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Ibod-Biug-Cosmetic Law
-----------------------------------------------------------------------------------------

''Cosmetic” or "Drug”—
The Minotaur’s Labyrinth

By V IN C EN T  A . KLEINFELD

This Paper Was Presented at the Semi-Annual Scientific Meeting of 
the Society of Cosmetic Chemists in New York City in May, 1967. Mr. 
Kleinfeld Is a Member of the District of Columbia Bar Association.

I A S S U M E  T H A T  M O S T  O F  U S  a r e  g e n e r a l l y  f a m i l i a r  w i t h  t h e  
p r o v i s i o n s  o f  t h e  F e d e r a l  F o o d ,  D r u g  a n d  C o s m e t ic  A c t  d e a l i n g  

w i t h  c o s m e t i c s .  A  b r i e f  r e s u m e ,  h o w e v e r ,  m a y  b e  h e l p f u l  in  r e f r e s h 
i n g  o u r  r e c o l l e c t i o n .  A  c o s m e t i c  i s  m i s b r a n d e d ,  a s  a r e  t h e  o t h e r  c a t e 
g o r i e s  o f  p r o d u c t s  c o v e r e d  b y  t h e  s t a t u t e ,  i f  i t s  l a b e l i n g  i s  f a l s e  o r  
m i s l e a d i n g  in  a n y  p a r t i c u l a r  a n d  u n l e s s  i t s  l a b e l  s e t s  f o r t h  t h e  n a m e  
a n d  p l a c e  o f  b u s i n e s s  o f  t h e  m a n u f a c t u r e r ,  p a c k e r  o r  d i s t r i b u t o r  a n d  
a n  a c c u r a t e  s t a t e m e n t  o f  t h e  q u a n t i t y  o f  t h e  c o n t e n t s .  A n y  i n f o r m a 
t i o n  r e q u i r e d  b y  t h e  A c t  t o  a p p e a r  o n  t h e  l a b e l  o r  l a b e l i n g  m u s t  a p 
p e a r  p r o m i n e n t l y ,  a n d  w i t h  s u c h  c o n s p i c u o u s n e s s  a n d  in  s u c h  t e r m s  
a s  t o  r e n d e r  i t  l i k e l y  t o  b e  r e a d  a n d  u n d e r s t o o d  b y  t h e  o r d i n a r y  i n 
d i v i d u a l  u n d e r  c u s t o m a r y  c o n d i t i o n s  o f  p u r c h a s e  a n d  u s e .

T h e  c o n t a i n e r  o f  a  c o s m e t i c  m u s t  n o t  b e  s o  m a d e ,  f o r m e d  o r  f i l l e d  
a s  t o  b e  m i s l e a d i n g .  T h e  S e c r e t a r y  i s  a u t h o r i z e d  t o  p r o m u l g a t e  r e g u 
l a t i o n s  e x e m p t i n g  f r o m  t h e  l a b e l i n g  r e q u i r e m e n t s  o f  t h e  s t a t u t e  c o s 
m e t i c s  w h i c h ,  in  a c c o r d a n c e  w i t h  t r a d e  p r a c t i c e ,  a r e  t o  b e  p r o c e s s e d ,  
l a b e l e d ,  o r  r e p a c k e d  i n  s u b s t a n t i a l  q u a n t i t i e s  a t  e s t a b l i s h m e n t s  o t h e r  
t h a n  t h o s e  w h e r e  o r i g i n a l l y  p r o c e s s e d  o r  p a c k e d ,  o n  t h e  c o n d i t i o n  t h a t  
t h e  c o s m e t i c s  a r e  n o t  a d u l t e r a t e d  o r  m i s b r a n d e d  w h e n  t h e y  a r e  r e 
m o v e d  f r o m  t h e  p r o c e s s i n g ,  l a b e l i n g  o r  r e p a c k i n g  e s t a b l i s h m e n t .
PAGE 3 7 6  FOOD DRUG COSM ETIC LAW  JO U R N A L ----JU L Y , 1 9 6 7



A cosmetic is adulterated if it contains any poisonous or deleteri
ous substance which may render it injurious to users under the condi
tions of use set forth in the labeling or under customary or usual con
ditions. There is a specific exception, however, with respect to coal- 
tar hair dyes. If these dyes bear or contain any such poisonous or 
deleterious substance, they may still be m arketed if the label bears 
a caution, which m ust be “conspicuously displayed,” tha t the product 
may cause skin irritation on certain individuals and that a preliminary 
test of the product should first be made, and directing that the product 
m ust not be used for dyeing the eyelashes or eyebrows—“to do so 
may cause blindness.” The labeling (not necessarily the label) must 
contain adequate directions for the testing. ( I t  is im portant to realize 
that the term “hair dye” does not include eyelash or eyebrow dyes.) 
I t may be noted that, throughout the years since the passage of the 
Federal Food, D rug and Cosmetic Act in 1938, many in the cosmetic 
industry have been of the opinion, a firm but erroneous one, that the 
label of every coal-tar hair dye m ust contain the caution statem ent 
to which I have adverted. This is not so. A careful reading of the 
applicable section (601(a)) will reveal that the requirement is directed 
to a coal-tar hair dye which contains a poisonous or deleterious sub
stance which may render the product injurious to consumers.

A cosmetic is also deemed to be adulterated, again as in the case 
of drugs and foods, if it consists in whole or in part of any filthy, 
putrid or decomposed substance, or if it has been prepared, packed 
or held under insanitary conditions, or if its container is composed 
of any poisonous or deleterious substance which may render the prod
uct injurious to health.

The Color Additive Amendments of 1960 added new and impor
tan t provisions to the Act with respect to color additives, and the Act 
provides, in part, that a cosmetic is violative of the law if it is not a 
hair dye and it is or contains an unapproved color additive. Inas
much as the Color Additive Amendments are not in reality being 
enforced because the applicable regulations of the Food and D rug 
A dm inistration (FD A ) have been attacked in the courts, I shall not 
discuss the Amendments. A study of them and of the applicable legis
lative history, as well as of the scope and extent of the pertinent 
regulations issued by the FDA, should make an interesting paper by 
itself, if only to reveal w hat an administrative agency, by regulation, 
can do to and with a law.
“ c o s m e t i c ”  o r  “ d r u g ” p a g e  3 7 7



Liability of M anufacturer or Distributor
There are two extremely im portant factors which should cause 

those in the cosmetic industry to proceed most carefully before m ar
keting a product. A cosmetic manufacturer or distributor may be con
victed of having violated the Act regardless of intent, motive, or 
even consciousness of wrongdoing. The extent of this liability is 
highlighted by a case which went to a high court a few years ago. 
The defendant, a distributor of cosmetics, entered into a contract with 
“H ” whereby “H ” agreed to manufacture, place in packages, and dis
tribute to defendant’s customers hair lacquer pads. The defendant 
supplied “H ” with jars, caps and labels, and “H ” impregnated the 
pads with a shellac lacquer approved by defendant, placed the pads 
in labeled jars bearing defendant’s name, and shipped the packages 
in accordance with directions furnished by defendant. A sample sub
mitted by “H ” was tested by the defendant and found to be satis
factory. Later, without the defendant’s knowledge, “H ” substituted 
for the lacquer a gum which resulted in physical damage to a number 
of women using the pads. The defendant was prosecuted and found 
criminally liable for having procured the manufacture and distribu
tion in interstate commerce of a deleterious cosmetic. The court of 
appeals, in affirming the defendant’s conviction, held that a person 
who brings a product covered by the Federal Food, D rug and Cos
metic Act into commerce is bound to see to it that the commodity does 
not violate the provisions of the statute. The court declared that such 
a person owes a strong duty to the public, and that if he entrusts its 
performance to another, whether the other be an independent con
tractor or agent, he becomes criminally responsible for the failure of 
the person to whom he has delegated the obligation to comply with 
the law.

Further, a corporate officer, agent, or employee may personally 
be prosecuted and convicted for an illegal shipment by the corpora
tion even if he had no direct part in the transaction. He may be held 
criminally liable merely on the basis of having had a generally re
sponsible share in what took place. This absolute liability is bottomed 
on the philosophy that, in this most im portant field of consumer pro
tection, penalties serve as the effective means of regulation, and that 
for this reason the statute dispenses with the traditional requirement 
for criminal conduct, awareness of some wrongdoing. This is predi
cated on the proposition that, in the interest of the larger good, the 
Act puts the burden of acting at hazard upon a person otherwise in
PAGE 3 7 8  FOOD DRUG COSM ETIC LAW  JO U R N A L — JU L Y , 1 9 6 7



nocent but standing in responsible relation to a public danger. This 
fundamental policy viewpoint is readily understandable, but the 
hazard upon the manufacturer or distributor is a serious one and must 
be borne in mind by those who are either in or entering the field of 
cosmetics.

There is a further significant consideration to be borne in mind 
with respect to the Federal Food, D rug and Cosmetic Act. The 
courts have stated repeatedly tha t the primary purpose of the Act 
is not to protect dealers and experts but the public, and that in deter
mining whether a product is to be determined to be safe or dangerous, 
consideration must be given to the fact that it is to be consumed by 
the strong and weak, old and young, sick and well. I t  is also impor
tan t to comprehend that the statute condemns misleading, as well as 
false, statem ents, and that its purpose is to prevent deception from 
indirection or ambiguity. Thus, even if labeling contains no false 
statement, the product will be violative of law if the labeling creates 
a misleading impression.

The Act controls the “labeling,” but, with the exception of pre
scription drugs, not the “advertising,” of foods, drugs, devices, and 
cosmetics. Advertising is subject to the jurisdiction of the Federal 
Trade Commission under the Federal Trade Commission Act, but the 
line between labeling and advertising is by no means clear-cut. Label
ing is defined in the Federal, Food, D rug and Cosmetic Act as all 
labels and other written, printed, or graphic m atter upon any article 
or any of its containers or wrappers, or “accompanying” the article. 
Consequently, the interpretation of “accompanying” and “labeling” 
frequently is determinative of whether printed material referring to 
an article places the article, and its shipper, within the scope of 
the Act.

The courts, including the Supreme Court, have broadly construed 
the terms. The fact that a product is shipped at a different time, does 
not go over the same route, and is received at a different time from 
printed material, such as a circular, placard, or leaflet, does not mean 
that the product was not accompanied by the printed material if there 
is an interdependent relationship between the material and the product 
and both had a common origin and ultim ately became associated to
gether. For example, in a criminal prosecution, the Supreme Court 
held that booklets shipped a year and a half after a drug product had 
“accompanied” the product in interstate commerce, so that the ship
per could be convicted for having violated the Act by introducing into
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interstate commerce a drug which was misbranded because of false 
therapeutic claims made for it in the printed material.

Drug or Cosm etic?
It is vital to comprehend the importance of semantics in this 

field of law. The statute specifically defines “drug” and “cosmetic.” 
A product is not within the scope of the Act at all if it does not fall 
within one of the definitions. Frequently, a few misguided words may 
place under the coverage of the Act a commodity which would other
wise be free from its provisions. Similarly, some ill-chosen phraseol
ogy may convert into a drug a product which is essentially a cosmetic 
and which properly should not come within a drug classification. I t 
is the position of the FDA that a preparation may fall into more than 
one category, depending on its uses or intended uses as revealed in its 
labeling and advertising.

A face cream is a cosmetic, but becomes a drug if it is sold for 
the removal of wrinkles and crow’s feet resulting from the aging pro
cess. A tooth powder comes within the cosmetic category if offered 
for the purpose of keeping teeth clean and breath fresh. It will also 
be a drug if its labeling or advertising represents that it will directly 
reduce the incidence of dental decay. An obvious indication of the 
difficulty in attem pting to determine, with any degree of certainty, 
what the reaction of the FD A  will be to a particular product or cate
gory of products, or to particular language, is the regulatory proceed
ings instituted in the recent past against products offered for the 
tem porary concealment of wrinkles, on the ground that they were 
drugs and new drugs.

Some of the informal advisory opinions rendered in the past by 
the FDA with respect to whether a product was a cosmetic or a drug 
are interesting, although they are not of major assistance in establish
ing any real guidelines or criteria. I t  was held that a deodorant was 
a cosmetic, but became a drug if anti-perspirant claims were made. 
Depilatories were declared to be cosmetics, although it was “conceiv
able that such preparations may be represented in such a way as to 
class them as drugs.” Similarly, baby oil was stated to be a cosmetic 
“unless some claim is made for the article which will classify it as a 
drug.” Camphor ice, marketed for softening the lips, hands, and 
roughened skin, was held to fall into the cosmetic category. The FD A  
declared that soap, although exempted by the Act from the definition 
of a cosmetic, might become a drug if claims which amounted to
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therapeutic representations were made on its behalf. Cuticle removers 
were stated to be subject to the cosmetic provisions of the statute. 
And preparations offered for sunburn were stated to be drugs (there
fore new products of this character may be new drugs), although they 
are cosmetics if held out for their assistance in perm itting mad Amer
icans to obtain a tan.

It is obvious, from a study of these advisory opinions rendered in 
the past by the FDA, that the legal distinction between w hat makes 
a product a drug or a cosmetic is indeed a tenuous one. Generaliza
tions are particularly unsafe, and the only approach which makes any 
sense at all is one which requires the examination, in each instance, of 
the product which one intends to market, and particularly of every 
piece of its promotional material, including its advertising. Every word 
must be scrutinized.

As a generalization, however, it can be stated that products 
offered for their moisturizing, astringent, soothing, emollient, and 
lubricant properties would probably fall into the cosmetic category. 
Products offered for dryness, and to soften skin, may also, in my 
opinion, be deemed to be cosmetics. On the other hand, products 
offered as buffering agents, or for the the relief of itching or scaly 
skin, or for their antibacterial properties, or as an aid in clearing skin 
blemishes, or as a protection against environmental factors, including 
bacteria and chapping, would be considered to be drugs. I t  can readily 
be seen that the problem of whether a product is a cosmetic or a 
drug is a difficult one and one which must be approached with the 
greatest caution. Not only must the particular claim or representa
tion be carefully examined by itself, but also in context with the re
maining language of the promotional material.

In connection with the extremely difficult task of determining, in 
any instance, whether a product one wishes to market falls within 
the statutory definitions of a cosmetic or a drug, it is vital to keep in 
mind that, in the present regulatory W ashington climate, there is a 
growing tendency for the government to denominate everything as a 
drug and every drug as a new drug. Thus, one extremely im portant 
function of the alleged expert in this field, whether he be a chemist, 
dermatologist, or attorney, is to determine in w hat instances and 
under w hat circumstances should an opinion be requested from the 
FDA. Further, when one is not certain as to the category into which 
a product will fall (and this is more the rule than the exception), 
even greater care should be taken than in other situations to be reason
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ably certain that injuries will not occur. If there are injuries, even 
after the passage of years, the FDA may suddenly take the position 
that the product is a drug, and therefore an unapproved new drug, so 
that it (together with its shipper) violates the statute.

This would indeed appear to be a rather peculiar situation—that 
a product may be held and determined to be a drug rather than a 
cosmetic because of the fact that injuries have or have not occurred, 
particularly since a cosmetic (with certain exceptions with respect 
to coal-tar hair dyes) also is adulterated if it causes or may cause 
injury. Nevertheless, it is a fact of life that if a gray-area cosmetic 
is marketed and causes injury it may, by some governmental legerde
main, be metamorphosed into a drug.

Practical Differences
At this point the question may be asked as to w hat practical 

difference it makes whether a product is a drug or a cosmetic, since 
both fall under the coverage of the Federal Food, D rug and Cos
metic Act. There are vital distinctions, although, these disparities 
may disappear when (as appears inevitable) a “new cosmetic” amend
ment of the Act is enacted which will require preclearance of cos
metics by the FDA.

As the law stands now, however, the label of a cosmetic need not 
contain a listing of its active ingredients or, again with the exception 
of coal-tar dyes, the kinds of “adequate directions for use” which must 
be utilized for drugs. These differences, although important, are not 
vital. The really fundamental distinction is that, as indicated, the law 
does not provide that “new cosmetics” must obtain the prior approval 
of the FDA as to safety and, directly or indirectly, of effectiveness. If 
a drug is a “new drug,” however, a new drug application must be 
filed with the FDA after the expenditure of very considerable amounts 
of money before the product may be marketed. This approval, if in 
fact it is ultimately secured, is usually obtained after many, many 
frustrating months and perhaps years have passed.

As indicated, in practically every instance the FD A  declares (if 
its opinion is requested) that a product which one proposes to place on 
the market is a “new drug,” thus subjecting it to the prior approval 
of and continuous scrutiny by the FDA. The reason that the FDA 
can take this usually adamant and unyielding position, even when it 
seems clear that the product is not a drug at all, let alone a new 
drug, is the vagueness and ambiguity of the statutory definition of a
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drug and new drug. I t  would be difficult to formulate language which 
is more vague and general. The Act defines a “drug,” in part, as 
articles recognized in the official United States Pharmacopeia, of
ficial Homeopathic Pharmacopoeia or National Formulary, “articles 
intended for use in the diagnosis, cure, mitigation, treatm ent or pre
vention of disease . . . ,” and (this is most im portant) articles “in
tended to affect the structure or any function of the body of man . . . .”

A “new drug” is a drug which is not generally recognized, by 
experts qualified by scientific training and experience to evaluate the 
safety and effectiveness of drugs, as safe and effective for use under 
the conditions prescribed, recommended, or suggested in its labeling, 
or any drug the composition of which is such that, as a result of in
vestigations to determine its safety and effectiveness for use under 
such conditions, it has become so recognized but has not been used 
to a material extent or for a material time under such conditions.

F .D .A .’s Basis for Decisions
I am frequently asked about the bases upon which the FDA reaches 

a decision that a product falls or does not fall under the definition of 
a new drug. One basis is a rather infuriating one. As I have indicated, 
if the question is posed to the FDA w hether a preparation is a new 
drug, you can rest assured that in practically every instance the an
swer will be in the affirmative. If this is so, then of course the in
quirer is stuck with the answer. The government appears to take the 
view that, if the question is propounded, there must be some doubt 
and, virtually by definition, the product involved is a new drag. This 
can hardly be said to be a legal or scientific approach to the problem, 
but there is no doubt that that situation exists.

I t  is easy for the government to rationalize this course of con
duct. If a commodity is classified as a new drug, tremendous informa
tion must be submitted to the government in the form of a new drug 
application, both with respect to the safety and effectiveness of the 
product. The data furnished to the government also includes the 
label and labeling which are to be u tilized ; and any changes in the 
label, labeling, or even advertising are subject to great control by the 
FDA. Further, if a preparation is a new drug, rather than a cosmetic, 
periodic reports must be made to the FD A  with respect to any mix- 
ups, complaints, injuries and the like. The scope of factory inspection 
is greatly augmented. Effectiveness of the product m ust be demon
strated. In this connection, take a look at most of the claims made on
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behalf of cosmetics at the present time and try  to visualize how many 
would pass the scrutiny of the gimlet-eyed officials of the FDA with 
respect to effectiveness. Certainly it is clear that, particularly with 
drugs and new drugs, so-called “seller’s puff” holds no place in the 
picture.

Theoretically, as a m atter of law, the manufacturer may make up 
his own mind as to whether a product he wishes to market falls within 
the statutory definition of a new drug, requiring the filing of a new 
drug application. If qualified and authoritative experts advise him 
that his preparation is generally recognized as safe and effective for 
use under the conditions for which the product is offered, it is not a 
new drug and, again as a m atter of strict law, there is no legal neces
sity for obtaining the prior clearance of the FDA. (W e m ust not 
forget, of course, that if the product is in reality a cosmetic and not a 
drug the new drug question does not arise at all). The difficulty 
is that, even if the manufacturer of a drug does obtain the opinions 
of a number of highly reputable and qualified experts, it is quite pos
sible that the FDA will prevail in regulatory proceedings against the 
product or against the manufacturer, or both, if the Agency can 
obtain the testimony of a couple of other qualified experts who fur
nish an opinion contrary to that of the m anufacturer’s experts.

There m ust always be borne in mind, the fact that, in litigation 
instituted by the FDA, the tendency of most courts is to accept the 
viewpoint of the government on the basis of the approach taken by 
the Supreme Court that the Federal Food, D rug and Cosmetic Act 
must be “liberally construed” so as to carry out its salutary purpose 
to protect the public. Thus, in a leading food and drug case which 
reached the Supreme Court many years ago, the Court stated in its 
opinion :

T h e  p u r p o s e s  o f  t h i s  l e g i s l a t i o n  t o u c h  p h a s e s  o f  t h e  l iv e s  a n d  h e a l t h  o f  
p e o p le  w h ic h ,  in  t h e  c i r c u m s ta n c e s  o f  p r e s e n t  i n d u s t r i a l i s m  a r e  l a r g e l y  b e y o n d  
s e lf  p r o t e c t i o n .  R e g a r d  f o r  t h e s e  p u r p o s e s  s h o u ld  in f u s e  c o n s t r u c t i o n  o f  th e  
l e g i s l a t i o n  if  i t  is  to  b e  t r e a t e d  a s  a  w o r k i n g  i n s t r u m e n t  o f  g o v e r n m e n t  a n d  n o t  
m e r e l y  a s  a  c o l l e c t io n  o f  E n g l i s h  w o r d s .

This is not to say that there are no instances in which a manu
facturer may take advantage of his statutory right to determine whether 
his product, which he firmly believes to be a cosmetic, is not a drug 
and therefore cannot be a new drug. If, from a practical viewpoint, he 
has had (as, of course, he should, no m atter how his product is de
nominated) appropriate tests conducted which reveal beyond any 
reasonable doubt that it will not cause injury to the public, and if all
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of his promotional material (advertising as well as labeling) has been 
reviewed with the greatest diligence to determine that no drug-like 
or therapeutic claim or representation is made for the product, he has 
the right to make a decision that it is a cosmetic and that there is no 
legal necessity for filing a new drug application or seeking the opinion 
of the FDA. The manufacturer, of course, m ust have some courage, 
for if he is wrong, dire consequences may ensue.

W hat I have said does not mean that no drug-like ingredient, 
under any circumstance, may be included in a cosmetic formulation. 
There is no question in my mind but that the problem to which I 
have adverted is increased in magnitude by the use of a drug ingre
dient in a cosmetic for technological purposes. An example is the 
utilization of an antibiotic or other antibacterial agent solely for its 
preservative effect. On the assumption again, however, that no hazard 
is presented by the use of the antibiotic or other drug ingredient, in 
my opinion it is a reasonable position, and one which can be taken 
under the Act, that this does not automatically convert the cosmetic 
into a drug if no drug claims whatever, direct or indirect, are made 
on behalf of the drug ingredient and it is clearly employed for a non
drug use.

Conclusion
I conclude by pointing out that frequently the cosmetic manufac

turer is caught between Scylla and Charybdis. On one hand he is 
faced with the expenditure of considerable sums of money, often the 
passage of inordinate periods of time, and the uncertainty as to 
whether his product will ever be approved by the FDA. On the other 
hand, if he makes the brave decision that his product is a cosmetic 
and not a drug or new drug, he faces a costly lawsuit, destruction of 
his product, and possible criminal prosecution if he has guessed wrong 
or been rash or badly advised. My concluding suggestion, therefore, 
is—be careful. [The End]

TIME EX TEN D ED  FOR CO M M EN TS O N  PRESCRIPTION  
DRUG A D V ER TISIN G
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o n  p r e s c r i p t i o n  d r u g  a d v e r t i s i n g  h a s  b e e n  e x te n d e d  f r o m  J u ly  22, 1967, 
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Similarities of and Differences 
Between the Food Laws 

of France and the United States
By J. P. K. V A N  DER STEUR

Dr. J. P. K. van der Sfeur Is a Member of the Food Law Ad
visory Committee, Nominated by the Queen (Holland) and an 
Advisor to the Council of Dutch Employers Organization for Food 
Law Problems. This Article Was Translated by Ann M. Wolf.

THE NAM ES OF TH E FRENCH L A W : “Law on the Repression 
of Frauds in the Sale of Goods and of Adulterations of Food Com
modities and Farm Products” and of the American Law : “Federal 

Food, Drug and Cosmetic Act and General Regulations for its Enforce
ment” already bring out a difference in the attitude towards the problems.

Distinctions have long been made between measures designed to 
protect the health and regulations intended to protect consumers from 
deceptions. At Ankara, Turkey, a stone from the year 2,000 B.C. with 
the following inscription was found in a museum of H ittite C u ltu re: 
“Thou shalt not poison the fat of thy neighbors. Thou shalt not cast 
a spell on the fat of thy neighbors.” Here we have the oldest food 
law in which we already find the distinction between protection of the 
health and honest trade practices.

At the outset, the Departm ent for the Repression of Frauds and 
Quality Control was meant to protect the consumer from fraudulent 
practices. Possibly, this difference in terminology is due to the more 
realistic state of mind of the French. The problems involving our 
health have gradually gained more and more importance, and at 
present, food regulations are being enacted only after an opinion has 
been obtained from the Superior Board of Hygiene and the Academy 
of Medicine. Americans have since the beginning of their legislation
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made a clear distinction between protection of the health and protec
tion from fraudulent practices.

Definition of a Food
We are going to compare the rules established in the two laws 

with regard to a certain number of im portant points. In the first place, 
we have to define what the countries understand by the term  “food 
product.”

The American legislation defines the term clearly and very broadly:
A r t i c l e s  u s e d  f o r  fo o d  o r  d r in k  f o r  m a n  o r  o t h e r  a n im a ls ,  c h e w i n g  g u m , a n d  

a r t i c l e s  u s e d  f o r  c o m p o n e n t s  o f  a n y  s u c h  a r t i c l e .

No official legal definition of the term “food” exists in France. 
According to Souverain, the following definition may be considered 
as rendering its meaning—in view of the opinions issued by a great 
number of physicians, hygienists and chem ists:

F o o d s  a r e  t h e  p r o d u c t s — g a t h e r e d  in  n a t u r e  a n d  a t  t im e s  t r a n s f o r m e d '—  
w h ic h  m a n  h a s  e m p i r i c a l l y  u s e d  f o r  c o n s u m p t io n  in  o r d e r  to  m e e t  t h e  e n e r g e t i c  
a n d  p la s t i c  r e q u i r e m e n t s  o f  h is  b o d y ,  w h ic h  m e a n s  h is  r e q u i r e m e n t s  in  c a lo r i e s  
a n d  m a t e r i a l s .  A  f o o d  is  a n y  m a t t e r  c o m in g  f r o m  n a tu r e ,  p r o c e s s e d  o r  n o t ,  
w h ic h  b y  lo n g  e x p e r i e n c e  h a s  b e e n  r e c o g n iz e d  a s  b o t h  g o o d  a n d  n e c e s s a r y  to  
a s s u r e  b y  i n g e s t io n  th e  d e v e lo p m e n t  a n d  s u s t e n a n c e  o f  t h e  c o r p o r e a l  l ife .

T h i s  d e f in i t io n  c o v e r s  t r a d i t i o n ,  u s a g e ,  l o n g  h u m a n  e x p e r i e n c e ,  o r  t h e  g u a r 
a n te e  t h a t  t h e  h i g h e s t  s c ie n t i f i c  a u t h o r i t i e s  h a v e  n o  o b j e c t io n  to  t h e  c o m p o s i t i o n  
o f  th e  fo o d .

In France, the products called “foods” are understood to comprise 
products which are essentially of nutritive value, as well as condi
ments and flavors whose nutritive value may be minimal or null. 
Rennet, blood, pectines, yeast, iodized salt, beverage powders, food 
colors, and the tap water used by the food industry are likewise con
sidered as foods. Gums and other products intended for chewing are 
not classified as “foods,” however, as they are in the United States, 
where also animal feed, which goes beyond the usual French accepta
tion of the term “foods,” is considered “food.”

In the United States, as in France, a clear distinction is made 
between foods and medicines: but in France, food commodities and 
beverages recommended because of their capacity of preventing or 
curing human diseases must be considered as medicines and may be 
sold only in pharmacies. As a result thereof, a food to which vitamins 
have been added in order to have it meet the requirements of a good 
food product, shall not have in its labeling any reference to such an 
addition. For instance, the addition of vitamins A and D to margarine
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intended to compensate for the lack of vitamins A and D in the diet— 
butter meets this need by the vitamins A and D naturally present in 
it, which are identical with the ones added to margarine—may be men
tioned only if the product with the added vitamins is sold in pharma
cies. In this respect, the American legislation, which considers such a 
declaration as normal and useful, is much more sensible.

Definition of Food Additive
In France, no legal definition exists for food additives. From the 

study published by two official French representatives under the title 
“Control of Food Additives in France’’ the conclusion must be reached 
that all added substances, and in particular pesticide residues, must 
be considered additives. Only a few additives, such as colors, are 
being considered as foods, but otherwise, this problem has never been 
solved clearly. AYe will later refer to the reasons why.

In America, Section 201 (s) of the law gives the following defini
tion of additives:

T h e  t e r m  “ fo o d  a d d i t i v e ” m e a n s  a n y  s u b s t a n c e  th e  i n te n d e d  u s e  o f  w h ic h  
r e s u l t s ,  o r  m a y  r e s u l t ,  d i r e c t l y  o r  in d i r e c t l y ,  in  i t s  b e c o m in g  a  fo o d  c o m p o n e n t  
o r  o th e r w i s e  a f f e c t i n g  t h e  c h a r a c t e r i s t i c s  o f  a  c e r t a in  fo o d .

T h e  t e r m  “ fo o d  a d d i t i v e ” d o e s  n o t  a p p ly  t o  s u b s t a n c e s  g e n e r a l l y  r e c o g n iz e d  
b y  q u a l i f ie d  e x p e r t s  t o  b e  s a fe  u n d e r  th e  c o n d i t io n s  o f  i t s  i n te n d e d  u s e . N o r  d o e s  
i t  a p p ly  to  p e s t ic id e  c h e m ic a ls ,  o r  to  s u b s t a n c e s  g e n e r a l l y  u s e d  in  f o o d s  b e f o r e  
J a n u a r y  1, 1958, t h e  n o n - h a r m f u ln e s s  o f  w h ic h  h a s  t h u s  b e e n  p r o v e d .  A n y  a d d i 
t i v e  u s e d  u n d e r  c o n d i t io n s  c o n t r a r y  to  t h e  o n e s  in d ic a te d  h e r e in  s h a l l  b e  d e e m e d  
to  b e  u n s a f e  a n d  a n y  f o o d  c o n t a i n i n g  i t  s h a l l  b e  c o n s id e r e d  a s  a d u l t e r a t e d  w i th in  
th e  m e a n i n g  o f  th e  la w .*

The American legislation actually considers food additives as 
foods. In his excellent article on additives, published in the May, 1966 
issue of Chemie et Industrie, Souverain said that in France
t h e  t h o u g h t  h a s  b e e n  to  p r o c e e d  f r o m  th e  n a tu r a l  c o m p o s i t i o n  o f  f o o d s  a n d  
t o  d e c la r e  a s  e x t r a n e o u s  a n y  e l e m e n t  p r e s e n t  in  f o o d s  in  a  m a n n e r  w h ic h ,  in  
n a t u r e  o r  q u a n t i t y ,  is  a b n o r m a l .  T o  r e c o g n iz e  a  c h e m ic a l  s u b s t a n c e  a s  a  food 
additive is  e q u iv a le n t  to  a d m i t t i n g  t h a t  t h i s  s u b s t a n c e  m a y  e x i s t  in  a  c e r t a in  
fo o d  in  a  g e n e r a l l y  l im i te d  p r o p o r t i o n  a n d  t h a t  i t  is  a l s o  a  n o r m a l  c o m p o n e n t  
o f  t h i s  fo o d .

T h e  a u th o r i z a t i o n  to  a d d  t o  t h e  s a m e  fo o d  t h i s  s a m e  c h e m ic a l  s u b s t a n c e ,  in  
t h e  s a m e  l im i te d  p r o p o r t i o n ,  b u t  a s  a  substance extraneous to the food, c e r t a in ly  
le a d s  t o  a c h ie v in g  t h e  a f o r e s a id  c o m p o s i t i o n ,  b u t  w i t h  a  r e s e r v a t i o n  in  s p i r i t  
a n d  in  l a n g u a g e .  I t  is  a  s u b s t a n c e  a d d e d  t o  t h e  fo o d , a n  a c c e p t a b le  a d d i t i v e ,  b u t  
s t i l l  a n  e x t r a n e o u s  e le m e n t .  I t s  p r e s e n c e  is  t o l e r a t e d  b e c a u s e  i t  is  a  u s e f u l  s e r 
v a n t ,  e v e n  t h o u g h  i t  d o e s  n o t  b e lo n g  to  t h e  “ f o o d ”  f a m ily .  A n d  i f  n e c e s s a r y ,  a

* N o t e  o f  t h e  T r a n s l a t o r :  A c t .  T h e  l a s t  s e n te n c e  is  b a s e d  o n
T h i s  is  a  “ d o c to r e d ” q u o ta t io n  f r o m  S e c t io n  409. 
t h e  F e d e r a l  F o o d ,  D r u g  a n d  C o s m e t ic
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p e jo r a t i v e  s ig n  w il l  b e  s t u c k  t o  it . I n  s h o r t ,  t h e  p r o d u c t  n a m e d  “ fo o d  a d d i t i v e ” 
is  in c lu d e d  in  t h e  in t i m a c y  a n d  m a k e - u p  o f  t h e  fo o d . T h e  p r o d u c t  n a m e d  
“a d d i t i v e  t o  t h e  f o o d ” is  t o l e r a t e d  a s  a  c o - e x i s t in g  s u b s t a n c e .

T h e  r e s u l t s  t o  w h ic h  th e s e  tw o  w a y s  o f  t h o u g h t  h a v e  le d  a r e  p e r f e c t ly  c le a r .  
I n  t h e  United States a n d  G r e a t  B r i t a i n ,  t h e y  h a v e  h u n d r e d s  o f  fo o d  a d d i t i v e s ,  
a n d  n e w  o n e s  a r e  a d d e d  c o n t in u o u s ly .  D o o r s  a r e  o p e n e d  f r e n e t i c a l l y  to  t h e  
m a n y  i n v e n t io n s  w h ic h  o u r  s t e a d i l y  e x p a n d i n g  k n o w le d g e  o f  c h e m ic a l  b o d ie s  
p e r m i t s  u s  t o  d e v e lo p  in  t h e  p r e p a r a t i o n  o f  fo o d s .  I n  France, a n d  s e v e r a l  o t h e r  
E u r o p e a n  c o u n t r i e s  ( G e r m a n y ,  I t a l y ,  B e l g i u m ) ,  t h e  b r a k e s  a r e  p u t  o n  a l m o s t  
c o n s t a n t l y ,  p e r m i t s  a r e  is s u e d  w i t h  m o d e r a t i o n ,  a n d  t h e  n u m b e r  o f  a d d i t i v e s  is  
l im i te d  t o  130 o r  ISO.

The American interpretation takes into account the modern ad
vances in the food industry, whose products m ust meet requirements 
which are made more stringent all the time. This applies to both 
preservability and usefulness for a specific purpose, and to the attrac
tion which the product has for the housewife. Especially during the 
last decades, this last factor has led to the growing production of 
ready-to-use products, because household help is becoming scarcer 
and scarcer. This evolution progresses in giant steps, which means 
that a constantly growing number of foods is being produced indus
trially and, in addition, must travel over greater distances. Due to in
dustrial processing and preservation, by sterilization or dehydration, 
for instance, substances which exist in the fresh food may be lost and 
must be replaced later. Moreover, all these modern products need 
more and more preservatives, antioxidants, emulsifiers and other addi
tives required for the products of tomorrow.

The preparation of all these products demands therefore more 
and more that we utilize the means offered by modern science. If we 
restrict the use of such means by authorizing food additives parsi
moniously, we give proof of a conservatism contrary to the needs of 
the industrial evolution.

The principle of restricting authorizations derives from
th e  id ea  t h a t  w e  m u s t  s a f e g u a r d  th e  n o t io n  o f  t h e  p u r e  fo o d , a s  i t  w a s  d e 
f e n d e d  a t  t h e  I n t e r n a t i o n a l  C o n g r e s s e s  o n  t h e  r e p r e s s i o n  o f  f r a u d s  a t  G e n e v a , 
in  1908, a n d  a t  P a r i s ,  in  1909. O n l y  u n d e r  c o n s t r a i n t  a n d  p r e s s u r e  d o e s  o n e  b r in g  
o n e s e l f  to  a u t h o r i z i n g  th e  s u b s t a n c e  b e c a u s e ,  w i t h o u t  i t ,  t h e  p o p u l a t io n  w o u ld  
la c k  f o o d s  w h i c h  a r e  in d i s p e n s a b le .  ( S o u v e r a i n )

One can understand the desire as a safety measure to limit the 
number of authorized additives as much as possible. Only those in
gredients should be permitted which after long use have proved to be 
harmless. But the ultra-rapid evolution of industry and sciences 
forces us to take new roads, of course with the necessary precautions. 
W ithout this tendency, the world of today would in many domains
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offer less possibilities and be much poorer, especially if we think, for 
instance, of the technical advances in aeronautics (Concordé) and the 
ultrafast trains.

From the toxicological point of view, it may even be to advantage 
to spread the risk by authorizing the use of a large number of addi
tives in small amounts. This opinion was also defended by the Joint 
W H O /F A O  Committee on Food Additives.

Also the general principles on the use of additives (1956) estab
lished by W H O  and FAO include strict rules on the safety of the 
additives to be authorized and on the conditions under which they 
might be authorized ; their number is not limited, however.

Positive Lists
In France, the principle of positive lists was established already 

in the Decree of April 15, 1912 which provides:
A n y  g o o d s  a n d  c o m m o d i t ie s  i n te n d e d  f o r  h u m a n  c o n s u m p t io n  a r e  p r o 

h ib i te d  f r o m  b e in g  h e ld  w i th  a  v ie w  to  s e l l in g ,  f r o m  b e in g  e x h ib i te d  f o r  s a le ,  o r  
f r o m  b e in g  s o ld ,  if c h e m ic a l  p r e s e r v a t i v e s  o r  c o lo r s  w e r e  a d d e d  to  th e m  o t h e r  
th a n  th o s e  th e  u s e  o f  w h ic h  w a s  d e c la r e d  la w f u l  in  d e c r e e s  i s s u e d  j o in t l y  b y  th e  
M in i s t e r s  o f  P u b l i c  H e a l t h ,  A g r i c u l t u r e ,  C o m m e r c e  a n d  I n d u s t r y ,  w i th  t h e  a p 
p r o v a l  o f  th e  S u p e r io r  B o a r d  o f  P u b l i c  H y g ie n e  o f  F r a n c e  a n d  th e  A c a d e m y  o f  
M e d ic in e .

This principle was generalized by the Decree of June 28, 1912, 
which provides :

I n  a l l  c a s e s  n o t  s p e c if ic a l ly  p r o v id e d  f o r  b y  t h e  r e g u l a t i o n s  i s s u e d  b y  v i r t u e  
o f  A r t i c l e  11 o f  th e  L a w  o f  A u g u s t  1, 1905, n o  c h e m ic a l  p r o d u c t s  o t h e r  t h a n  
c o m m o n  s a l t  m a y  b e  a d d e d  to  b e v e r a g e s  a n d  c o m m o d i t i e s  in te n d e d  f o r  h u m a n  
c o n s u m p t io n .

In the United States, all food additives m ust be entered in posi
tive lists in accordance with Section 409 of the law. They may be used 
by virtue of an order issued on a petition that is equivalent to an appli
cation for an authorization and proves their safety. Next to these 
additives, there are the so-called “G.R.A.S.”* substances, which would 
probably be considered additives in other countries. Not in the 
United States, however, where an authorization is required only for 
additives the toxicological examination of which has proved their 
safety. The “G.R.A.S.” substances, which have not undergone a toxi
cological examination, are considered as harmless because they were 
used w ithout injurious effects over a long number of years.

* N o te  o f  t h e  T r a n s l a t o r :
“ G e n e r a l ly  T te c o g n iz e d  As  G a fe .”
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One may say, therefore, that in both countries, the issuance of an 
authorization is indispensable for all additives used in foods, so that 
what prevails is the principle of prohibition i.e., only specifically 
authorized additives may be used.

In France, such authorizations are in some cases general in charac
ter, as for instance, in the case of flavoring agents. In a general man
ner, no objection exists to the use of natural or synthetic flavoring 
agents whose long use has made it possible to establish their safety. 
Certain flavors were specifically designated as tolerable: anethole, 
amyl acetate, benzaldehyde, vanillin, diacetyl, “cenanthol.” But all 
of them are natural or synthetic flavoring agents identical with the 
natural substances. They are substances which exist in the food in 
minimal amounts, and the quantity added is regulated by the taste 
they impart.

In the United States, the amendment to the federal law of Sep
tember 6, 1958 provides for the entering in positive lists of all food 
additives which have successfully undergone the examination ordered 
in Section 409, or if this is not possible, they m ust be “G.R.A.S.” sub
stances, the long use of which has proved that they can be “Generally 
Recognized As  .Safe.” These substances are likewise entered in lists, 
which comprise more than a thousand flavoring agents. In this 
respect, there exists a big difference therefore between the French and 
the American regulations, the latter being necessary because of the 
extremely strict requisites provided for by the additive amendment 
to the federal law. Many Americans hold the view, by the way, that 
the flavoring requirements go much too far, because it is not possible 
with the methods known at present to determine their presence in a 
food within a reasonable period of time. If one thinks of pure sub
stances, there can be several hundreds of them, and it is not possible 
to check within a reasonable period of time if they include a substance 
that does not appear in the list of “G.R.A.S.” substances. In any case, 
this is not terribly important because the amounts used are small, 
while natural flavoring agents, and synthetic flavors identical with 
natural ones, can be considered as safe after prolonged use without 
harmful effects. Flavors and aromatics which have thus far not been 
found in nature will in the long run have to undergo toxicological 
examinations according to certain priorities, after which time it will 
eventually be possible to enter them in a positive list. By that time 
(in 10-20 years) we may have progressed sufficiently on the chemical 
level to recognize all the different flavoring and aromatic substances
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more easily than today. For the time being, we have to be satisfied 
with negative lists.

In my opinion, the French regime, which is less strict, is prefer
able by far to the American system, which is not fully controllable. 
This applies also to the French regime, but one admits it by making 
the requirements less stringent. W hat is surprising is that in France, 
only diacetyl was authorized as a flavoring agent in margarine, when 
a great many products better than diacetyl are available for the pur
pose. I t is not quite clear what this rule has to do with public health 
or honest business practices.

In the United States, the listing of all food additives in a positive 
list, or a “G.R.A.S.” list, is compulsory; but in addition, a manufac
turer may apply to the Food and Drug Administration (FD A ) for 
an authorization for any new developments and possibilities which 
he anticipates. If such applications comply with the rules, i.e. if they 
give all the necessary information on the composition, directions for 
use, technical or physical effects which the additive is intended to 
produce, the quantity required to produce such effect, the quantity 
determination of the substance, and the toxicological examination 
that establishes the safety, the FDA must authorize the use of the 
substance, at times on certain conditions, unless the information turns 
out not to be sufficient to guarantee the harmlessness of its use. More
over, such additives are considered as foods.

Declaration of Food Additives
In France, the declaration of additives is not compulsory in most 

cases. The declaration is compulsory only for vinegars, certain syrups, 
jams, jellies and marmalades. For flavors, the labeling must include 
the legend “artificial flavor” when an artificial flavor was used. Jams 
must also bear the name of the thickener. The obligation to declare 
the additive is not general, therefore, but in a certain number of 
specific cases, additives must be declared in one way or an o th er; for 
instance, citrus fruit treated with diphenyl m ust bear a statem ent to 
this effect. Chocolate containing vanillin must be labeled “contains 
vanillin” ; the addition of antioxidants to fats demands that the label
ing of the fat bear the name of the antioxidant added.

In the United States, one proceeded from the principle that a food 
product is “misbranded” (poorly labeled)* if the labeling fails to state

♦ N ote  o f  th e  T r a n s l a t o r :  q u o te d  in  t h e  F r e n c h  t e x t — it s  d e f in i -
T h e  E n g l i s h  t e r m  “ m is b r a n d e d ”  is  t io n  is  n o t  q u i te  c o r r e c t ,  h o w e v e r .
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the names of every ingredient, except spices, flavors and colors which 
must be declared not individually, but as a group. This does not apply 
to products for which an identity standard was fixed, in whose label
ing only certain of the additives named in the standard in question 
need be mentioned. Most standards imply the compulsory declaration 
of additives—but not for all of them. There does exist a growing 
tendency toward requiring the declaration of the ingredients included 
in the standards. The American regime, with declarations much more 
extensive than any we know in Europe, has come to make the con
sumer completely indifferent. So many ingredients are named of 
which the consumer has never heard that he no longer looks at them, 
but leaves the m atter to the authorities whose duty it is to control 
food products.

This is the reason why I prefer the French system, under which 
a declaration is compulsory only in cases in which it is advisable for 
the consumer to be informed about the presence of certain additives. 
If food regulations function properly, such cases will be very limited 
in number.

In the United States, the ingredients of a food the composition 
of which has not been fixed in a standard, for instance, desserts, must 
in general be named on the package, w ithout specifying the spices, 
flavors and colors, which may be designated by the generic terms 
“spices,” etc. For standardized products, not all ingredients need to 
be declared. This form of declaration is in line with the rules applied 
to food additives in America. In France, it is generally not necessary 
to state the complete composition in the labeling.

N ew  Regulations
The enactment of new rules, or the amendment of old ones, is 

within the province of the D epartm ent for the Repression of Frauds, 
which cooperates with the M inistry of Public H ea lth ; but for the 
application of these rules, only the D epartm ent for the Repression of 
Frauds is competent. The authorization of new additives depends on a 
favorable opinion from both the Academy of Medicine and the Supe
rior Board of Public Hygiene of France.

In America, the FDA, which belongs to the Departm ent of 
Health, Education and W elfare, is responsible for the issuance of new 
rules or the amendment of old ones. The FDA is the bureau whose 
duty it is to protect public health in so far as it depends on foods, 
drugs, cosmetics, etc. I t  has 5,000 employees. Its head office is at
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W ashington, and it has 18 branches distributed throughout the coun
try. Meat and meat products are controlled by the Departm ent of 
Agriculture. In this fashion, everything necessary to judge whether 
the use of certain raw materials or additives may be authorized has 
been brought under one organization.

On the one hand, such permits are based on the results of the 
research work done by industry in its own laboratories, or in other 
non-official laboratories, but on the other hand, every necessary 
means, such as laboratories, toxicologists, etc., is available to check 
the results submitted. This working method makes it possible to 
arrive at a decision, within the limited time fixed in the law, for ex
ample on petitions for authorizations of food additives. If the author
ization is granted, it is valid throughout the entire territory of the 
United States.

W hen we compare this situation with conditions in Europe, 
where at this time, separate applications for authorizations to use 
certain food additives must be filed in every single country and where, 
moreover, the results of the examination made in the country of ap
plication must be submitted, we can easily recognize the enormous 
advantage offered by an organization such as the FDA. If we had in 
Europe, for a large territory including France, an organization that 
processes all applications from the entire territory, this would permit 
considerable savings and prompt processing. In addition, the avail
ability of well-equipped laboratories would guarantee greater cer
tainty about the safety of the authorized substances. Such an organ
ization would provisionally operate for the E .E .C .; but later, when 
the E.F.T.A. will have joined it, it would operate for all of W estern 
Europe. This is still quite far off, but if there is a will to cooperate 
more closely, it ought to be possible to set up such an organization 
within about ten years. [The End]

DIRECTOR O F  FD A ’S D IVISIO N  O F  M IC R O B IO LO G Y  N AM ED

D r .  J o s e p h  C . O ls o n ,  J r .  w il l  b ec o m e d ir e c to r  o f  th e  F o o d  a n d  D r u g  
A d m in is t r a t io n ’s D iv is io n  o f  M ic ro b io lo g y  o n  A u g u s t  21, 1967. D r .  O lso n , 
w h o  h a s  b een  p ro fe s s o r  o f  b a c te r io lo g y  a t  th e  U n iv e r s i ty  o f  M in n e s o ta  s ince  
1956, is  th e  e d i t o r  o f  th e  Journal of Milk and Food Technology.
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Forward With A Backward Look
By JA M ES F. H O G E

The Following Article Was Presented at the Second Gen
eral Session of the 86th Annual Meeting of The Proprietary 
Association on May 17, 1967. Mr. Hoge, of Rogers,
Hoge & Hills, Is General Counsel of the Association.

IN 1790, IN H IS “REFLECTIONS ON T H E  REVOLUTION IN 
FRA N CE,” Edmund Burke w ro te :
P e o p l e  w il l  n o t  lo o k  f o r w a r d  t o  p o s t e r i t y  w h o  n e v e r  lo o k  b a c k w a r d  t o  t h e i r  

a n c e s t o r s .  (V o l .  I l l ,  p .  2 7 4 )
Let me say at once that neither that quotation—taken as a text— 

nor my title is intended to suggest that we describe where we are 
going in terms of where we have been, or that we see the future as in 
a rear view mirror. Rather, they are designed to provoke some re
flections on our own revolution as it relates to the health care sector 
of our political economy. Of course, we must look forward and face 
contemporary challenge. But we will do that with better perspective 
if we take an occasional look backward.

Since the Kefauver hearings began in December, 1959, the drug 
industry has carried on in a climate of fear, apprehension and coercion. 
Its public image is incredibly bad. H ostility is directed principally 
against prescription drugs, because of their more potent therapeutic 
effect and price consciousness. But in the fullness of time, the turn 
of the proprietaries will come, and my appeal today is that you who 
make them be read y ; that you take a backward look and see that 
history repeats itself—even if not in the same form and place.

Historically, the proprietaries, derisively called “patent medi
cines,” were the objects of attack. They made up the propaganda 
exhibit which in the 1930’s was known as “the chamber of horrors.” 
Years before, in 1904 and 1905, they were the subject of the so-called 
“exposures” made by Edward W. Bok in the Ladies Home Journal and by 
Samuel Hopkins Adams in “The Great American Fraud,” which appeared
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in Collier’s Weekly. These articles and Upton Sinclair’s book, “The 
Jungle”, which purported to portray conditions in packing plants in Chicago 
(“Packingtown”), triggered enactment of the Food and Drugs Act 
of 1906.

This is the sixtieth anniversary of the Food and Drug Law. The 
proprietary drug industry can look back sixty years w ith gratification 
and gratitude. The law as then enacted, and as revised in 1938, has 
been the best thing that ever happened to the industry. Standards 
and disciplines took form then which have now, three score years later, 
established the business as an industry and justified its social and 
economic performance.

The whole drug industry may take pride—and find incentive, too 
-—in a backward look. Its  great accomplishments, which are now so 
seldom remembered and so scantily appreciated, are nonetheless real. 
Its public image need not remain as it is. In fact, it must not, and its 
improvement should be a first concern.

D uring this sixtieth anniversary we should recall the history of 
the industry and should revivify its outstanding contribution to the 
life and health of people everywhere. The proprietary division should 
take pride in having come from lowly beginnings, and in now having 
the opportunity to make available to all people good medicines, ex
pertly made, accurately labeled, and popularly priced. T hat oppor
tunity  is the challenge of its tomorrow.

Anniversary recollections should include those of the men who 
have headed the Food and D rug Administration (FD A ) through the 
years. Men of loyalty and dedication, they were models of devoted 
public servants. Their successors’ actions should stand on foundations 
laid by them.

Strong Foundations
W e must get down to those foundations and recover the rapport 

between government and industry. Current antagonisms come as 
echoes across a third of a century. At the time of the introduction of 
the Tugwell Bill in June, 1933, the relations between government and 
the drug industry were hostile. The 1938 Act brought a reconcilia
tion of attitude as well as of text. I t distresses me to hear it said 
today by persons who are uninformed that the 1938 Act was forced 
upon the industry. I t was not. I was there. I was your General 
Counsel, and I can testify to the fact. Specifically, this Association, 
from May, 1935 to June, 1938, was a diligent and faithful supporter
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of the  bill w hich becam e the  law . T hereafter, and un til 1962, there 
w as m uch cooperative effort.

I t  was dem onstra ted  d u ring  the  p ast year th a t effort of th a t sort 
is still possible. In  the  last C ongress, H . R. 13886, described as a 
“ Child S afety  A c t” , ostensib ly  aim ed a t reducing  the  num ber of 
tab le ts  per package of ch ild ren’s aspirin. In  reality , it w as designed 
to  extend vastly  the  d iscre tionary  delegated regu la to ry  pow ers of 
the  FD A .

A fter num erous hearings, the  Subcom m ittee on H ea lth  and W el
fare of the  H ouse C om m ittee on In te rs ta te  and Foreign  Com m erce 
concluded th a t the lim ita tion  and packaging  of tab le ts  of ch ild ren’s 
asp irin  m igh t be b e tte r  handled by conference th an  by legislation. A 
conference w as according ly held in W ash in g to n  last N ovem ber. In 
d u s try  leaders, d istingu ished physicians and F D A  officials agreed on 
the  lim ita tion  of the num ber of tab le ts , on app ropria te  w arn ings and 
on o ther recom m endations.

T hese  agreem ents should receive your allegiance. Y our spokes
m en had recom m ended a conference to  the com m ittee and had  to ld  
them  th a t the  in du stry  w ould abide by  its decisions. W e m ust, th e re 
fore, keep faith  w ith  C ongress. W e m ust sup po rt the conference rec
om m endations by fully com plying w ith  them  in le tte r  and spirit. 
R em em ber: in th is we dem onstra te  capacity  for self-regulation , and 
we show  th a t fu tu re  controls can m inim ize legislative fiat and execu
tive edict and can accom plish desired ends by  vo lu n tary  action, by 
conference, by education, and by cooperation.

A lready, th e re  is ano th er such opportun ity . O n A pril 19, we ap
peared  before the  H ouse C om m ittee on P osta l O perations for a hear
ing  on bills to  p roh ib it the  sending to  consum ers of unsolicited mail 
sam ples of any  article  w ith in  th e  broad definitions of drug, device and 
cosm etic. W e to ld  the  Com m ittee of the  experience w ith  the  aspirin  
bill, recom m ended a sim ilar course and presen ted  guidelines for self
regulation . W e also assured the  P o st Office D ep artm en t th a t  indus
try  w ould cooperate. T he C om m ittee now  has the  bills under stu dy  
for som e such cooperative procedure. A nd we m ust keep our p ro m ise !

T he v itam in-m ineral con troversy  now go ing  on m ig h t have 
yielded to  am icable se ttlem en t had it  been explored w ith  the  affected 
in d u stry  and the  scientific com m unity . Instead , F D A , w ith  question
able legal au tho rity , a ttem p ted  to  d ictate  s tandard ized  form ulations. 
N ow  governm ent, in du stry  and the  tax pay er face the prospect of the
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m ost m onstrous, costly  and tim e-consum ing adm in istra tive  hearing  
in F D A  history .

In d u s try  will have to  realize th a t for consum er goods such as 
m edicines “ C aveat E m p to r” has been replaced by “ C aveat Vendor” 
and th a t the consum er has acquired  a political significance far beyond 
his commercial s ta tus. Politic ians, bu reaucra ts, sociologists, and econ
om ists vie w ith  producers for his favor. T he  P residen t has a Spe
cial A ssis tan t for C onsum er Affairs. H e delivers an annual C onsum er 
M essage to  C ongress. T he C om m issioner of Food and D rugs has a 
C onsultan t on Consum er R elations. In  the  eighteen F D A  distric ts  
th ro u g h o u t the  country , there  are “ Consum er Specialists” to explain, 
says an announcem ent, “ the  life-protection m ission of F D A  to p ro 
fessional and consum er g rou ps” and to  repo rt “consum er needs and 
a ttitu d es  back to  F D A .”

Image Building
Im age bu ild ing has becom e abso rb ing  business a t FD A . Speech 

w rite rs  and press agen ts tu rn  out a steady  stream  of publicity. Cov
erage in the daily and w eekly press is phenom enal. “ F D A  P ap ers” , 
a four color g lossy m onthly  publication , m ade its first appearance in 
F ebruary . I t  con tains legal notices, new s item s and edito rial con ten t 
for advancing official views. E arly  th is  year, F D A  sponsored a syn
dicated “C onsum er E du catio n” program  in m ore th an  400 em ployee 
new spapers in all m ajo r industries, in tended to  reach m illions of el
derly  citizens and to  advance the  agency’s view s on such sub jects as 
vitam ins, cosm etics, drugs, advertising , and R x labeling. T here  is 
an “F D A  H o t L in e” of recorded telephone m essages, and a subscrip
tion service of in terview s and reports. A one-m inute spo t on T V , w ith  
a s ta tem en t by D r. G oddard, w as d istribu ted  to  700 stations.

T h is im age bu ild ing by the  F D A  is of a cu rren t governm ental 
pa tte rn . F o r persuad ing  us th a t w h a t the  governm ent does is for our 
w elfare there  are 6,858 federal em ployees and an  annual governm ental 
expend itu re of $425,000,000. In  th is  avalanche of publicity  the  gov
ernm ent does no t observe the ru les of full disclosure and brief sum 
m ary  th a t it itself im poses on the  m anufacturers of drugs.

Excessive publicity  poses im p ortan t questions. A t w h at po in t 
does it transfo rm  inform ation in to  propaganda? W h en  does it becom e 
prosecu tion  by press release? Can regulation  of the  d ru g  indu stry  
be fairly  shaped, w hether legislatively, adm inistratively , or judicially , 
and the im age of the  d rug  in du stry  accurate ly  po rtrayed  in a fram e
w ork of un re len ting  prejudicial publicity?
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P erh aps such questions p rom pted  Senators D irksen and L ong 
to  include in th e ir  bill (S. 518) for rev ising  th e  A dm inistra tive  P ro 
cedure A ct a provision th a t a review ing cou rt m ay set aside agency 
action  if it finds th a t public ity  issued by the  agency discredited or 
d isparaged a person under investigation  or a p arty  to  the proceeding. 
A re la ted  bill by S enator D irksen (S. 924) includes a proviso th a t it 
shall no t be deem ed prejudic ial erro r if an equal op po rtun ity  has 
been accorded to  the  responden t to  publicize his com m ents a t the 
sam e tim e and in the  sam e docum ent in w hich the  agency publicity  
w as issued. T his w ould be a new  and welcom e application of F D A ’s 
“ fair balance”.

Advertising Can Make and Break
Now, hav ing  had a critical look a t governm ental advertising , le t 

us say som eth ing  about industria l advertising , w ith  particu lar regard  
to  p ro p rie ta ry  m edicines. T he 1938 law , as enacted, did no t include 
any  contro l over d ru g  advertising . In  the  form  in w hich it passed 
th e  Senate in M ay, 1935, it did. I t  provided a civil penalty  action for 
v iolation of the false advertising  provisions w hen the violation did no t 
involve im m inent danger to  health  or w hen it did no t involve gross 
deception, and w hen it was estab lished by  opinion evidence only. 
False advertising  w as also sub jec t to  in junction .

T his b it of h is to ry  should be a w ord to  the wise. I t  should en
courage adherence to  codes of good adv ertis in g  practices. Y ou have 
such a code. A dherence to it by  each m em ber com pany is of g rea t 
im port. If self-discipline, augm ented  by F ederal T rade Com m ission 
(F T C ) procedures, cannot com pel fa ir advertising  practices, then 
stro n g er sanctions m ust come. A dvertising  can do m ore than  m ake 
th e  p ro p rie ta ry  b u s in e ss ; it can also break  it. U nless we lay  hold on 
our responsib ility  and d ischarge it, we will lose the confidence of the 
public and the  respect of the  governm ent.

C ontem porary  a ttacks upon adv ertis in g  are all around. T hey  are 
n o t confined to drugs, b u t the un fo rtuna te  public im age of the  d rug  
business has m ade its advertising  particu larly  vulnerable. T he  H o n
orable D onald F. T u rn er, A ssis tan t A tto rn ey  G eneral in C harge of 
th e  A n titru s t D ivision, has proposed th a t there  be developed “new 
sources of consum er in form ation and new  m ethods of g e ttin g  th a t 
in fo rm ation to consum ers in convenien t w ays and useful form s.” H e 
has suggested , as a possible solution, the  use of governm ent funds to  
su p p o rt “C onsum er R ep o rts” , a “ M edical L e tte r” , and sim ilar con
sum er in form ation services. D u rin g  the  past year, D r. G oddard ad
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dressed the  Consum ers Union on its Thirtieth Anniversary and stressed 
the need for consum er inform ation.

In  all of these respects, the  d rug  in du stry  is deeply involved. 
R egulations under the “F a ir  P ackag ing  and L abeling  A c t” w hich was 
passed by the last C ongress, are now  in prepara tion  against the  effec
tive date of Ju ly  1, 1967. W e appeared before the  H ouse Com m erce 
C om m ittee last sum m er and asked th a t over-the-coun ter drugs be ex
em pted from  the law , po in ting  ou t th a t all drugs are already  reg u 
lated  as to  packaging and labeling. W e w ere unsuccessful. So, we 
have th is  fu rth e r F ederal control, and the contagion of it is spreading 
th ro ug h  the states.

More Regulation!
T w o bills in Congress of g rea t im portance to  the drug  in du stry  

have been in troduced by Senator L ong, of L ou isiana (S. 1303) and 
Senator M ontoya, of N ew  M exico (S. 17). Senator L on g’s bill is en
titled  “Q uality  and Cost C ontrol S tandards for D rugs A c t”. I t  w ould 
am end the  Social Security  A ct to  estab lish  quality  and cost con trol 
standards and a m ethod of paym ent for drugs under Public A ssistance 
and M edicare program s. I t  w ould be T itle  X X . I t  does no t d irectly  
involve p rop rie tary  m edicines as usually  defined. I t  will affect them  
indirectly . B u t the lim its of its practical application cannot now  be 
stated .

Senator M ontoya’s bill w as co-sponsored by  tw enty-one o ther 
Senators. I t  w ould add “hom e p rescrip tions” to  benefits under M edi
care. I t  w ould perm it a G overnm ent F o rm ulary  Com m ittee to  select 
d rug  products, including b rand  nam e ones, if th ey  are necessary  to 
assure quality . T he  L ong bill also provides for a F o rm ulary  Com 
m ittee and defines its purposes and duties. T he m atte r of a form ulary  
or com pendium  and the  m atte r of private  or governm ent sponsorship 
of it are actively  discussed in and ou t of governm ent.

A nother m a tte r  of p rim ary  concern to p rescrip tion  drugs, b u t of 
general in te res t to  the w hole industry , is the investigation  ju s t now 
beg inning in Senator N elson’s M onopoly Subcom m ittee of the Senate 
Select C om m ittee on Sm all Business. A nnouncem ents, headlines, and 
characterizations perta in in g  to  it are rem iniscen t of those a t the  be
g inn ing  of the K efauver hearings.

T he  F ou n ta in  Subcom m ittee on governm ent operations will like
ly continue its in terest in the  adm in istra tion  of the  d rug  law . S enator 
H a r t’s A n titru s t Subcom m ittee of the Senate Jud ic iary  Com m ittee
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will be active, and one of th e  sub jects announced for possible hearings 
by it is advertising . A n other is new drug  applications.

Com panion bills in the  Senate and H ouse (S. 1598 and H . R. 
6165) w ould create a com m ission to  recom m end “feasible m ethods 
for F ederal regu la tion  of m edical devices.” N um erous bills a t W ash 
ington and in the states, and even in the  cities, propose a varie ty  of 
consum er leg islation  and investigation , including creation  of con
sum er departm ents, com m issions, boards, and councils. N ew  Y ork 
C ity has a Council on C onsum er Affairs.

A d m in istra tive  ac tiv ity  by  the  F T C  and the  F D A  continues. T he 
concept of “ uniform  labeling” for all p roducts in a g iven therapeu tic  
class is em erg ing  a t FD A . A nd F T C  frequen tly  asserts  th a t its 
actions should be “across the  b o a rd ” ra th e r  th an  on a case-by-case 
(or p roduct-by-product) basis.

Conclusion
T he quotation  from  E dm und  B urke a t the  beg inn ing  of th is 

article, equates m otivation  w ith  m ovem ent and rela tes the  backw ard 
look to  forw ard  focus. I t  is in th is  con tex t th a t we should envision 
sub stan tia l change. G reat issues of food and population  and m ulti
plied needs of m illions of consum ers m ay p u t an  accen t again  on 
production , and m ay rem ind our body politic th a t a  cardinal purpose 
of governm ent once w as the  prom otion of industry , encouragem ent 
of invention, p ro tection  of p roperty , and stim u la tion  of incentive.

A lready  th ere  are hopeful signs th a t the passion for cen tra liza
tion  has cooled som ew hat. T he cen tra l governm ent, even now, is 
reach ing  ou t to  sta tes, cities and private  in stitu tio n s for help in deal
ing  w ith  scientific, social, and econom ic problem s. T he  S ta te  of the 
U nion  M essage th is  year p rojected  an im age of partn ersh ip  betw een 
governm ent and business.

B u t partn ersh ip  of any kind does no t succeed w ith  one p a rtn e r 
dow ngrad ing  the  other. G overnm ent, as a p artn er, cannot sim ultane
ously  glorify  its ow n im age and degrade industry’s. The future is not 
to  be form ed in condem nation, b u t in dedication.

F o r  the  p ro p rie ta ry  in du stry  th is  m ust m ean : (1) faith fu l ad 
herence to  quality  contro ls in th e  p roduction  of its goods; (2) label
ing  th a t is accurate and  adeq ua te ; (3) adv ertis in g  th a t te lls th e  u n 
dilu ted  tru th ;  and (4) p ric ing  th a t is fair. T hose are high peaks, 
visible from  all d irections and a tta inab le  by an in du stria l po sterity  
w o rthy  of its  ancestry . [The End]
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The Latin-American 
Common Market 

and Food Legislation
By ENRIQUE E. BLEDEL

The Following Was Presented at the Conference of the Inter- 
American Bar Association, San José, Costa Rica, on April 10- 
15, 1967. Mr. Bledel Is Secretary of the Committee on the 
Food and Drug Laws of the Inter-American Bar Association.

AT  T H E  F O U R T E E N T H  C O N F E R E N C E  O F  T H E  IN T E R - 
A M E R IC A N  BA R A S S O C IA T IO N  held a t San Juan , P u erto  

Rico in M ay, 1965, w e spoke abou t the L atin -A m erican  F ree  T rade 
A ssociation (L A F T A ) and  th e  necessity  of ado p ting  uniform  food 
legislation.

W e em phasized on th a t occasion th a t to  in teg ra te  the  econom ies 
of the  countries w hich form  L A F T A , som eth ing  m ore w as required  
than  the elim ination of custom s barrie rs  or the  adoption of com m on 
custom s tariffs. W e po in ted  ou t also th a t in teg ra tion  as far as food 
products are concerned can be achieved only by passing  uniform  laws 
and regulations capable of p rom oting  a m ore rapid  and m ore efficient 
d is tribu tio n  of food com m odities, i. e. p roducts of vital im portance 
to  the  health  of the  people of L a tin  A m erica. In  support of ou r thesis 
th a t uniform  food legislation w as necessary, we m entioned the  diffi
culties experienced du ring  the  negotiations conducted w ith in  L A F T A  
w hen governm ent delegates and the  represen ta tives of private  indus
try  considered the  rem oval of the  m any obstacles w hich p reven t a 
m ore rapid  and m ore econom ical circulation  of foods w ith in  the  zone.

As a result of our exposition, we submitted a  recommendation to  the 
B oard  of the Inter-Am erican Bar Association in the sense that the Latin- 
American Food Code be adopted as the only legal instrum ent to govern the
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negotiations of L A FT A . O ur recommendation was approved unanimously. 
T he need for econom ic in teg ra tion  of L a tin  A m erica is a m atte r no 
longer questioned by  any  one— unfo rtuna te ly , how ever, i t  is n o t pu t 
into practice with the desirable ease and speed.

Six years ago, the  P u n ta  del E ste  C h arter already  po in ted  ou t in 
T itle  I I I ,  p a rag raph  4, th e  need for estab lish ing  com m on quality  
stan dards for foods th ro u g h o u t th e  L atin -A m erican  m arket, w hich 
w ould m ake it possible to  expand and  diversify  th e  food trad e  be
tw een the  countries of L a tin  A m erica, w ith  the  estab lishm ent and de
velopm ent of basic industries, th us co n trib u tin g  to  the  econom ic 
g ro w th  of the  region.

M ore recently , the  9 th  Conference of F oreign  M inisters, held a t 
B uenos A ires on the sub jects to  be placed on the agenda of the  P res i
den tial Conference to  take place a t P u n ta  del E ste  from  A pril 12th 
to  14th of th is  year, again  took  up the  sub jec t of econom ic in te
g ra tion  of L a tin  A m erica, w hich ou gh t to  be one of the  goals in the 
politics of its  countries, as a m easure required  to  com plem ent the 
national efforts. In  o rder to  achieve th is  objective, the  Conference 
suggested , for in s ta n c e :

1. T he creation  in the  ten -year period beg inn ing  1970 of a 
L atin -A m erican  Com m on M arket, on the  basis of and im proving 
on the  tw o in teg ra tion  system s already  in op era tio n : L A F T A  
and th e  C entral-A m erican Com m on M ark e t;

2. T he  accelerated  conversion of L A F T A  in to  a Com m on 
M arket. T o th is end, beg inn ing  1970, a system  shall be applied 
progressively  elim inating  custom s duties and other restrictions 
hampering reciprocal trade;

3. T he  progressive harmonisation of econom ic policies and 
in strum en ts, and national legal systems;

4. T he  prom otion of ag ricu ltu ra l m odern ization  program s 
and ag ra rian  reform s orien ted  towards an increase in Latin-Ameri
can food production to a volume sufficient to provide adequately for 
the popidation and  to  m eet the w orld ’s ever-increasing  food re 
qu irem ents.
T he  creation  of a L atin -A m erican  Com m on M arket, based on the 

tw o already  ex isting  in teg ra tion  system s (L A F T A  and the C entral- 
A m erican Com m on M arket) will, in so far as foods are concerned, re
quire an understanding on the body of laws, the uniform adoption of which 
would be most practical. In  fact, several of the countries which belong to
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L A F T A  have, in its general outlines, followed the orientation of the Latin- 
American Food Code, which has been the result of years of research by 
and exchange of scientific data between the most outstanding food scientists 
of the Continent. The Latin-American Food Council, which is formed by 
delegates from  every L atin -A m erican  country , has charge of th e  re 
vision and periodical up -dating  of its provisions, and sub sequ en t to 
the w ork done by it, tw o editions of the  Code have already been p u b 
lished and received high praise from  food scien tists everyw here.

Several of the  L A F T A  com m issions have likew ise adopted the  
L atin -A m erican  Food Code as a m odel law  in th e ir negotia tions on 
the  lifting  of custom s duties on foods.

A t the V I I I  M eeting of H ea lth  M inisters of C entral A m erica and 
P anam a, held in C osta R ica in 1963, the  C entral-A m erican countries 
asked for the  cooperation of the  P an-A m erican  H ea lth  Office in p re
parin g  m inim al san ita ry  s tan dards for the production  and in d u stria l
ization of foods. T o  th is date, the Pan-A m erican H ea lth  Office has 
w orked ou t about 400 health  stan dards for foods w hich have been 
subm itted  for consideration  to  th e  M inisters of P ublic  H ea lth  a t the 
IX  and X M eetings w hich the H ea lth  M inisters of the  afore-m en
tioned countries held a t M anagua and P anam a C ity in 1964 and 1965. 
T he form ation of a L atin-A m erican Com m on M arket will m ake it 
necessary  e ither to  consolidate the tex t of the  L atin -A m erican  Food 
Code w ith  the  Food S tandards w hich the  C entral-A m erican countries 
m ay adopt on th e  basis of the  recom m endations m ade by the  Pan- 
A m erican H ea lth  Office, or to  adop t e ither one of these legal bodies.

Another of the recommendations referred to hereinbefore concerns the 
elimination not only of custom s barriers, b u t also of all other reciprocal 
trade restrictions. T he d isparity  betw een p resen t food regu lations rep
resen ts w ith ou t doub t a restric tio n  to  reciprocal trade. T he experi
ence of L A F T A  has show n how  m any exem ptions from  du ty  and 
o ther concessions w hich the m em ber countries g ran ted  each o ther for 
foods, fail to  have any  practical effects due to  the difference in lan 
guage spoken by local trade  and in terna tional com m erce.

T he  recom m endation  for the gradual harmonization of econom ic 
policies and in strum ents, and of legal system s, is of fundam ental im 
portance to  the effective in teg ra tion  of the  L atin -A m erican  countries.

I t  is m ost reg re ttab le  th a t w hile governm ent delegates to  in te r
national conferences have resolved to  harm onize legal system s, lo
cally, legal tex ts  are constan tly  being approved w hich do no t follow
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a uniform  pa tte rn , but, quite on the  con trary , intensify the differences in 
the  law s of the various countries. T h is d iversity  of regu la to ry  crite ria  
in questions of food leg islation has also assum ed an alm ost chronic 
ch arac ter in m any of the countries w ith  a federal system  of govern
m ent.

In  A rgen tina , a nation-w ide tendency  has for som e tim e inclined 
tow ards the p rom ulgation  of a N ational Food Law . W hen  the  new 
G overnm ent took over, it announced, th ro ug h  the  D ep artm en t of 
P ublic  H ea lth , th a t it w ished to  adop t one single law  for the entire  
country . T he  pro ject is still under study .

In  B razil, the G overnm ent recen tly  passed the B razilian Food 
Code, th ro ug h  D ecree-L aw  No. 209 of F eb ruary , 1967, w hich, ac
cord ing  to  its A rtic le  1, is a  national law . E ven  though  it is true  th a t 
its passage signifies a reaction  against the  diversification of food leg is
lation w ith in  the  country , its provisions are still com pletely au tono
m ous in n a tu re  and d istinct from  the legal bodies m entioned here in 
before (the  L atin -A m erican  Food Code and the  Food S tandards 
recom m ended by the  C entral-A m erican cou n tries).

T he  recom m endation  m ade by  the  Conference of F oreign  M in
isters w isely uses the w ords “ to harm onize” instead of “to  m ake un i
form .” O ne cannot expect every coun try  to  adopt eyes closed a un i
form tex t which may not be in line with its in du stria l and technological 
developments and the characteristics of local and inter-zone trade. A t the 
sam e tim e, a certain  harm ony m ust exist, how ever, if the reso lu tions 
passed a t high-level international conferences are to be put into practice.

T he recom m endation  to  prom ote prog ram s prov id ing  for an in
crease in food production sufficient to provide adequately for the population 
can be com pletely ineffective in practice, and of no practical value, if 
one does no t elim inate legal obstacles, such as the ones o rig ina tin g  
in the d iversity  of the  food regu lations in force in each country . If  
one w an ts to  assure  L atin  A m erica of b e tte r  health  and of tru e  social 
peace, i t  is of v ita l im portance to  find a  solution to  the problem  of 
food d istribu tion .

In  o rder to ca rry  ou t the  tru e  and  effective harm onization  of 
food regulations for the  various L atin -A m erican  countries, an In te r- 
A m erican Com m ittee, to  consist of governm ent delegates and repre
sen ta tives of p rivate  industry , ou gh t to  be organized as soon as prac-
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ticable. T h is C om m ittee should serve no t only as a clearing house 
for all in form ation available on the sub ject, b u t should also have th e  
pow er to  unify crite ria  and accelerate the  progressive harm onization  
of L atin -A m erican  food legislation, w hich w ould help to  m ake eco
nom ic in teg ra tion  a reality .

By v irtue  of the  ideas set fo rth  herein, we

Recommend
T he creation  of an In ter-A m erican  C om m ittee consisting  of govern
m ent delegates and represen ta tives of private  industry , w ith  full 
pow ers to  b rin g  about the  progressive harm onization  of the  L atin - 
A m erican food laws.

N O TE :  To prevent this recommendation from remaining a mere ex
pression of w ishes w hich never goes beyond th is conference table, 
Committee X IX  of the Inter-Am erican Bar Association requests that its 
Council consider the  possibility  of sending each of the L atin -A m eri
can governm ents, th ro ug h  th e  A ssociations form ing it, a note accom 
panied by copy of the above recom m endation. [The End]

NEW GUIDELINES FOR OBTAINING INSPECTION 
WARRANTS ANNOUNCED

New guidelines for Food and Drug Administration inspectors to follow 
in obtaining warrants for inspections of factories manufacturing, process
ing, packing, or holding food, drugs, devices, or cosmetics have been an
nounced by the FDA. The new guidelines comply with a recent decision by 
the U. S. Supreme Court in C a m a ra  v . M u n ic ip a l  C o u r t  (CCH U. S. Supreme 
Court Bulletin, Dkt. 92) on June 5, 1967, which ruled that a business pro
prietor can legally refuse to admit a government inspector unless he has a 
warrant. CCH F ood D rug Cosm etic  L a w  R eports If 40,262.
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Factory Inspection
By MORRIS AARONS

This Article Was Presented at the Meetings of the Drug and Allied 
Products Guild, Inc. at Chicago, Illinois, and at Los Angeles, Cali
fornia on March 28 and 29, 1967, respectively. Mr. Aarons 
Is the General Counsel and Executive Secretary of the Guild.

A P R O B L E M  T H A T  V IT A L L Y  C O N C E R N S  A L L  O F  U S  is 
inspection righ ts of the  Food and D ru g  A dm in istra tion  (F D A ). 
T h e ir inspectors are v isiting  our p lan ts m ore and m ore frequently . 

E ach  tim e an inspector w alks in, the ow ner or the  person in charge 
of a d rug  firm has g rea t trep idations because he does no t know  the 
purpose of the visit.

T he  v isit could be because of a specific violation, or it could be 
a general inspection. O ne com pany, w hich in m y opinion is w ell 
operated, reported  th a t inspectors w ere v is iting  the  p lan t w eek after 
week, w alk ing  around  in a m ysterious fashion, and picking up item s. 
T o ascerta in  the reason, I called the  local F D A  office, w ith o u t g iv ing 
the  nam e of the com pany, and I was to ld  th a t th ere  could be m any 
reasons for the  repeated  visits. T here  are m any surveys being m ade at 
the  request of the  W ash in g to n  office, and m ost of the  v isits  of the 
inspecto rs m ay be solely for th a t purpose. I w as also to ld  th a t in 
m any instances the plants are arbitrarily chosen, and the inspection 
m ay have n o th ing  to  do w ith  any violation. T he choice m ay be the  
house which is known to the district office to  be carry ing  the  kind of 
item  or hav ing  the type of equ ipm ent under survey. T h is could very  
w ell be one of th e  b e tte r  plants.

H ow ever, inspection  is alw ays w orrisom e, and those in charge 
are in a dilem m a as to  the  action  to  be taken  w hen an inspector calls 
a t th e  p lan t. A lthough  I do no t have an absolute answ er, I feel th a t 
som e of the  in fo rm ation I will give you will apprise you of som e of 
yo u r righ ts.
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P rio r to  1938, the  F D A  had no basic rig h t to  inspect the  factory  
of any  d rug  m anufacturer. A lthough  in practice perm ission w as 
usually  g ran ted  by these m anufacturers, the  F D A  still felt the need 
to  incorporate such a r ig h t into th e  F ederal Food, D rug  and Cosm etic 
A ct. T h is w as a ttem p ted  in 1938 w ith  som e success w hen the A ct 
w as am ended by Section 704. Section 704 m erely provided th a t failure 
to  perm it en try  and inspection a fte r perm ission had been g ran ted  
w ould be considered a violation of the  section. T his provision, of 
course, w as no t sa tisfac to ry  to  the FD A . F ifteen  years la ter, in 1953, 
th e  section w as am ended to  provide for com pulsory inspection. In 
spection w as lim ited, how ever, to exam ination  of pertin en t equ ip
m ent, finished and unfinished m aterials, con tainers and labeling. No 
provision w as m ade for the inspection  of records w ith ou t consent.

Expanded Rights of Inspection
I t  w as no t un til 1962, w ith  th e  enactm ent of the K efauver-H arris  

A m endm ents, th a t Section 704 took on its p resen t forceful form . T he 
1962 A m endm ents expanded the FD A ’s rights of inspection of pre
scrip tion  drugs. Such inspection pow ers w ere extended to  include 
everything bearing on the question as to whether prescription drugs which 
are adu ltera ted  or m isbranded w ith in  the  m eaning of the A ct have 
been or are being m anufactured . T his allow s the  inspection of records, 
files, papers, processes, con trols and facilities, and includes the  basic 
r ig h t of inspection of pertinen t equipm ent, finished and unfinished 
m aterials, con tainers and labeling.

In  the  case of p rop rie ta ry  or non-prescrip tion  drugs, how ever, in
spection is still lim ited  solely to  the basic rig h t of inspection of these  
last m entioned item s. No records or books of non-prescrip tion  item s 
are sub jec t to  any  inspection w hatsoever and the  m anufactu rer is free 
to  refuse such inspection.

I t  should be kep t in m ind th a t although  prescrip tion  d rug  records 
are  the sub jec t of inspection, th is  inspection is no t extended to  finan
cial, sales and pric ing  data, or to  personnel data  o ther th an  the  quali
fications of technical and professional personnel, or to  research  data  
o ther th an  th a t re la tin g  to  new  drugs and an tib io tic  drugs.

T he 1962 enactm ent of subdivision (a) (2) (B ) of Section 501 of 
the  A ct, re la tin g  to  the C urren t Good M anufactu ring  P ractices, added 
a new  concept of p roduct adu ltera tion  to  the law. T he  subdivision 
provided th a t a d ru g  shall be deem ed to  be adu ltera ted  if the  m ethods, 
facilities and controls used for its m anufacture, processing, packaging

FOOD DRUG COSMETIC LAW JOURNAL----JU L Y , 1 9 6 7PAGE 4 0 8



or ho ld ing  do no t conform  to cu rren t good m anu fac tu ring  practice to 
assure  th a t such d rug  has the  safety, iden tity , s tren g th , quality  and 
p u rity  it is rep resen ted  or pu rp o rted  to  possess. T hese  m anufac tu ring  
con tro ls w ere en tire ly  new  to th e  d ru g  industry , w hich up to  th a t tim e 
had only to  m eet san ita tion  requirem en ts in the factory.

In  th is instance, th e  F D A , to im plem ent th is new  subdivision of 
Section 501 of the A ct, p rom ulgated  regu la tions know n as P a r t  133, 
effective Jun e  20, 1963, to  provide w h a t is considered C u rren t Good 
M anufactu ring  P ractice. T he regu lations specify a  b road scope of 
p rocedures w hich m ust be followed by the  m anufac tu rer of drugs. 
A m ong these production  requirem ents are crite ria  for bu ildings, equ ip
m ent, personnel, com ponents, m aste r form ula and batch  production  
records, production  and contro l procedures, lab o ra to ry  controls, pack
ag ing  and labeling, and com plain t files.

T here  is no question  bu t th a t p rescrip tion  d ru g  records kep t p u r
su an t to  good m anu fac tu ring  practice regu la tions are  sub jec t to  full 
inspection. However, with respect to proprietary or non-prescrip tion  
drugs, the whole question takes on a new  outlook. T he question arises 
w hether inspection of the  la tte r  records is perm itted  because of the 
new regu lations covering C u rren t Good M anufactu ring  P ractices.

T h is  Section 501, although  prov id ing  th a t a d rug  m ay be deem ed 
adu lte ra ted  if no t m anufactured  in conform ity  w ith  cu rren t good 
m anu fac tu ring  practice, does no t give th e  F D A  the r ig h t to  inspect 
th e  records of d rugs w hich are no t p rescrip tion  drugs. T he  r ig h t to  
inspection is encom passed w ith in  Section 704 w hich I previously de
scribed. W h a t I am  say ing  is th a t the regu la tions prom ulgated  by the 
F D A  w ith  respect to  Good M anufac tu ring  P ractice  do no t and cannot 
add to  or supplem ent the  righ ts  of th e  F D A  concern ing inspection. 
T h is r ig h t can only be au thorized  by Congress.

B u t th is  does no t m ean th a t  the  record keep ing required  under 
the  C u rren t Good M anufactu ring  P ractice  regula tions concern ing non
prescrip tion  drugs can be d isregarded. In  fact, it is m ost im p o rtan t 
th a t i t  be followed m eticulously.

T he F D A  m ay argue, how can the good m anu fac tu ring  provisions 
then  be enforced, if no inspection of the records is perm itted  as to  
p rop rie taries or non-prescrip tion  d rug s?  H ow  will they  be able to  
determ ine w h eth er p roper records are being kep t?  I feel th a t if Con
gress w an ted  to allow  for such inspection of records of such drugs, it 
w ould have so provided. I t  chose no t to  do so.
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The Probiem of Inspection
T he problem  nevertheless is a very  real one. Should the  factory  

sup erin ten den t allow an inspector to  exam ine these records?  As you 
know , th e  practice of the  F D A  is to  inspect every th ing  unless re 
stra ined  by the person in charge of the  prem ises. T herefo re, th is  per
son is faced w ith  the  dilem m a of w hether or no t also to  allow  the 
inspection of non-prescrip tion  drugs. T h is  is a very  perilous position 
to  be in.

T o refuse inspection m ay be considered as being uncooperative, 
and in the  event of any  fu tu re  violation, the  FD A  may be uncoopera
tive in re tu rn . I t  m ust be rem em bered th a t th ey  have the pow er to 
dem and a recall of a p roduct and  to  se t the  ex ten t of such a re c a ll; 
th ey  have the  rig h t to  apply  for an order of seizure or to  apply for an 
injunction or recommend prosecution, as well as to  give th e  firm in 
volved, under certa in  circum stances, the  o p po rtun ity  to  correct a s itu a 
tion.

Also, if the factory superintendent’s judgment is erroneous and he 
does no t allow  an inspection w hich w ould have been proper, he m ay 
th en  have u n w ittin g ly  sub jected  him self to  crim inal p rosecu tion  for 
v io la ting  the  A ct by  failing to  allow  a valid inspection  of his p lant. 
Surely  th is is a te rrib le  dilem m a to find oneself in.

A lthough  it is generally  know n w h at item s are p rescrip tion  and 
non-prescrip tion , th ere  m ay be g ray  areas w here a dispute can arise. 
In  a recen t case, TJ. S. v. Miles Laboratories, Inc., the question arose 
w hether “decholin” w as a p rescrip tion  d rug  or an over-the-counter 
drug. A m otion for sum m ary  ju dg m en t w as denied. T he C ourt held 
th a t a question of fact, w hich should be determ ined on trial, existed 
as to  the pharm acological effect of the  drug.

T here  are persons w ho feel it is im perative th a t the  requirem ents 
for factory  inspection be m ade m ore definite so th a t those involved in 
th is  dilem m a w ould once and for all know  exactly  w here th ey  stan d  
when inspectors knock at th e ir  doors.

The Problem of Defense Against Seizure
Beyond the problem  of crim inal prosecution there  is the  problem  

of seizure. Should the  d ru g  executive risk  defending him self against 
w h a t he feels to  be an u n ju st seizure of his m erchandise? D efending 
oneself is one of the basic righ ts  possessed by all in th is country . 
H ow ever, the  d ru g  executive finds too often th a t he is denied even
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th is  basic righ t. H e m ust decide in all cases the  value of defending 
against such a  seizure by w eigh ing the  benefits to be gained from  
such a challenge to  F D A  au th o rity  against the possibility  of serious 
econom ic consequences w hich could resu lt from  any adverse publicity  
released by the F D A  about his com pany.

In  C ourt, his chances of v ic to ry  are even slim m er, as the m oral 
a rgum en t of the  public health  loom s forem ost in the  m ind of the 
Court. B u t even if he w ins a  p a rticu la r su it prov ing  his d rug  is no t 
in violation of the A ct, how  will such publicity  re st in the  m inds of 
the  public w hen they again  see th is p roduct on the m arket. W ill they  
doubt the quality  of the  rem ainder of his p roduct line?

In  addition , a few m om ents of g lory  against the F D A  is sho rt 
lived w hen the sam e com pany m ust deal, day in and day out, w ith  the 
sam e F D A  officials w ith  regard  to  decisions th a t affect the very life
line of th e ir business.

F o r these reasons the d ru g  in d u stry  executive finds him self well 
w ith in  the  te rm s of the age-old adage, “dam ned if you do and dam ned 
if you don’t ” .

Perfect Answer Not Possible
T o give a perfect answ er to the situa tion  is im possible. L aw  is 

not an exact science and there  alw ays appear to  be tw o sides to every 
issue.

U n der the  law  and regulations, com panies m ust operate  under 
cu rren t good m anu fac tu ring  practices. W e assum e th a t th is is being 
done in all instances.

W h en  an F D A  inspector calls, ascerta in  w hether he is there  to  
m ake a general inspection or a special inspection  so th a t a t least you 
know  th e  reasons for his visit. Be as cooperative as possible. If you 
have any serious doubts, consult yo u r a tto rney . I have found the 
inspectors to  be very  un derstan d in g  and cooperative. I know  th a t 
it is quite d isillusioning to be able to  follow no o ther positive course of 
action, b u t th is  is the  problem  in a w holly regu la ted  industry .

Conclusion
The Drug News Weekly said th a t a t the P harm aceu tical W h o le

salers A ssociation m eeting  in Las V egas D r. G oddard had “ruffled 
m ore feathers than  he had sm oothed .” H e indicated his d issatisfac
tion w ith  the  vo lun tary  effort of the  in du stry  to  com ply w ith  C urren t 
Good M anufactu ring  P ractice  R egulations. H e said th ere  w ould be
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m ore recalls and th rea tened  m ore co u rt actions. H e also said th a t the 
F D A  had issued in struc tion s to  field officers to  recom m end seizures, 
prosecu tions an d /o r  in junctions.

T he  D ru g  and A llied P ro du c ts  G uild (D A P G ) has in the  past 
v igorously  p ro tested  th e  F D A  enforcem ent policy of seizure, in junc
tion, crim inal prosecu tion, and unnecessary  publicity. T he  D A P G  
w ill con tinue to  do so in the  fu tu re. W e respect th e  rank  and pow er 
of the  F D A  b u t we ob ject to  th e  use of the “Sw ord of D am ocles.” W e 
are businessm en serv ing  the  public well. W e believe in vo lu n tary  
com pliance th ro ug h  understand ing , cooperation and education. W e 
do no t need constan t th rea ts  and w hipping.

A sta tem en t a ttr ib u ted  to  Dr. E arl L. M eyers, chief of M anufac
tu rin g  C ontrols B ranch, D ivision of D rugs, B ureau  of M edicine, F D A , 
sum s up the  sen tim en t of our industry .

The best interpretation and enforcement of law is obtained when there is 
clear understanding and cooperation between Food and Drug Officials and the 
pharmaceutical industry.

T he  only consolation I can offer a t th is  m om ent is th a t I have 
recen tly  had experience w hich m akes me feel th a t the  F D A  is chan g
ing its m ethods of achieving g rea te r perfection in production  of d rugs 
from  g iving punitive lessons to  s tressing  cooperative educational un 
derstan d in g  and dialogue.

If th is  is so, it is a step  in the rig h t direction. I p red ict th a t the  
F D A  will find th a t the ends th a t it desires will be best achieved in 
th is m anner. [The End]

FDA IS FINAL JUDGE OF ADULTERATED IMPORTS
A determination by the Food and Drug Administration that salvaged 

coffee beans offered for import were adulterated and therefore could not be 
admitted was held not reviewable under the Administrative Procedure Act by 
the U. S. District Court in San Francisco. Section 801 of the Food, Drug and 
Cosmetic Act delegates authority to the FDA to determine whether a food 
offered for import appears adulterated, but it does not provide for judicial 
review. Therefore, the FDA has, by law, the discretionary power to make 
the final determination as to the admissibility of imported food. Also, 
although the owner of the food may appear before the FD A  and intro
duce testimony, the FDA is not limited to the record of the hearing, nor 
is it required to make its examination a matter of record. If the exami
nation of samples shows that the food a p p ea rs  to be adulterated, the FDA 
may refuse admission. The Court concluded that it does not have the authority 
to question whether the FDA’s action was arbitrary. The FDA officers acted 
within the scope of their authority, and the statute is not unconstitutional. 
S u g a r m a n  v .  F o r b r a g d , CCH F ood D rug C osm etic L aw  R eports j[ 40,263.
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CGH’s  WATER CONTROL NEWS
A Weekly Report about Water and Its 
AVAILABILITY • POLLUTION •  TREATMENT
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for C C H ’s new and needed "W A T E R  
C O N T R O L  N E W S ” under our spe
cial 30-day approval offer.
Subscription brings you week-by-week 
contact with important events on W afer 
M anagem ent. T he N E W S tells you 
latest happenings on existing and pend
ing laws concerning w ater m anage
m ent. proposed and finalized regu la
tions under these laws, im p ortan t in
terstate agreements and arrangem ents 
about water, international treaties, con
trolling court cases, and official rulings 
of pertinence.
M ed ica l F in d in g s , S a n ita t io n
Also covered are medical findings, con
servation problems and solutions, sani
tation means, methods and equipment, 
pollution and anti-pollution—,as well as 
vitas! enforcem ent m ethods and proce
dures, and items about federal, state and 
local water authorities.
You get news highlighting activities of 
water bureaus and associations, details

on meetings and conventions and their 
studies and published findings, thumb
nail descriptions and "how-to-get” data 
on private and official publications— in 
short, everything new and interesting of 
concern to everyone involved with pri
vate or public management and use of 
water.

S P E C IA L  N O -R ISK
A P P R O V A L  O F F E R

W e think you'll like W A T E R  C O N 
T R O L  N E W S  once you 've seen it.
To enter your subscription, just O K  and 
mail the Offer Form below. W e’ll start 
yo u r subscrip tion  righ t aw ay for 12 
full m onths— 52 new s-packed issues— 
at only $48 for the year’s subscription.
After you've looked over your first four 
issues, if you don't find W A T E R  CO N 
T R O L  N E W S the best source of time- 
lv, dependable news on water manage
ment, just tell us. W e’ll cancel your 
subscription— no questions asked—-and 
you keep the four issues with our com
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N E W S  to begin w ith  the curren t issue for 12 full m onths— 52 
issues— at $48 for the year. A fter review ing the first font- 
weekly issues, if not com pletely satisfied th a t i t ’s g iv ing us the 
tim ely news we w ant, w e'll advise you to  discontinue our sub
scrip tion  and owe you no th ing . T he four issues are ours to 
keep w ith  your com plim ents.
[ ] Send details on special low rates for 5 or more subscriptions.
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