ro p ria te  nu trition al characteristics for foods bearing  that 
name ; but again, as in the case of a standard of identity, this would 
not appear to  p reven t a m anufac tu rer from selling  his product as an 
“im itation cheese” w ithou t im proving its nu tritional characteristics.

Nutritional quality guideline? The FD A  could promulgate a n u tr i
tional qu ality  guideline for cheese sub stitu te  p roducts, thereby  en 
courag ing m anufacturers to  form ulate such products in com pliance 
w ith the guideline in order to  be perm itted  to use the  label s ta tem en t 
th a t the product “P R O V ID E S  N U T R IE N T S  IN  A M O U N T S  A P 
P R O P R IA T E  F O R  T H IS  C LA SS O F  F O O D  AS D E T E R M IN E D  
BY T H E  U. S. G O V E R N M E N T .” But a manufacturer would remain 
free to  forego use of th is “stam p of app roval” and instead sell a less 
nu tritiou s product.

Imitation policy? The F D A ’s im itation  regulation , in effect, tells a 
m anufacturer of a cheese su b stitu te  p roduct th a t he m ay avoid im ita
tion labeling if he (1) fortifies his p roduct so th a t it is nutritionally 
equivalent to cheese and (2) employs an appropriately informative name. 
B u t a m anufactu rer is no t required to  take such action, and he m ay 
instead choose to continue m arketing  a nu trition ally  inferior substitute 
p roduct as an “ im ita tion .”

General principles? F inally , the F D A ’s proposed general principles 
to govern the addition of n u trien ts  to foods would, if finalized as 
proposed, establish approved rationales for the addition of nutrients to 
foods, but they would not require a manufacturer to fortify his product.

In sum m ary, the F D A ’s ex istin g  nu trition  regulation  program s 
m ight be used to encourage m anufacturers to produce, and consum ers 
to  select, a sub stitu te  cheese product w ith a sound nu tritional profile: 
bu t none of these program s w ould compel a m anufactu rer to  add cal
cium. or lim it sodium  conten t, o r even to reveal his p ro d u c t’s nutritional 
com position in labeling, if he chooses instead to sell his p roduct as 
“ im itation cheese” w ithou t m aking any nutrition claims.27

27 Of course, cheese substitute products 
have already appeared upon the m ar
ket. E. g.. a full page color advertise
ment announcing that “Kraft intro
duces Alamo, the imitation cheese that 
doesn’t taste like an imitation” ap
pears on page 73 of the. February 
1977 issue of Food Product Develop
ment.

In a petition filed with the FDA. 
Anderson Clayton Foods states as fol
lows :

“Anderson Clayton Foods has for a 
number of years marketed under the 
brand name ‘Unique’ a series of prod
ucts designed to serve as substitutes 
for cheese. To satisfy its own market - 

(Contimied on next page.)
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New Regulatory Approaches
If the FD A  should conclude that one or more new substitute foods 

may have a significant adverse impact upon the nutritional quality of the 
A m erican food supply, th a t is, if the ex istin g  regu la to ry  program s 
discussed above should no t be sufficient to  avoid such a situation , the  
question na tu ra lly  arises: Is  there any w ay the FD A  can take effective 
action un der ex isting  s ta tu to ry  au th o rity  to  correct such a situation? 
F o u r possibilities, at least, come to mind.
E x p a n s i o n  o f  N u t r i t i o n  L a b e l i n g  R e q u ir e m e n t s

(a) N u trition  labeling for “ im ita tio n” foods.
T he nu trition  labeling regulations m ight be am ended to require 

th a t “ im ita tio n” foods bear such labeling. T his would, of course, be an 
expansion of the existing  regulations, which p resen tly  require n u tri
tion  labeling only if a nu trien t is added to a food or if nu trition  claim s 
are m ade on its behalf. N evertheless, the FD A  m ight conclude th a t 
the labeling of an “ im ita tio n” food product is m isleading to consum ers 
unless it advises them  of the nu tritional value of the food.28 The Agency 
could then am end its nu trition  labeling regulations to require th a t all 
im itation foods bear nu trition  labeling.29
(Footnote 27 continued.) 

ing objectives and, more recently, to 
avoid nutritional inferiority as defined 
in FDA’s ‘imitation’ labeling rule, 21 
CFR § 1.8(e) [note: now recodified 
ns 21 CFR 101.3(e)], the Company 
lias added to these products the nu
trients necessary to make them nutri
tionally equivalent to cheese. Thus 
fortified. Unique cheese analogues have 
been widely used by other manufac
turers to replace all or part of the 
cheese component of such foods as 
macaroni and cheese, pizza, and 
Mexican-style dishes.
"When marketed solely for use as in
gredients in other foods, Unique 
products are, of course, exempt from 
nutrition labeling under 21 CFR § 1.17 
ill) (8) [note: now recodified as 21 
CFR 101.9(h)(8)], Because Unique 
products are not standardized, how
ever, their use by food processors does 
trigger the nutrition labeling require
ment for the final food in which they 
are used. Either lacking the necessary 
economic or technical capability to 
analyze their finished products for the 
full range of nutrients present or for
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valid marketing reasons, many of the 
Company’s customers have been un
able or unwilling to comply with 
FD A ’s nutrition labeling rule. Al
though it lias been reluctant to do so. 
Anderson Cla3'ton Foods has thus 
found it a commercial necessity to 
offer an unfortified, or ‘stripped,’ 
version of its Unique products.” 
Petition to Amend 21 C. F. R. Sec
tion 1.17 to Exempt Certain Foods 
from Nutrition Labeling Require
ments, Appendix B. dated Tune 10, 1974.
29 I. e„ the FDA might conclude that 

the labeling of a food denominated as an 
“imitation" is misleading for failure to 
reveal material facts, within the meaning 
of 21 U. S. C. 321 (n), unless it apprises 
the consumer of its nutritional value.

29 Alternatively, the FDA might con
clude that “imitation” labeling is proper
ly considered a “nutrition claim” (albeit 
a negative one) within the meaning of 
the FDA’s existing nutrition labeling 
regulations, and thus that nutrition label
ing is properly required of imitation 
foods by the existing regulations.
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I t  is of course possible th a t the F D A ’s au tho rity  to  require n u tr i
tion  labeling for imitation foods would be contested.30 F urtherm ore, 
even if nu trition  labeling  w ere required, its presence would not g u a r
antee th a t a consum er of the food w ould read it or ac t upon it. Even if 
nutrition labeling were required for “ imitation cheese” products, there 
w ould be no gu aran tee  th a t the existence of such labeling w ould solve 
the  problem  posed above.

(b) Inclusion of sodium  con ten t inform ation.
Info rm ation  w ith respect to  sodium  con ten t is no t presen tly  re 

qu ired  by the F D A ’s nu trition  labeling regu lations.31 Because of the 
im portance of control of sodium  in tak e  for m any persons, the  FD A  
m igh t am end its nu trition  labeling regulations to  provide th a t, w hen 
n u tritio n  labeling is required , in form ation w ith respect to sodium  con
ten t m ust be provided.32

A f f ir m a t iv e  W a r n i n g s
T he F D A  m ight prom ulgate  new  regulations to require th a t an 

im itation  food bear a prom inent w arn ing  w ith respect to the na tu re  
of its inferiority. For exam ple, w ith respect to an “ im itation cheese,” 
consider the possible effect of requiring  a w arn ing  such as “T his 
p roduct fails to provide calcium , an essential n u trien t provided by 
cheese”33 or “T h is p roduct provides excessive am ounts of sodium  as

30 E. g., in light of the fact that the 
FDA’s (premise for requiring nutrition 
information is that labeling is mislead
ing in the absence of the information, 
food industry lawyers might argue that 
the absence of such information is not 
misleading in the case of a food labeled 
as an “imitation” because the “imita
tion” terminology sufficiently apprises 
the consumer of the fact of inferiority.

31 The regulations presently provide 
that “sodium content may also be de
clared . . .” [emphasis added], 21 CFR 
101.9(c)(6) (formerly 21 CFR 1.17(c)
(6)). When sodium is declared, the 
information on sodium required by 21 
CFR 105.69 “Foods used to regulate 
sodium intake” (i. e., “a statement of 
the number of milligrams of sodium 
in 100 grams of such food and a state
ment of the number of milligrams of 
sodium in a specified serving of such 
food”) is necessary. 21 CFR 101.9(c)
(-6) (iv).

32 The FD A ’s proposal to establish 
a common or usual name regulation 
for plant protein products notes that 
“the sodium content of a finished food 
containing a plant protein product may 
be significantly greater than that of 
the food made with the traditional pro
tein source which has been extended 
or replaced.” 39 F. R. 20894 (June 14, 
1974). The proposal includes a provi
sion to require declaration of sodium 
content when the substitution of a 
light protein product for meat, seafood, poultry, eggs, or cheese results 
in a significant increase in sodium con
tent. See proposed 21 CFR 102.22(g). 
39 F. R. 20895 (June 14, 1974).

33 Cf. 21 CFR 100.155 (formerly 21 
CFR 3.87) “Salt and iodized salt.” 
Inter alia, this regulation provides that 
salt for human food use to which 
iodide has not been added shall bear 
the statement “This salt does not pro
vide iodide, a necessarv nutrient.” 21 
CFR 100.155(b).
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compared with cheese."31 * * 34 The FDA might ju stify  regulations requ ir
ing such w arnings on th e  prem ise th a t the labeling of a sub stitu te  
food product is m isleading unless it affirm atively advises consum ers 
of significant differences betw een it and the food for which it sub sti
tu tes  and which it resem bles.
P r o m u l g a t i o n  o f  a  S t a n d a r d  o f  I d e n t i t y  o r  C o m m o n  o r  U s u a l  N a m e  
R e g u l a t i o n  f o r  a n  “ I m i t a t i o n ” F o o d

T he FD A  m ight prom ulgate  a s tandard  of iden tity  or a com m on 
or usual nam e regulation  for an “ im ita tio n” food product such as “ im i
tation  cheese/' establishing certain nutritional requirements, and then 
argue th a t it w ould be illegal to  sell an “im ita tion" th a t failed to  com 
ply w ith the regula tion .35

H ow ever, it is not clear w hether the F D A  has the au tho rity  to 
im pose such requirem ents w ith respect to a p roduct labeled as an 
“ im ita tio n”. T he Suprem e C ourt has recognized th a t in ferio rity  is a 
basic characteristic  of a food labeled as an “ im ita tion ,”36 and a U nited  
S ta tes d is tric t court has held th a t the FD A  m ay not s tandard ize  an 
im itation product and then  ban from the m arket all o ther sim ilar sub
stitu te  foods by m eans of an argum en t th a t the o ther foods fail to 
com ply w ith the standard  of iden tity  for the im itation product.37

31 Arguably, a substitute food which 
contains significantly more sodium 
than, the food for which it substitutes 
and which it resembles should be 
deemed to be nutritionally inferior and 
thus an imitation. Ct. 21 CFR 101.3
(e)(4) (formerly 21 CFR 1.8(e)(4)). 
With respect to labeling concerning 
sodium content, see also footnote 32 
supra.

3,’21 U. S. C. 343(g)(1) provides that 
a food shall be deemed to be mis
branded “ If it purports to be or is
represented as a food for which a 
definition and standard of identity has 
been prescribed bjr regulations . . . un
less . . .  it conforms to such defini
tion and standard . . .” 21 U. S. C. 
343(b) provides that a food shall be 
deemed to be misbranded “If it is of
fered for sale under the name of an
other food.”

36 62 Cases . . . Jam v. United States, 
supra, 340 U. S. at 600.

37 United States v. 856 Cases . . . 
Demi, supra. The product involved in 
Demi was a reduced fat margarine sub

stitute labeled as “imitation marga
rine”. The. Government argued that it 
had established a standard of identity 
for products which imitated butter, 
i. e. the standard of identity for "m ar
garine”, and that all products which 
substituted for or resembled butter 
hut were not butter must comply witli 
the standard of identity for margarine. 
The Court ruled that it was legal to 
sell as “imitation margarine” a product which failed to comply with the stan
dard of identity for margarine in that 
it had less fat than was required by 
the standard. The product was found 
not to be misleading, and no issues 
of human safety were involved.

Demi may not be a particularly strong 
precedent for prohibiting standardization 
of an imitation food if such standardiza
tion can be shown to be needed to pre
vent misleading labeling or for reasons 
of safety. The United States Court of 
Appeals for the Third Circuit has ob
served. with respect to the FDA's au
thority to establish a standard of iden- 

(Continued on next page.)
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F urtherm ore, the  effect of such a regulation  would be, to som e degree 
a t least, to require th a t the im itation  p rod uct not be nu trition ally  in 
ferior, which w ould appear to be inconsisten t w ith the F D A ’s defini
tion of an “ im ita tio n” as a nu trition ally  in ferio r product.38
I n c r e a s e d  R e s t r i c t i o n s  o n  U s e  o f  F o o d  A d d i t i v e s  t o  P r e v e n t  N u t r i 
t i o n a l  D e g r a d a t io n  o f  t h e  F o o d  S u p p ly

The FD C  A ct provides th a t it is illegal to use a food additive 
except in a m anner consistent w ith an approving  food additive regu
lation .39 The A ct fu rth er provides th a t a food additive regula tion  shall 
lim it use of th e  additive to “ the conditions under which such additive 
m ay be safely used .”40 T rad itionally , in enforcing th is provision of 
the Act. the FD A  has th ou gh t of safe ty  in term s of toxicity , th a t is, 
speak ing generally , if a food additive has been show n to accomplish 
its in tended technical or functional effect, or if it “w orks” as a pre
servative. stabilizer, em ulsifier, etc., and if it has been shown not to 
pose problem s of acute or chronic toxicity  at the level of in tended use, 
the FD A  has approved use of the additive.

I t  is likely th a t m ost new fabricated food products th a t sub stitu te  
for and resem ble trad itional foods are dependent upon the  use of one 
o r m ore food additives. T he F D A  could expand its concept of “safety” 
w hen im posing restric tions on the use of food additives in such food 
products. F o r exam ple, the F D A  could revise pertinen t food additive 
regu la tions to  require th a t the additives not be used in the  production 
of a cheese su b stitu te  unless the sub stitu te  is fortified to provide as 
m uch calcium  as cheese (or, no m ore sodium  than cheese) on the 
prem ise th a t o therw ise the  use of the  additives w ould no t be safe for 
the A m erican public. In o ther w ords, the FD A  could revise its con
cept of safety under the food additive provisions of the FD C  Act to
tFootnote 37 continued.) 
tity. that “One making a rule for the 
future which in practical effect will de
termine whether millions of people shall 
eat something every day may reasonably 
refuse to subject the general public to 
even slight risks and small deceptions.” 
Atlas Powder Co. v. Ewing, 201 F. 2d 
347. 355 (CA-3, 1952), cert. den. 345 
U. S. 923 (1953). Cf. National Nutri
tional Foods Assn, v. FDA, 504 F. 2d 
761, 777-781 (CA-2 1974), cert. den. 420 
U. S. 946 (1975).

38 Alternatively, the FDA might rely 
on 21 U. S. iC. 341 to establish a stan
dard of quality for “imitation cheese

products” and require, pursuant to 21 
U. S. C. 343(h) (1), that imitation cheese 
products falling below the standard bear 
a label statement of substandard quality. The FDA proposed regulations of this 
type for imitation milk products in 33 
F. R. 7456 (May 18. 1968) and 34 F. R. 
15657 (Oct. 9, 1969), but the proposal 
was withdrawn by a notice in 35 F. R. 
8584 (Tune 3, 1970) because “the pro
duction of the foods to which the pro
posed standards would apply has steadily 
declined and is now negligible.”

3»21 U. S. C. 321 (s), 342(a)(2 )(C ), 
348.43 21 U. S. C. 348(c)(1)(A).
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proh ib it use of a food additive which m ay have considerable adverse 
im pact upon the nu tritional quality  of the A m erican diet.
N e w  L e g i s l a t i o n

E ach of the suggestions ou tlined above w ould be a response under 
the  F D A ’s ex isting  s ta tu to ry  authority . T he tim e m ay have come, 
how ever, for the F D A  to consider going to  C ongress to  seek m ore 
au tho rity  in order to  enable the  A gency to cope m ore efficiently and 
effectively w ith any prospect of significant nu trition al degradation  of 
the A m erican food supply. F or exam ple, the  FD A  m ight seek explicit 
au th o rity  from  C ongress to  estab lish m andatory  nu trition al criteria, 
which could no t be avoided by “im ita tio n” labeling, for substitute foods 
which are used in place of im p ortan t trad itional com ponents of the 
d iet and w hich m ight, in the  absence of m andatory  controls, have a 
significant adverse im pact on the nu tritional quality  of the  American 
food supply.

Some Final Comments
T he sum of m y foregoing rem arks is th a t first, the  F D A ’s ex isting  

regu la to ry  program s w ith respect to  nu trition  m ay not be sufficient to 
assure  th a t significant nu tritional degradation  of the A m erican food 
supply will not re su lt from th e  appearance of new  fabricated  food 
products which su b stitu te  for and resem ble trad itio nal articles of food, 
bu t second, there are som e new  regu la to ry  approaches the F D A  could 
pursue to respond to a serious prospect of nu tritional degradation.

In  closing, let me em phasize th a t w hether the F D A  undertakes 
new  regu la to ry  program s will be determ ined by  w hether it perceives 
a  need to  undertake such action. T he only reason th a t the  Agency’s 
law yers have occasion to  be g iving serious th o u g h t to  such regulation 
is th a t the F D A ’s B ureau of Foods is presen tly  concerned abou t the 
appearance of new sub stitu te  food products. The B ureau anticipates 
considerable proliferation  of new  su b stitu te  foods in the A m erican 
diet in the years ahead, and B ureau adm in istra to rs  are ask ing  th e ir  
law yers to consider possible regu la to ry  op tions to assure against deg
radation  of the nu tritional quality  of the A m erican food supply.

I t  seem s to me th a t in circum stances such as these, communication 
betw een the indu stry  and the FD A  becom es very  im portan t. T he  food 
in d u stry  w ould be well advised to apprise itself of the  F D A ’s concerns 
and to  keep the  F D A ’s B ureau of F oods41 inform ed of the  directions

41 And in particular, the Office of 
the Associate Bureau Director for Nu
trition and Consumer Sciences.
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the in du stry  is pu rsu ing  w ith respect to new su b stitu te  food products. 
If the food indu stry  has reason to believe th a t new  su b stitu te  food 
products will not have significant adverse im pact upon A m erican nu 
trition , the FD A  should be advised of any relevan t data. In any event, 
the food in du stry  should be aw are th a t the F D A ’s n u tritio n ists  and 
their colleagues are  presen tly  looking ahead w ith concern in respect 
to these new  su b stitu te  food products, and the industry  would be well 
advised to a ttem p t to  un derstan d  and address th is concern because, if 
not allayed, it m ay well lead to increased regulation . [The End]

EIGHT SKIN TESTS FLUNK REVIEW PANEL 
APPRAISAL: OTHERS FOUND EFFECTIVE

Based on the recommendations and findings of an advisory review 
panel on the safety, effectiveness, and labeling of skin test antigens, 
the Food and Drug Administration (FD A ) will propose, on or before 
October 31, 1977, to revoke the licenses of eight skin tests used to 
detect a variety of medical conditions. An opportunity for a hearing 
will he offered. The products in question are used to test for past 
and present infections of tuberculosis, lymphogranuloma venereum, 
mumps, and susceptibility to diphtheria. According to the panel 
report, current data is not sufficient to classify the tests as safe and 
effective and they should he removed from the market.

In addition to recommending revocation of the eight skin tests, the 
panel also declared that five tests used to detect tuberculosis are safe 
and effective, and that additional effectiveness studies are required for 
six other tests. Licenses for four tests included in the review of the 
23 tests submitted have already been revoked by the FDA. based on 
their apparent lack of effectiveness. The Agency noted that, while 
there are no other tests on the market to replace the lymphogranuloma 
venereum, trichinosis, and mumps skin tests, physicians can use other 
diagnostic methods, which are more reliable in the detection of 
these infections.

Comments on the panel's report and its proposed implementation 
by the FDA may be submitted on or before November 29. 1977.

CCH F ood D rug Co sm etic  L aw  R eporter, 45,515
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FOOD AND DRUG ADMINISTRATION 
ANNUAL REPORTS 1950-1974

In 1951 Commerce Clearing House, Inc., published a volume in 
the Food Law Institute series entitled Federal Food, Drug, and 
Cosmetic Law, Administrative Reports: 1907-1949. Now available in 
similar format is a successor volume—Food and Drug Administration 
(FD A) Annual Reports: 1950-1974. A Foreword by former Com
missioner Alexander M. Schmidt, M. D.. describes the book as “FD A ’s 
own story of its problems and accomplishments.” An Introduction by- 
FDA Historian Wallace F. Janssen reviews the historical develop
ment of the Agency and the major programs and trends in food 
and drug law enforcement. This 1138-page volume compiles a quarter 
century of Annual Reports of the Food and Drug Administration. It 
constitutes a basic historical reference book on the Federal Food, Drug, 
and Cosmetic Act and related statutes, and it contains much informa
tion not available, from other sources. The Annual Reports follow the 
structure of the Act itself and they trace developments with respect 
to changes in food and drug laws and regulations, scientific develop
ments. appropriations, enforcement statistics, and significant court 
cases and judicial decisions. The book is a valuable, addition to any 
food and drug law library. It may be purchased for $13.00 from the 
Superintendent of Documents, U. S. Government Printing Office, 
Washington, D. C. 20502. (Stock Number: 017-012-00235-8.)
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