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REPORTS
TO THE READER

A bout T h is  Issue .—D r. Jo h n  G ilbert 
D a v is  discusses facts, fads and fallacies 
concerning food additives in the U nited  
K ingdom , in an  article which begins 
on page 604. D r. D avis is principal of 
a L ondon consu ltan t practice in food 
science and technology, and m icro
biology and a  m em ber of the Council 
of the  new B ritish In s titu te  of Food 
Science and T echnology. H e is Vice- 
Chairm an, Provisional B ritish N ational 
C om m ittee for Food Science and T ech 
nology, chairm an of som e B ritish 
S tandards In s titu te  com m ittees dealing 
w ith  food and presiden t of the Food 
and N u trition  Section, Royal Society 
of H ealth  Congress.

H . T h o m a s  A u s te r n  inquires in to  the 
enforcem ent of the Federal Food, D rug  
and C osm etic Act, in a paper appearing 
at page 617. M r. A uste rn  is an adjunct 
p rofessor of law  at the  N ew  Y ork  
U niversity  School of Law.

T h e  suspension procedures involving 
new d rug  applications are explored by 
a w ell-know n W ash ing ton  D. C. a t
torney, V in c e n t A .  K le in fe ld . In  an 
article at page 632, he suggests th a t a 
special scientific com m ittee be form ed 
to  determ ine the safety  and effective
ness of new drugs and points ou t a 
num ber of reasons supporting  his idea. 
“I suggest th a t th is fu rth e r  addition to 
our traditional system  of checks and 
balances, at least in the  vital drug area, 
would be beneficial not only to in
dustry , but also to  the governm ent and 
the public itself,” he concludes.

T he In terna tional Food and N u tri
tion P ro g ram  is analyzed and several 
recom m endations on adm inistrative 
policies are found in a sta tem en t by the 
Food and N u trition  B oard which ap 
pears at page 642.

T he th ree instances in  which de ter
gents and cleaners com e under the con
tro l of the Federal H azardou s Sub
stances Labeling A ct are toxicit}- by 
ingestion, skin irritancy  and eye irri
tancy. F ra n k lin  D . C la rk , A ssistan t to 
the D eputy  C om m issioner of the Food 
and D rug  A dm inistration , discusses the 
pertinen t labeling provisions which af
fect de tergen t m anufacturers in a  paper 
located at page 648. H e declares tha t 
F D A  “would m uch ra ther have ncanu- 
factu rers and labelers develop fully 
sa tisfactory  labels tn rough  consultation 
w ith  our Division of A dvisory Opinions 
than have labeling corrections brought 
about th rough  conferences w ith our 
legal people after a seizure.”

T he General Counsel of Allied Chem
ical Corporation, L a w re n c e  A .  C olem an, 
discusses the “D eep P o ck e t” Rule and 
the jum ping w arran ty  in regard  to 
s tric t p roducts liability of m anufac
tu rers  in a paper beginning on page 
654. H e observes tha t the  so-called 
“ ‘Deep P ocket’ Rule is an expression of 
radical jurisprudence, dubious m o 'ality , 
novel social theory  and bad economics,” 
as well as “bad governm ent fer the 
courts, ra th e r than the legislatures, to 
have enacted it.”

REPO RTS TO T H E  READER PA GE 603
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Food Additives—
Facts, Fads and Fallacies

By DR. JOHN GILBERT DAVIS

This Interesting Article Appeared Originally in P r o g r e s s ,  the Unilever 
Quarterly, London. Dr. Davis Is Principal of a London Consult
ant Practice in Food Science and Technology, and Microbiology.

ONE OF TH E TRENDS IN RECENT YEARS has been an increas
ing interest in the quality of food and its purity in both a 

hygienic and a “pure food’’ sense. There has been much publicity 
recently on this question, and societies have been formed to further the 
consumption of “pure food,” “natural foods” and “whole foods.” These 
societies and some individuals have actively campaigned against the 
processing of foods and the use of food additives, to which they 
generally refer as “chemicals in foods.” Food is important to all of us 
and it is natural to take a healthy interest in it. Moreover, we spend 
about a third of our income on food and devote an appreciable part of 
our free time to eating and drinking. Appreciation of good food and 
drink is a pleasure which we can enjoy throughout our lives and socially 
it is one of our most im portant activities. Food and drink should be as 
good as possible for all of us.

Unfortunately, most people take as gospel the letters and articles 
in the popular press. Some of these are quite sound, but too many 
are inaccurate, grossly exaggerated or wrong by implication, and are 
sometimes simply nonsense. W e accept axiomatically that we are 
all entitled to our own opinion on food purity, as on all other con
troversial m atters, and a minority of enthusiasts is certainly entitled 
to proclaim its views, to endeavour to convert the unbelievers, and 
to campaign for legislation for food reform. Nevertheless, there are
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two unforgiveable sins in all such activities. One is to falsify the facts, 
and the other is to present only one side of the story or suppress those 
facts which are inconvenient to the belief.

Before discussing the pros and cons of this most im portant subject 
it is well to understand clearly what we mean by p ro c ess in g  and food, 
a d d itiv es . Both have the same objective—to make food keep and/or 
make it more attractive. Both processing and additives alter foods in 
certain ways; obviously they could not achieve their objectives unless 
they did. The two methods often m erge; for example, such processes 
as heating, smoking, souring and fermenting produce certain chemical 
substances and it is these substances which contribute at least in part 
to the value of these processes.

The Processing of Foods
In the food industry processing may be defined as “any alteration 

in properties intentionally induced by physical, chemical or biological 
means.” Thus it may vary from a very mild heat treatm ent which 
has only slight effect on the nature of the food, as in the pasteurization 
of milk, to such major types as the conversion of wheat into bread, 
milk into Stilton cheese, butter or milk powder, fruits into fermented 
beverages and vegetable extracts into spirits. Because many foods 
normally go sour, putrid, oxidize or otherwise decompose, any process 
which prevents or retards this natural change may be regarded as 
processing. The main types of operation involved in current food 
processing are summarized in the table below.

Modern processing not only permits the sale of all foods all the 
year round, but also enables an adequate supply of these foods to be 
made available in densely populated regions at an economic price.

Some food-conscious people distinguish natural from artificial 
processing, but this distinction is illusory. They are fundamentally 
identical, and such differences as exist are minor and of little sig
nificance. Thus in processing physical factors are more accurately 
controlled than in nature, and chemical materials are purer than those 
responsible for natural processes, for example, acetic acid and vinegar. 
For every type of processing so far devised there is usually a parallel 
natural physical treatm ent or chemical action. Even for such appar
ently artificial things as preservatives and antioxidants there are 
corresponding naturally occurring chemical substances, such as es
sential oils, acids, salts, ascorbic acid and vitamin E. W hen we digest 
our food we are processing it.
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Main Types of Current Food Processing
Physical Method Typical products

H e a t P a s te u r i z a t io n P a s te u r i z e d  m ilk
B o ilin g C o o k e d  h a m
S te r i l iz in g S te r i l iz e d  m ilk , m o s t  c a n n e d  m e a ts ,  f ru i ts ,  

v e g e ta b le s  a n d  m a d e -u p  fo o d s
S m o k in g S o m e  fish  a n d  s o m e  m e a ts

E v a p o r a t io n C o n c e n tra t io n S w e e te n e d  c o n d e n s e d  m ilk  
E v a p o r a te d  m ilk

D r y in g M ilk  p o w d e r ,  s o u p s , v e g e ta b le s , r e a d y  p r e 
p a re d  m e a ls

F r e e z e - d r y in g M a n y  fo o d s
Q u ic k  f r e e z in g F is h , m e a t  a n d  v e g e ta b le s

C ru s h in g  a n d M il l in g C e re a ls
d iv id in g

E x t r a c t io n V e g e ta b le  o ils
Chemical

A c id if ic a t io n P ic k l in g
( v in e g a r )

M a n y  p ic k le d  v e g e ta b le s

S a l t in g V e g e ta b le s
C h e e se

B le a c h in g S u lp h u r  d io x id e F r u i t s
C h lo r in e  d io x id e F lo u r

P r e s e r v a t io n B e n z o ic  a c id , 
s u lp h u r  d i 
o x id e , e tc .

F r u i t  ju ic e s , s u g a r  s y ru p s , s a u s a g e s , e tc .

Biological
S o u r in g L a c t ic  a c id  fe r - C h e e se

m e n ta t io n C u l tu re d  m ilk s  a n d  c re a m
A c e tic  a c id  f e r 

m e n ta t io n
V in e g a r

A lc o h o lic B e e rs
f e rm e n tin g W in e s

S p ir i ts
F la v o u r R ip e n e d  c r e a m  b u t t e r

p ro d u c in g

The idea that “natural treatm ents’’ such as cooking, smoking, 
souring, heat-drying and pickling do no damage to foods, but that 
“scientific processing” or addition of chemicals is harmful, is also a 
fallacy. H eating foods as a process has many advantages. I t  kills 
harmful micro-organisms, both those causing disease and those decom
posing the food, and it may make it more appetizing and digestible. 
However, it may destroy a proportion of the heat-labile vitamins (for 
example, C, B1( Bl2) and may slightly reduce the biological value of 
the proteins.

Scientific processing such as canning, like cooking, may cause 
slight losses in nutritive value but confers a very long keeping quality.
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Freeze-drying does less damage to the food than any other process 
except quick-freezing which retains more flavour, and promises to be 
the method of the future. W eight may be reduced by ever 80 per cent 
and refrigeration is not required for storage.

Food Additives
There are three main types of food additives:
(1) Complex substances such as proteins extracted from other 

foods, for example, caseinates as used for sausages and other prepared 
meats ;

(2) Naturally occurring well-defined simple substances such as 
salt, acetic acid, ascorbic acid (vitamin C) and phosphates;

(3) Synthesized substances not found in nature such as certain 
dyes (“coal tar-colours”), anti-oxidants, emulsifiers, preservatives and 
substances conferring special physical properties on foods, for ex
ample, keeping them moist, prevention of staling, anti-caking.

W e may define an additive as any substance added to a food to 
give it a desired property. Thus fundamentally there is no difference 
between processing and the use of additives.

The use of additives may not only improve appearance, flavour 
and keeping quality, but may preserve or even increase nutritive value, 
as when ascorbic acid, carotene or vitamin E is used as an anti-oxidant.

Some people believe it is wrong to do anything to food which is 
“unnatural,” but it is difficult to find any unanimity as to  what is a 
natural food or a natural process. Man exists on a very mixed diet 
and no one food can be considered “natural” apart from human milk 
for babies.

I t  is important to realize that all foods are constantly changing 
in some way. Food is a dynamic, not a static commodity. Some 
change very rapidly in warm weather, like milk and meat, and others 
like vegetables and fruit change only slowly, but they all change in 
some way. In other words, different foods have different keeping 
qualities. All foods become unfit for consumption in a shorter or 
longer time. The changes are usually due to the growth of micro
organisms which contaminate the food, but some changes are brought 
about by the natural enzymes in the foods. If the org'anisms are 
dangerous we get food poisoning, and there are still several thousand 
cases of food poisoning every year even in the United Kingdom.

I t may be emphasized that the processing of foods (this term 
includes the use of additives) is not merely a device of the m inu-
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facturers to use cheap foods or make higher profits. In practice only 
the best quality foods are used for processing, for the simple reason 
that the use of poor quality food often leads to faulty canned and 
other types of processed foods. Processing and the use of additives 
allow the manufacturer to supply everyone with all types of food 
at all times of the year. Moreover, these foods are attractive in 
appearance, of high nutritive value and good shelf life.

Some Popular Fallacies
The critics of modern food processing and the use of additives 

often assume that these are modern inventions and are "slowly pois
oning the population.” The first idea is quite wrong and there is no 
evidence for the second contention. Although such glib phrases are 
used by the enthusiasts for pure food it is doubtful if there is a single 
responsible qualified food scientist or medico-legal or health specialist 
who would consider that such a statem ent has ever been proved. Some 
persons who feel deeply on the subject can let themselves be carried 
away by their emotions and make statem ents or suggest implications 
unsubstantiated by any facts. The chain of reasoning is often gro
tesquely loose. For example, the following sequence may be developed 
in various ways:

(1) Coal tar dyes are being increasingly used in foods;
(2) More and more people are dying of cancer every year;
(3) Therefore coal tar dyes are causing cancer and killing more 

people every year.
Those trained in scientific method may smile at this crude line of 

reasoning, but it is surprising what conviction can be induced by a 
casual remark by a speaker or writer, especially if he has a medical 
or scientific qualification.

To discuss only one part of this fallacy, the second statem ent is 
not intrinsically true for cancers other than lung cancers. The wide
spread use of antibiotics has greatly reduced deaths from infections. 
More people survive childhood and early manhood so that the average 
age of the population has been steadily rising. For example one person 
in about ten is now over 65. Cancer is essentially a disease of old 
age so that relatively more people are dying of cancer. The expectation 
of life at birth has increased considerably in the last 100 years, but 
the expectation at 50 has increased only slightly. So far as the 
w riter knows no evidence has ever been produced for an association 
between the use of the “coal ta r colours” now used in foods and
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cancer generally. These colours are tested very thoroughly and if there 
is the slightest suspicion of any harmful effect (at very much higher 
concentrations than those used in foods) that colouring m atter is 
prohibited. There are only about 30 permitted synthetic colours in 
the United Kingdom, of which only some six or seven are in regular 
use, and one was recently prohibited on suspicion.

There are well-recognized examples where a primitive people 
living on a simple restricted diet have succumbed to certain dietary 
diseases when modern foods and modern ways of living have been 
introduced. However, these have been caused by changes in the 
amount and types of food, and so far as we know no evidence for 
suspecting food additives as such has ever been produced.

Historical Aspects
The preservation of foods by heating, dehydration, salting, souring, 

smoking and addition of preservatives has been practised for over
2,000 years and it is often mentioned in classical literature. By 
Graeco-Roman times a considerable skill had been obtained, f o r  
Epicurus (about 300 b . c . )  writes, “Send me some preserved cheese, 
that when I like I may have a feast.” Such cheese m ight have been 
preserved by spices and salt or even by heating and sealing away from 
the air, so tha t fundamentally it would have corresponded to modern 
processed cheese. Horace (about 20 b . c.), writing of his desires fo r  
perfect happiness, expresses a wish for books and food that would 
last for a t least a year.

I t  is evident tha t foods have been systematically preserved for 
a very long time, and that in early days such preserved foods were a 
luxury. Today, thanks to the food technologist, nearly all foods can be 
preserved for months, and often for years, in a palatable form and at a 
price which can be afforded by all in the more developed countries. 
However, in spite of modern scientific knowledge it has been estimated 
that about 25 per cent of the entire world food supply is still wasted or 
spoilt by pests of one sort or another. Much still remains to> be done 
in this direction therefore.

I t  is wrong to think of food technology (that is the application 
of scientific knowledge to the food industry) as a modern skill. There 
are many examples to prove the contrary. Thus, even for such appar
ently modern ideas as “tenderizing” meat there is evidence that the 
natives of tropical countries achieved this 400 years ago by wrapping 
pieces of meat in paw-paw leaves. W e may think of microbiology
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as a modern science but many principles of hygiene were known to 
ancient peoples, as witness the Mosaic laws in Leviticus, and even
2,000 years ago there was some form of culture control for bread- 
making (1 Corinthians 5, 7).

Natural and Artificial Substances
The concept held by some enthusiasts that anything produced 

naturally is right or safe to eat, while changes produced or chem
icals used by man are harmful, is false. There is no fundamental 
scientific difference between meat, potatoes, bread, milk, fish, emulsifiers, 
anti-oxidants, antibiotics, vitamins, hormones and drugs—they are 
all chemicals. Food additives are chemically much simpler than foods 
and usuallyr have a known molecular structure. Foods vary greatly 
in their chemical structure. Some like salt, vitamin C and sugar 
are simple; others like proteins and some vitamins are complex. W e 
have all been eating and drinking processed foods (including bever
ages) for thousands of years, and there is no reason to believe that 
these are harmful in normal intakes. Obviously some chemical types 
of processing and some additives may be injurious, and these must 
not lie used, but chemicals as a whole cannot be condemned without 
evidence. On the other hand, some of the deadliest substances known 
to man are produced by natural processes, for example the toxin of 
Clostridium botulinum (the most dangerous food poisoning bacterium), 
the plant alkaloidal poisons and the toxic principles of some fungi. 
Even parts of well-known vegetables, such as the potato, may contain 
poisonous substances under certain conditions, and cases of poisoning 
from such sources have been known.

There is no difference between substances produced by nature 
and those synthesized by the chemist. Provided that the substances 
are chemically identical they have the same beneficial or harmful effect 
independently of their origin. Due consideration must be given to 
subtle differences.

What Is a Poison?
The terms “poisonous,” “harmful,” and “dangerous” are mean

ingless in respect of food constituents and food additives unless con
sidered in relation to concentration. Thus salt (sodium chloride) is 
essential to life, and yet one pound of salt would probably kill a 
man if taken over a short time. Even oxygen can be toxic if present 
in tissue in too high a concentration. Many metals such as copper, 
manganese, zinc and cobalt may also be essential in trace amounts,
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but would be poisonous in considerably larger quantities, although 
the concentrations would even then still be quite small by comparison 
with other substances. Arsenic is a recognized poison and yet is 
present in appreciable trace amounts in many natural foods. Many 
people who object strongly to addition of chemicals to food do not 
realize that these same substances or closely related substances are 
always present in the natural foods they eat.

In discussion of the possible poisonous effects of both natural 
foods and of substances added to foods, due consideration must al
ways be given not only to the nature of the substance in quest.on 
and the concentration in the food (natural or added), but also to 
the amount normally consumed every day in the diet. Many natural 
foods can be poisonous or harmful if consumed in excessive amounts, 
for example, tea, coffee, cocoa, some herbs and spices, and shellfish. 
Thus pigs have been killed by being fed a mixture rich in cocoa. Foods 
like these are normally eaten in only small amounts, and there is no 
evidence that the quantities consumed in a normal diet do any harm. 
The same reasoning applies to food additives, and government regula
tions take this aspect into consideration. Perm itted preservatives 
and other additives are much more restricted for those foods which 
are consumed in any quantity, and higher concentrations are permitted 
for those foods which are consumed in very small cuantity, for ex
ample, condiments, flavourings, constituents of beverages, cheese
making rennet.

Loss of Nutritive Value
Modern processing and the use of additives are sometimes ac

cused of seriously lowering the nutritive value of foods, or “taking 
all the goodness out of them.” This is complete nonsense. I t is true 
that sometimes there may be a slight reduction in some vitamins, 
but the advantages far outweigh the disadvantages.

In the 1920's there was a great outcry in some quarters against 
the pasteurization of milk, and even some well-known medical men 
and scientists campaigned against it. Some even stated that the 
nutritive value was virtually destroyed, and claimed that rats fed 
on pasteurized milk died. It seemed to  be completely forgotten 
that the heating done by the housewife in her cooking was much 
more drastic than the dairyman’s pasteurizing! However, in due 
course careful scientific experiments showed tha t the loss in nutritive 
value was negligible, and today pasteurization of milk is taken for 
granted. The same course of events will probably take place for
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the current outcry against “chemicals in food.“ The slight losses 
in nutritive value are of no consequence if we take a well mixed diet.

Control of Additives in Britain
Britain has been a pioneer in food control and the protection 

of the consumer against adulteration of foods, and especially against 
the use of harmful chemicals in foods. In the first half of the nine
teenth century sophistication of foods, often by poisonous substances, 
was rife everywhere, and in spite of all the propaganda in some quar
ters today our food is much purer now than it was then. Following 
agitation by some medical men and public analysts the Pure Food 
Act was passed in 1960. Our legal control today is based on the 
Food and Drugs Act 1955 and its various regulations. Some countries, 
for example, the United States and Canada, have far more detailed 
food regulations than we have, but our system based on control by 
local authorities with the public analysts as “watch dogs," is reason
able and in general very effective.

Preservatives, colouring m atters, anti-oxidants and emulsifying 
and stabilizing agents are all controlled very rigidly in British law. 
Only permitted substances may be used, and even then often only in 
specified foods.1

The 360 odd local authorities (authorized authorities under the 
Food and Drugs Act) in England and Wales, and also those in Scot
land and Northern Ireland are constantly taking samples of all types 
of food, especially those likely to be a m atter of interest, through 
their inspectors and all these samples are examined by a public 
analyst. In consequence the chances of any food m anufacturer or 
retailer breaking the law, or selling unsatisfactory food to the public, 
are remote.

World Food and Preservation
Certain parts of the world produce more food than the popu

lations require (for example, North America and Australia) and 
other parts cannot produce enough for their peoples (for example, 
India and China). Even in one country the bulk of the food produced 
may be grown in only one part of it, and production of most foods 
is seasonal. I t  is not sufficient to produce foods somewhere at some

1 F o r details see O ’Keefe, B e ll’s  S a le  All food regulations for the U nited 
o f  F o o d  and  D ru g s , L ondon; Pearson, K ingdom  m ay be obtained from  H er 
T h e  C hem ica l A n a ly s is  o f  F o o d s, Lon- M ajesty’s S tationery  Office, Kingsway, 
don; H in ton, in F oo d  D irec to ry , London. London, W . C. 2.
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time. I t  is highly desirable for all people throughout the world to 
have a safe, nutritious and attractive diet at all times of the year. 
I t follows that some form of preservation is necessary to permit food 
to be stored from the times of production for the rest of the year, 
and also to permit transport from areas of high production to areas 
of low production. Even in developed countries like the Uniced 
Kingdom, which produces large quantities of food (although this is 
not always realized), it is necessary to preserve much of it by some 
form of processing or by the use of additives.

The ideal food is obviously that which is freshly taken from the 
ground, or from a tree, or if an animal one that is freshly killed. 
However, more than half the United Kingdom population is urban 
and over one-third of it lives in towns of over 100,000 inhabitants. 
It is quite impossible to feed such a population with entirely fresh 
food; in fact about 60 per cent of our food has to be imported from 
countries often many thousands of miles away. Some form of pres
ervation of all imported food and much of our home grown food is 
essential.

The fast increasing population of the world (it is expected tc be 
doubled by the year 2,000) will necessitate not only the production 
of more food, and especially good quality protein, but increased 
transport of food. Demands for increasing efficiency and distribution 
will continually be made on the food technologist, and every advance 
in packaging and storage of foods must be utilized to the full. These 
trends must inevitably increase the need for the use of those additives 
—preservatives, anti-oxidants—which have been shown beyond doubt 
to  be harmless to humans.

No one will claim that a sophisticated or processed food is quite 
as attractive as the natural product but modern methods in food 
technology bring the two very close. An attractive appearance is 
a very important part of palatability and palatability is a big feature in 
appetite and digestibility which in turn can influence efficiency of absorp
tion. Stored and preserved foods often lose their attractive colour and 
flavour, and restoration of these properties by harmless substances is 
fully justified. It is better to have supplies of fruit and other perish
able foods in good condition all the year round, than to do without 
them for six or nine months of the year. If the colour and flavour 
of fruit and vegetables are retained by processing or the use of addi
tives, then the labile vitamins such as C, A and /3-carotene are usually 
also retained with but little loss.
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It is not the purpose of this article to suggest that processed 
foods and foods containing additives are better than fresh foods. 
But unfortunately it is not only impossible in practice for the whole 
of a dense population, such as that in the United Kingdom, to live 
on fresh foods, but economically it would be out of the question. 
Any attem pt at such a scheme for the population as a whole would 
considerably increase the cost of food. A smalt proportion of the 
population, by the circumstances of their way of life, for example, 
farmers, can obtain much of their food fresh, and some people are 
prepared to pay a higher price for such food. This aspect is entirely 
a m atter of individual choice.

Food and Health
All health authorities agree that an adequate amount of a well 

mixed diet is essential to health and mental well-being. Additives 
can hell) ' n this problem not only by preserving foods in an attractive 
form, but sometimes by actually increasing their nutritive value. 
There are many fortified foods on the market containing added pro
teins. vitamins, minerals and trace elements. I t is interesting to note 
in passing that some of these, although described as “natural health 
foods" (or implied to be such) may contain nutrients synthesized by 
the chemist or produced by laboratory controlled fermentations. Gov
ernment regulations may require vitamins and /o r minerals to be 
added to some foods. It is not generally realized that a considerable 
part of our vitamin and mineral requirements are supplied by legally 
compulsory additions to certain foods as follows: calcium, flour; 
iron, flour; aneurin (thiamine), flour; nicotinic acid, flour; vitamins 
A and D, m argarine; vitamin D, national dried milk.

Startling improvements can be effected in undernourished popu
lations by the provision of a “made-up food” designed on sound scien
tific principles. A good example is “Incaparina,” made in Guatemala 
by adding vitamin A. calcium carbonate and yeast to a gruel prepa
ration based on maize, cottonseed, sorghum and leaf meal. This has 
proved to be of high value for children suffering from protein deficiency.

Of all aspects of food technology, preservation of food in an 
attractive and safe condition with the minimum loss of nutritive value 
is probably the most im portant today. An adequate supply of a 
well balanced diet is necessary not only to keep people healthy and 
happy, but is also essential for efficiency in both physical and mental 
work. The long accepted laziness and mental inertia of the peoples
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of tropical countries have been shown to be due not so much to climate 
or race, but to under-nutrition or malnutrition. The commonest 
deficiency is simply in calories, but many diets are deficient also in 
protein, vitamins and/or minerals. There are many well-recognized 
diseases caused by specific deficiencies in this way.

Accidental Additions of Chemicals
Protests by the public against food additives are usually directed 

to the food processors, but it must not be forgotten that so far as 
abuses are concerned food producers are at least equally guilty. The 
uncontrolled or excessive use of penicillin and other antibiotics by 
farmers for m astitis in dairy cattle leads to an appreciable level of 
antibiotic in the milk, and some people suffer from discomfort or 
skin trouble from this cause. Uncontrolled use of aureomycin and 
other antibiotics for animal growth purposes can also be harmful 
to the consumer. Indiscriminate use of sprays for crops, and the 
use of the wrong chemicals, or of sprays at the wrong time can lead 
to undesirable amounts of the chemicals in the food as sold to the public.

In cases of proven harm to human beings, it can usually be shown 
that the fault lies in the improper use, particularly in excessive con
centrations, use at the wrong time or unwise choice of the substance 
concerned. The real solution to' the problem is to  insist on the con
trol of all these substances, and in particular, to restrict their choice 
and the concentration at which they can be used. To ban them com
pletely would be economically difficult, if not impossible, and nu
tritionally unwise.

Economic Aspects
In the United Kingdom we spend about ¿5,000,000,000 annually 

on food—nearly £100 a head, and there is little doubt that we are 
one of the best fed countries in the world. This is largely due to 
the food technologist. W ithout modern hygiene, transport, refrigera
tion, processing, additives, and packaging, it would be quite impossible 
to feed the United Kingdom population efficiently at this price.

Another im portant factor in the necessity for the best possible 
food technology is the increasing demand by the housewife for “con
venience foods” or foods partly or wholly prepared ready for con
sumption. The demand for canned meats and vegetables has trebled 
since 1939. “Instan t” coffee and tea are the forerunners of another 
type of “convenience” food. About one-fifth of our expenditure on 
foods is devoted to prepared foods, and the proportion is increasing.
FOOD ADDITIVES PAGE 615

*  *
u H u m m r m «  m innininKti

i



Policy for the Future
The present rigid control of all food additives in the United 

Kingdom by government regulations has already been emphasized. 
W hat should be our policy for the future?

The first point to- emphasize is that we still have a lot to learn 
about food from all angles—nutritional, processing, additives, packag
ing and distribution. Research on all these aspects should proceed on 
parallel lines and with proper cooperation and coordination.

Secondly, legislation should be constantly revised to keep it in 
line with the latest knowledge on the subject. Legal control should 
extend to all foods and all additives so that there are no loopholes for 
ignorant or unscrupulous food manufacturers and retailers. Food 
additives should be kept to the minimum necessary. If there is the 
slightest evidence for toxicity or any reasonable grounds for suspicion, 
then that additive should be forbidden. On the other hand officialdom 
should not be permitted to prevent a reasonable use of additives when 
adequate evidence has been presented for the safety of any substance.

No attem pt should be made to suppress criticism of food additives; 
we live in a free country and freedom of thought and expression is 
our birthright. The higher circles of science, medicine and government 
usually ignore uninformed criticism, but there is a good case for edu
cation of the public on facts as distinct from opinion. This could be 
done by lectures, and articles in the press and popular magazines, 
and possibly also food m ight be a subject w orthy of attention in 
schools and colleges. Even in the medical curriculum teaching on 
food is confined to a limited amount of education in the fundamentals 
of nutrition.

Finally, we m ust emphasize the need for the unification of inter
national regulations for food, especially in respect of labelling, addi
tives and packaging. The present position can only be described as 
chaotic. [T h e  E n d ]

CONGRESS ON MEDICAL QUACKERY HELD
T he Second N ational Congress on M edical Quackery, held O ctober 

25-26 in W ash ing ton , D. C., was attended by m ore than 700 delegates 
rep resen ting  professional m edical and educational groups and the news 
m edia. I t  was sponsored by the A m erican M edical A ssociation and the 
F ood and D rug  A dm inistra tion  as p a rt of a continuing jo in t educational 
effort to  com bat m edical quackery. H E W  S ecre tary  A nthony  J. 
Celebrezze, w ho opened the m eeting, com m ented th a t the gullible buyer 
of useless and som etim es dangerous products for which ex travagant 
claim s are m ade “is not only fleeced of the price . . . but is also 
deprived of considerable benefits of m odern m edicine.”
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Sanctions in Silhouette: An Inquiry 
into the Enforcement of the Federal 

Food, Drug and Cosmetic Act

This Article Is Based Upon an Address Delivered to the 
Round Table Meeting on Legislation, 1962 Annual Meeting 
of the Association of American Law Schools in Chicago, 
Illinois on December 28, 1962, and Is Reprinted from the 
C a l i fo r n ia  L a w  R e v ie w , March 1963 Issue. The Author Is a 
Member of the District of Columbia Bar, and an Adjunct 
Professor of Law at the New York University Schoo of Law.

5 V O L T A IR E  ONCE SAID of the divinity, if federal adm inistra
tive agencies had not developed explosively during the past three 

decades, it surely would have become necessary to invent some substi
tute for them.

W hen I began practicing in W ashington in 1931, there appeared 
to be no well-defined area known as adm inistrative law. There was, 
of course, Patent Office practice with its own esoteric vocabulary and 
rules, but it was largely confined to a group of specialists. A few 
lawyers had dealings with the Shipping B oard ; other largely confined 
specialists practiced before the Interstate  Commerce Commission; and 
there were a great many tax lawyers who shared that lucrative pasture 
with accountants.

Some hardy attorneys wore out their lives in the interminable 
hearings that followed Trade Commission complaints. But only a 
handful of active practitioners had anything to do with the Bureau of 
Fisheries or Steamboat Inspection in the D epartm ent of Commerce, 
or with the Food and D rug Administration then in the D epartm ent of 
Agriculture, or with the then relatively new and developing Federal 
Radio Commission.

By H. THOMAS AUSTERN
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Area of Administrative Law in 1931
In 1931, the work of any lawyer before any one of these agencies 

was regarded as a unique specialty, isolated in substantive content and 
procedure, and in most respects unrelated to any other field of law. 
There was no Federal Register. One seldom sought to discern any 
common patterns in how each of the separate agencies operated, in 
whether they gave adequate notice of w hat they planned to do, in the 
type of formal findings they made, or in the mode and scope of pos
sible judicial review of their action. There was indeed no adm inistra
tive law, but only a limited group of unrelated and fragmented special
ties.

Moreover, at least half of those who dealt with administrative 
agencies were not lawyers. They either were other specialists— 
chemists, engineers or accountants—or were simply experienced and 
often talented men who had through previous employment in the 
agencies acquired rvhat Air. Justice Frankfurter termed expertise. 
O thers were lame duck politicians whose chief competence lay in open
ing doors.

Most of those with a legal diploma who ventured to deal with 
federal agencies had never been exposed to a law school course bear
ing that title or with the content of those now offered. They had 
never had the advantage of that acrid analysis that students make of 
their professors’ classroom observations, or the insights that profes
sors and students contribute to the monumental writings in adminis
trative law.

Literature on Administrative Law
Relatively, the legal literature on administrative law was fairly 

slim. There were a few discussions here and there on public utility 
commissions, some volumes on the Interstate Commerce Commission, 
Gerard Henderson's brilliant book on the early Federal Trade Com
mission,1 but nothing like the current Niagara of horn books, articles, 
and notes and comments for citation in case books and dissection by 
students. A few legal Tories were disquieted in 1931 about the loose 
procedures that the then active agencies followed, but the bulk of the 
Bar appeared to be content to leave adm inistrative practice at the 
federal level to the W ashington specialists, who presumably were 
familiar with its procedural quirks and with the corridors of the AVorld 
W ar I temporary buildings in which the agencies were housed.

’ H enderson, The Federal Trade Com
mission (1924).
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I t  was the broad exertion of adm inistrative authority over wide 
segments of the American economy in the first hectic days of the 
New Deal—particularly by the NRA Blue Eagle, the Agricultural 
Adjustm ent Administration, the SEC, and a host of other new agen
cies—that first brought to most American lawyers a consciousness of 
the federal administrative process as a mode of government.

By 1939, when the first A ttorney General’s Committee on Admin
istrative Procedure began its labors, it could point to 17 federal admin
istrative agencies that had come into being since 1930, and, in its 
report in 1941, to a total of 111 federal departments, bureaus, divisions, 
and independent agencies which were by then in full bloom.2

There was, and is still, room for debate as to how many federal 
regulatory agencies im portantly affect private interests through rule 
making or adjudication. But w hat cannot be denied is that since 
World W ar II most of these agencies have vastly expanded their activ
ities, have sharpened their formal and informal proceedings, have fared 
better or worse at the hands of the reviewing courts, and have successfully 
complied with or evaded the Administrative Procedure Act of 1946.3

As a passing paradox, the proliferation of administrative agencies 
has rested in large part upon their asserted efficiency and expedition 
in dealing with complex regulatory problems. Yet with each passing 
year the adm inistrative process has become increasingly sluggish, 
criticism of inordinate delay in decision has intensified, and expedition 
becomes less and less a characteristic of almost every federal agency.

Doubts in Applying Concept of Strict Criminal Liability
Against that background, I should like to focus on the relation 

between the sanctions imposed for adm inistrative regulations and the 
scope and content of the authority delegated to an agency. In particu
lar, I hope to suggest some doubts as to the propriety of imposing 
criminal penalties and, perhaps, major doubts as to ever applying the 
concept of strict criminal liability for violation of complex adm inistra
tive regulations.

As an illustrative case, I offer the Federal Food, D rug and Cos
metic Act 4 and the agency known in W ashington alphabetic jargon 
as the FDA.

2 U nited  S tates D epartm en t of Justice, 
F ina l R ep o rt o f  the A tto rn e y  General’s 
C om m ittee  on A d m in is tra tive  P rocedure  
10 (1941).

3 60 S tat. 237 (1946), 5 U. S. C. Secs.
1001-11 (1958).

1 52 S tat. 1040 (1938), as am ended, 21 
U. S. C. Secs. 301-92 (1958), as amended, 
21 U. S. C. Secs. 201-92 (Supp. I l l ,
1962), as am ended, 21 U. S. C. A. Secs. 
321-81 (Supp. 1962).
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The FD A  has long fascinated adm inistrative law scholars. To 
begin with, the public needs to which it is directed—protection of the 
public health and the consumer’s pocketbook—command universal 
approval. This was recently and dramatically demonstrated in the 
D rug Amendments of 1962.5 6 In final form, that measure passed the 
Senate by a vote of 78 to 0,r' and the House by unanimous voice vote.7 
Few enactments—not even a declaration of w ar against an aggressor 
—have commanded like unanimity on both sides of Capitol Hill.

Since organized government was first created, everyone has 
wanted the sovereign to protect the population against impure food, 
deleterious drugs, and any debasement or adulteration of w hat a man 
puts down his gullet. As Mr. Justice Frankfurter observed three years 
ago in the Smith case,8 in contrasting the constitutional protection of 
free speech with absolute criminal standards in the food and drug 
area: “There is an im portant difference in the scope of the power of a 
State to regulate w hat feeds the belly and what feeds the brain.”

T hat universal approbation of purpose has resulted in a fascinat
ing administrative edifice—with probably the broadest powers of rule 
making found in the federal government. I t  has its own peculiar 
vocabulary, structure, and procedures. The applicable standards for 
adm inistrative action are as elusive as they are semantically colorful. 
Enforcement is achieved through the triple sanction of seizure, injunc
tion and criminal prosecution. Most significant for the immediate 
inquiry is that the most rigid concepts of strict criminal liability are 
applicable.

A full description of what the FD A  can regulate by its rule 
making—and of its unique procedures—would, and in many law 
schools does, w arrant a full seminar. A few significant highlights 
must suffice here as background for our principal inquiry.

As originally conceived in 1906, and amplified in 1938, the statute 
was an intricate complex of prohibitions. The FDA was essentially 
a policing agency. Food, drug and cosmetic manufacturers had re
sponsibility for compliance. Seldom was court action needed. Instead, 
the bulk of enforcement action was informal.

5 76 S tat. 781 (1962), 21 U. S. C. A. 
Secs. 321-81 (Supp. 1962).

6 108 Congressional Record 16360 (daily 
ed. Aug. 23, 1962).

7 108 Congressional Record  21135 (daily 
ed. Oct. 4, 1962).

8 Sm ith v. California, 361 U. S. 147, 
162 (19S9) (concurring  opinion). T he
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Justice indicated his aw areness of the  
relationship betw een the sanction em 
ployed and w hat is being regulated  by 
referring  to  “ the balance th a t is s tru ck  
between this vital principle [scienter] 
and the overrid ing public m enace in
heren t in the trafficking in noxious 
food and drugs.”
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System of “ Jaw-Bone Enforcement"
A developed cooperation between the regulated industries and 

the enforcement agency, the drastic sanctions, the desire on the part 
of most to comply, the fear of adverse publicity on branded foods and 
proprietary drugs, and the black shadow of strict criminal liability, 
combined to create w hat I have elsewhere called a system of “jaw 
bone enforcement.”

Professor Davis has termed this type of administrative reliance 
on informal methods of enforcement the use of the agency’s “super
vising power.” 9 Administrative enforcement often does not require 
formal adjudication but merely “the lifted eyebrow,” the suggestion, 
or the implied threat of action or publicity. I t  is, of course, not unique 
to the FDA.

The informal exertion of authority in questionable areas is often 
employed in many other agencies. The Federal Communications 
Commission notably uses correspondence rather than formal proceed
ings—backed by the threat of the sanction of nonrenewal of a license 
or refusal to accord additional facilities. Indeed, its enforcement of 
the original “equal tim e” section of its act through informal proce
dures ultimately led to Congressional amendment.

The Securities and Exchange Commission uses the “deficiency 
letter,” which leads almost invariably to acquiescence by the proposed 
issuer—over whose head hangs the possibility of a stop-order pro
ceeding. The Civil Aeronautics Board has firmly entrenched itself 
in a number of areas of doubtful jurisdiction merely through corre
spondence and negotiation, where the shadow of a suspension order 
leads to the adoption of the Board's suggestions.

These informal methods of adm inistrative enforcement are sub
ject neither to the procedural safeguards of the Administrative P ro
cedure Act nor to any effective judicial review. W hether one likes it 
or not, this mode of adm inistrative enforcement constitutes the bulk 
of regulatory action. The court cases bear about the same relation 
to total agency conduct as the visible portion of an iceberg does to 
w hat lies beneath the surface of the sea.

By and large, however, the use of informal procedures is found in 
those administrative agencies having policing functions. Their em
ployment in the enforcement of complicated agency rule making is 
more questionable, and turns, I suggest, entirely upon the severity of

9 ID avis, Adm inistrative Law  Treatise,
Sec. 4.01, a t 233 (1958).
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the available sanctions. W here these are economically severe—such 
as the loss of a television franchise—there are many who believe that 
periodic Congressional scrutiny is warranted and salutary. But where 
the available sanction is the threat of a criminal prosecution for fail
ure to obey, and where the penal proceeding is based on strict crimi
nal liability, I believe more pointed inquiry is warranted.

Added Policing Powers of FDA
The FDA is a striking example. Over the oast decade, through 

a series of vast and intricate amendments, the FDA has had added, 
to its policing powers under the original enactments a sweeping licens
ing structure. This system covers the prior approval of agricultural 
pesticides in very broad, detailed, and effective fashion despite w hat
ever doubts Rachel Carson may have recently suggested.10

All new food ingredients for man and animals are now subject 
to prior approval. Most antibiotics m ust be batch-certified. As the 
public learned in the recent Thalidomide episode, the safety of all new 
drugs is subject to prior clearance. By the recent amendment, the 
efficacy of all new forms of drugs m ust likewise surm ount prior de
tailed administrative scrutiny and approval. Beginning next year, the 
use of all colors for foods, drugs and cosmetics will be brought under 
full licensing control.

Just a year ago, in the Federal Hazardous Substances Labelling 
Act,11 the FDA was also given regulatory control over every house
hold article that is not a food or drug or cosmetic, to determine which 
should be denominated “hazardous” and require cautionary labelling. 
This new authority covers products ranging from cleaning compounds 
to shoe polish.

The resulting FDA statutes are over 100 pages long. The almost 
daily flow of complicated regulations, exceptions, extensions, certifi
cations, and the like, fills and refills hundreds of pages of fine print. 
Their bulk is formidable, and their technical vocabulary is as difficult 
to fathom as the mathematical formulae of nuclear physics.

In practical terms, the Code of Federal Regulations is as current 
and reliable as the old English Pipe Rolls. Indeed, in this area even 
the looseleaf services are usually far behind the times. I t  takes famil
iarity with chemistry, pharmacology, and processing nomenclature to

“ See Carson, The Silent Spring  1174 Stat. 372 (1060), 15 U. S. C. 
(1962) ; 68 Stat. 511 (1954), 21 U. S. C. Secs. 1261-73 (Supp. I l l ,  1962).
Sec. 346a (1958).
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parse the continual supplements, deletions, revisions, and modifica
tions. However necessary all of this may be in the public interest, it 
is not only delegation running riot—but it is plainly rule making not 
expressed in ordinary English or even familiar legal jargon.

Both basic coverage and standards for adm inistrative action :n 
the controlling statutes are fundamentally vague. The safety of foods 
and drugs and the efficacy of drugs turn on w hat is not “generally 
recognized among experts qualified by scientific training and experi
ence.” How many experts are required for general recognition—how 
their qualifications are to be established—and on w hat facts these 
experts are to base their judgm ents—is left wholly at large.

A t first glance, the necessity for the FDA establishing its basic 
jurisdiction by proving a negative—that the facts controlling cover
age are “not generally recognized . . —might appear to be an odd
form of statutory drafting. But as we shall see, in this field what the 
agency concludes, the court approves; and most of those regulated do 
not often dare to challenge an informal assertion of power.

Test of “ Fitness of Consumption’’
The test of “fitness for consumption” is that a food may not be 

“filthy, decomposed, or otherwise unfit for consumption.” This test 
is applied not in terms of w hat the housewife might accept, but on 
aesthetic criteria determinable only through a binocular microscope.

The statutory guide for prom ulgating standards regulating Tie 
composition of foods—in some respects the diet of the American con
sumer—is phrased “to promote honesty and fair dealing in the interest 
of the consumers.” In operation, that standard pragmatically could 
be equated to the more familiar guide of “effectuating the purposes 
of the Act.”

Each of these rule-making authorities carries with it further indi
rect controls. For example, determining that a new food ingredient is 
safe for the intended use does not suffice for its authorized use. The 
detailed labelling of every food product in which the ingredient may 
be used is subject to prior adm inistrative scrutiny lest its use, though 
completely safe, m ight in the a priori judgm ent of the FD A  lead to 
collateral misbranding.

Like authority exists with respect to the use of admittedly safe 
food and cosmetic coloring. I t extends also to so-called “New D rugs” 
which, though admittedly both safe and effective, now m ust also
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have their labelling and much of their advertising initially approved 
by the FDA.

The statutory criteria for determining w hat is proper food label
ling are phrased in terms of the likelihood of potential violation of the 
misbranding prohibitions of the rest of the act. Since these basic 
prohibitions are inherently vague to begin with—such as, that labelling 
must be “reasonably conspicuous”—w hat is essentially authorized is 
a desk-top determination of an apprehension of potential illegality.

These new controls do not merely authorize prosecution for viola
tio n ; they are also conditions of granting the necessary license. In 
terstate shipment without prior license is made criminal wholly apart 
from whether the food is in fact wholesome or the drug is in fact safe 
and effective.

Discretion on Issues of Economic Policy
W hat is sometimes lost sight of is that in all these agency deter

minations and the detailed rule making, there are not merely questions 
of protecting the public health ; there is also a wide ambit of adminis
trative discretion on issues of economic policy, and for the embodiment 
in the regulatory structure of arguable ideas about dietary preferences. 
These involve no hazard to health and no threat to the public, and do 
not remotely involve any menace “inherent in the trafficking in nox
ious food and drugs.”

How much butterfat should be required in cottage cheese as con
trasted to cream cheese—or whether pineapple chunks may be colored 
green—or honey added to peanut butter—or w hether vitamins may be 
added to chocolate bars—or, to use a more familiar example, now 
settled by statute, whether colored margarine should be permitted to 
be sold—do not involve any scientific determinations or questions of 
public health, but instead are issues of economic policy.

W hether the per cent of polyunsaturated fats, or the ratio be
tween saturated and polyunsaturated fats, may be disclosed to the 
public embodies both highly arguable nutritional theories and funda
mental political questions as to how far a paternalistic or relaxed FDA 
should go in perm itting a supposedly literate population to make its 
own dietary judgments.

Never forget that where the FDA disagrees, the product is out
lawed. The need for or desirability of each of the elements in this FDA 
regulatory structure may for some be a m atter of debate. I t  suffices 
for present purposes to suggest that the pattern thus far appears to
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be that whatever additional delegated authority may be sought in this 
area, Congress will usually grant it.

Our inquiry is directed toward the type of sanction that should 
be applied in the event of violation.

In many FDA situations, it may be wholly beyond the power of 
an individual to know or to control whether or not he is in compli
ance. A manufacturer may purchase an essential ingredient from 
another who may inadvertently and without negligence deliver m ate
rials which do not comply with these detailed requirements. The 
status of literally hundreds of ingredients remained uncertain for sev
eral years under the Food Additives Amendment of 1958.12 Many of 
them fell through the interstices of the vast network of exemptions, 
extensions and exceptions embodied in the regulations,

There is, of course, in these statutes detailed provision for court 
review. The ordinary pattern is by petition to a United States Court 
of Appeals on a paper record. But every experienced food and drug 
lawyer will tell you that in 999 out of 1,000 cases, even the most san
guine counsel knows that he hasn’t a prayer of persuading an appel
late court to second-guess the FDA.

Resort to Negative Findings
Every finding is dressed up as a scientific determination. W here 

there is no evidence, the FDA often resorts to negative findings—recit
ing that there is an absence of evidence showing that to permit the 
continued sale of a particular product or the use of an ingredient will 
benefit the consumer. Colorful phrases of remote bearing—such as 
“poisoning the public,” “prevention of cancer,” “deleterious foods in
juring the public”—are regularly trotted out.

I t  is indeed a sturdy appellate judge who is not tempted to clutch 
his stomach, to recall every episode of family illness, and to react in 
favor of those who march under the banner of protecting the aged, 
lactating mothers, and infant children.

Realistically, Universal Camera13 and any other case on judicial 
review you care to name have little bearing in this area. The FDA 
rule-making process, by and large, has virtual immunity from judicial 
intervention or correction.

Recognition of the impracticability of judicial review probably 
underlies in part the recent recommendation of the Second Citizens

12 72 S tat. 1784 (1958), 21 U. S. C. 13 Universal Camera Corp. v. N L R B ,
Secs. 321-46 (1958). 340 U. S. 474, 19 LC If 66,191 (1951).
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Advisory Committee on the FDA that independent, nonagency, scien
tific groups should be employed as review boards.14 T hat idea origi
nated and was incorporated in the Miller Amendment in 1954 for the 
licensing of pesticide chemicals.15 It was there provided that after 
the regulation was promulgated, any objecting person could have the 
entire regulation referred to an independent advisory committee whose 
recommendations were thereafter to be taken into account in re
examination by the FDA.

Objections to Private Advisory Committee
It may well be that some system of having an extracurricular ad

visory committee can be developed. As the proposals now read, I 
remain unpersuaded and have publicly opposed them. For the FDA 
to abdicate its responsibilities to a private scientific advisory commit
tee seems to me to be objectionable. These groups will be acting 
privately, on evidence not of record, and, I believe, exposed to every 
type of direct and indirect lobbying. If the only solution to some of 
these problems is to create an adm inistrative flying buttress to agency 
rule making, I think some basic re-evaluations m ight be preferable.

But every detailed rule and. every aberrant interpretation are 
enforceable by penal action under strict criminal liability. Both com
panies and individuals are vulnerable. Indeed, as the Dottcrweich 
case 10 illustrates, the individual may be held even though the com
pany is exonerated. Knowledge of the facts, intent, or willfulness 
are not required elements for conviction.

Identical Punishment for Major or Minor Violations
Criminal prosecution can follow with equal ease for violations of 

minor economic regulations as for major threatened injury to the 
public health. The same penal consequences can flow from using the 
wrong words or too small a size of type on a salad dressing label as 
would follow from the addition of a poison to that food. Punishm ent 
can be identical for slight exaggeration as to the contents of a bottle 
of suntan oil as for the failure to put a vital warning statement, or 
for including a false therapeutic claim, on a drug label. Accidental

14 R eport of the Second Citizens A d- 13 68 Stat. 511 (1954), 21 U. S. C. Sec. 
v isorv  C om m ittee to the S ecre tary  of 346a (1958).
H ealth , E ducation, and W elfare on the 10 United States v. Dottcrweich, F ood 
Food and D rug  A dm inistration , 17 F ood D rug Cosmetic L aw R eports, If 2151.25; 
Drug Cosmetic L aw Tournal 581, 615-16 2151.63; 2211.77; 2217.92; 2245.55;
(1962). 2501.83.
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violation of the most intricate detailed requirement is made equally 
reprehensible with the willful bootlegging of toxic drugs. Employ
ment in a food of flavoring material beyond specified levels, measured 
in parts per million, can be equated for criminal prosecution with the 
willful adulteration of drugs.

This indiscriminate application of the same drastic criminal sanc
tion, irrespective of the character or magnitude of the violation in
volved, and under the absolute rule of strict criminal liability, is an 
historical accident in this field. I t  resulted because the format of the 
earlier policing statutes was carried over while the delegated rule- 
making authority was vastly expanded. Curiously, except on civil 
rights issues, Congress seems to pay little attention to the form of 
any sanction embodied in the statutes it enacts.

In Terrorem Technique
You may well ask whether this drastic sanction is really em

ployed? The unhappy answer is that it occasionally is used. Nomi
nally, the law prescribes tha t there m ust be an administrative hearing 
before any criminal prosecution is ordered, and that minor violations 
need not be prosecuted where the FDA considers that the public 
interest would be adequately served by suitable w ritten notice or 
warning. But, unbelievably, it has been held that the precedent ad
ministrative hearing is not a jurisdictional requirement for prosecu
tion.17 Moreover, in practice the FDA often uses the prerequisite 
Notice of H earing more as an in terrorem technique in many situations 
where actual penal action m ight never be instituted.

But the real th rust of this criminal sanction of strict liability is 
that its very existence leads to administrative conduct which some of 
you m ight be tempted to challenge. W ould you dare do so?

The FD A  is not unaware that it has this strict criminal sanction 
in back of its intricate rule-making power and its own interpretations 
of its own regulations. On occasion, in informal discussions of whether 
a regulatory proposal is authorized, or is based on any solid facts, 
or will have an unreasonable or discriminatory impact, one encounters 
the reply—offered with a smile yet with grim undertones—that these 
are not the real questions. The real point, it is suggested, is whether 
any company or company official wants “to risk being the Patsy  in 
having the point tried out in a criminal proceeding.” 11

11 Cited a t footnote 16.
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Granted that this does not occur often. Granted that most of the 
FD A  officials are the finest public servants—with no axe to grind, no 
set of developed predilections, and free of all elements of vindictive
ness. Still, the question remains whether it is good government both 
to delegate this technically complicated and practically unreviewable 
rule-making authority, and to back it up with the sanction of strict 
criminal liability.

There are some who insist that the present FDA has a curious 
blind spot about these penal sanctions. Early in 1962 the FDA asked 
Congress for complete and unfettered power to inspect all of the files 
of every individual company subject to the act, in order to determine 
the existence of any violation, or potential violation, of the statute, 
or of any of the regulations issued under it. The only response to a 
suggestion that this would trespass constitutional limitations was an 
FDA insistence that the complexity of its own regulations and the difficulties 
of enforcement made this additional grant of authority necessary.

This FDA insistence, I might add, was coupled with an adamant 
position that full enforcement required the continuance of strict crim
inal liability—even absent knowledge or intent or any lack of reason
able care on the part of an inadvertent violator.

No Equivalent System in Federal Administrative Law
I know of no equivalent system of criminal enforcement in federal 

administrative law. There are some conservation statutes, such as 
the W hite Act authorizing agency determination of lawful fishing 
areas, where confiscation of fishing gear is authorized w ithout inquiry 
into willfulness, knowledge, or intent.18 But strict criminal liability 
for violation of complicated rules and regulations is, I suggest, at least 
a novelty.

Historically, that doctrine of strict criminal liability—which 
Bishop once called “too monstrous to be accepted as law”—is a devel
opment of the past 125 years. There was a parallel development in 
England and the United States in the statutes controlling the sale of 
intoxicating liquor and food. Professor Sayre suggested that the 
doctrine ought to be limited to regulatory areas where the penalty was 
slight and the social injury resulting from violation might be widespread.19

18 43 Stat. 466 (1924), 48 U. S. C. Sec. 
226 (1958) ; see H ynes v. Grimes Packing 
Company, 337 U. S. 86 (1949).

18 Sayre, “Pub lic W elfare Offenses,” 
33 Columbia Law  Review, 55, 78-79

(1933). Some state court decisions go 
further. See Ogburn v. State, 168 A rk. 
396, 270 S. W . 945 (1925) (one-year 
im prisonm ent for the possession of a 
car having a m utila ted  m oto r num ber

FOOD DRUG C O SM ETIC  L A W  JO U R N A L — N O V EM B ER , 1 9 6 3PAGE 6 2 8



W hatever may be the reasons for imposing a strict criminal lia
bility for statutory rape, or selling liquor to minors, or, as in Massachusetts, 
for unintentional bigamy where there was a reasonable belief that the 
first spouse was dead, I join with Henry H a r t20 and Jerome H a ll21 
in condemning the whole doctrine. In federal law, it is limited to 
control of narcotics,22 and food and drug law violations where, as I 
have suggested, imprisonment can be imposed even for offenses in no 
way injuring public health or safety. W hile I cannot w arrant a search 
of all of the substantive statutes, a run-throug'h of T itle 18 of the 
United States Code has brought to light no other example except 
possibly Section 14 of the Federal Trade Commission Act,23 which 
might be, but has not as yet been, interpreted to embody strict criminal 
liability for the false advertising of drugs where immediate and wide
spread danger to the public health will result. W here the substantive 
rules are found not in an act of Congress but in the complex details 
of agency rule making, I find no other instance in which the sanction 
of imprisonment follows violation according to strict criminal liability. 
The most that one finds is the so-called civil penalty, the amount of 
which is usually left to the discretion of the judge.24

Question of Form of Sanction in Hart Bill
In September 1962 this question as to the form of sanction to be 

employed for violation of administrative regulations came sharply 
into focus in the so-called H art b ill25 which is to be considered by the 
88th Congress. The bill proposes new and comprehensive rule making 
to control the packaging and labeling of a broad range of “consumer
and serial num ber; defendan t’s lack 
of know ledge w as no t a  defense) ; State 
v. Dobry, 217 Iow a 858, 250 N. W . 702 
(1933) (felony conviction for filing false 
s tatem ent upheld, absen t any show ing 
th a t defendant knew  the statem ent to 
be fa lse); State v. Lindberg, 125 W ash. 
51, 215 P. 41 (1923) (affirm ing felony 
conviction for bo rrow ing  m oney from  
a bank of w hich the defendant was a 
d irec tor; evidence tend ing  to  show 
th a t the defendant reasonably  believed 
th a t the m oney cam e from  another 
bank was held properly  excluded).

See H a rt, “T he Aim s of the C rim 
inal L aw ,” 23 Lazv & Contemporary 
Problems, 401, 422-25 (1958).

31 See H all, General Principles o f Crim
inal. Law, 325-59, 375 (2d ed. 1960).
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32 United States v. Balint, 258 U. S. 250 
(1922). B ut see, Sm ith  v. California, 
cited at footnote 8; Lambert v. Cali
fornia, 355 U. S. 225 (1957); M orissette 
v. United States, 342 U. S. 246 (1952) ; 
Bacnder v. Barnett, 255 U. S. 224 (1921).

”  52 S tat: 114 (1938), 15 U. S. C. Sec. 
54 (1958).

24 In a fo rthcom ing article in the 
A ntitrust Bulletin, it is noted  th a t the 
Suprem e C ourt and the courts of ap 
peals have now  insisted th a t w here 
m onetary  civil penalties are to apply, 
adm inistra tive orders m ust be bo th  spe
cific in scope and explicit in w hat they 
prohibit. In  addition, the b a rk  of these 
civil penalties is usually far w orse than 
their bite.

25 S. 387, 88th Cong., 1st Sess. (1953).
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commodities.” I t  is a new form of agency economic control embracing 
everything from toothpaste to toilet tissue, from soup to nuts, and 
from paper napkins to detergents. For all products for personal or 
household use, it authorizes detailed regulations prescribing the sizes 
and shapes of packages, the unit volumes in which these products may 
be manufactured, the use of label illustrations, the declaration of net 
contents, the label type size to be employed, the use of so-called 
economy-size packages, “cents-off” deals, and any references to the 
number of servings a product may supply.

The authority to issue regulations is to be shared by the FDA 
and the Federal Trade Commission, depending upon whether the 
product is a food, drug or cosmetic now subject to FDA enforcement, 
or is any other household product. The latter would be under FTC 
jurisdiction.

But the penalties for violation would, under present law, be 
wholly different—on substantially the same regulations—depending 
on which agency issued them. Failure to comply with a regulation 
issued by the FDA could mean penal enforcement Avith strict criminal 
liability. Noncompliance with the same regulation issued by the Fed
eral Trade Commission would in contrast expose the violator only to 
a cease and desist order, subject to a civil penalty if not obeyed.

This proposal again illustrates the strange Congressional lack of 
awareness or indifference to the type of sanction to be authorized for 
the enforcement of adm inistrati\Te rule making.

In  d iscu ss io n s  w ith  FDA officials, I h a v e  fo u n d  th a t  th e y  a re  
e x tre m e ly  lo a th  to  s u r re n d e r  th e  sw o rd  of s tr ic t  c rim in a l lia b ility . 
T h e y  u rg e  th a t  th e y  a re  c o g n iz a n t of th e  o ccas io n a l u n fa irn e s s  of 
ijs in g  it  an d  th a t  if w id e ly  em p lo y ed  it  m ig h t  n o t lo n g  sundr^e. T h e y  
in s is t, hoAvever, th a t  i t  p ro v id e s  an  u n d e rs ta n d a b le  d ire c t m o tiv a tio n  
fo r  co m p lian ce  Avith a n y  ru le  o r  in te rp re ta t io n  th e y  w ish  to  ad v an ce . 
S ince  c o m p a n y  officials, can  be  p ro se c u te d  even  Avithout a n y  k n o w l
edge  o r in te n t, a ll su b o rd in a te  em p lo y ees  Avill u su a lly  y ie ld  to  FD A  
vieAvs r a th e r  th a n  ex p o se  th e ir  su p e r io rs  to  p en a l p ro se c u tio n . FDA 
a lso  b e liev es  th a t  no  m o n e ta ry  co n seq u e n c es  w ill be su ffic ien tly  la rg e  
to  a c t as a re a l  d e te rre n t.

This is all very Avell Avhen the rules are simple and understand
able. But Avhen they are complicated, technical, and often neither 
precise in meaning nor clear in coverage, the lack of balance between 
the severity of the sanction, as Avell as its in tcrrorem potential, and 
the economic questions involved is not good government.
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Conclusion
In my view, both revision and refinement of these sanctions would 

be desirable. For noncompliance that directly endangers the public 
health, a criminal sanction can be accepted. Strict criminal liability 
cannot be countenanced.

For violation of regulations that are essentially economic, the 
use of a cease and desist order, backed up by both injunction and 
civil penalties for further violation, would be adequate. This is not 
remotely the “trafficking in noxious food and drugs” which Mr. Justice 
Frankfurter took as his springboard in the Smith case.26 Moreover, 
$5,000 per day would seem to be a sufficient economic deterrent.

In his Holmes Lectures this year, Judge Friendly pleaded for 
more intensive study in the law schools of the substance of adminis
trative law. He was talking about adjudication, not rule making. 
I hope that some of you in the academic cloisters who have time for 
study in depth, penetrating thought, and the aid of talented research 
assistants, may be moved to make a full and objective re-examination 
of this question of how the sanction for violation ought to be related 
to the form and subject matter of administrative regulations. [T h e  E n d ]

SMOKED FISH TO BE FROZEN FOOD ONLY
Sm oked fish from  the G reat L akes a rea  will henceforth  be stored  

and d istribu ted  as a  frozen food, according to an announcem ent by  the 
N ational F isheries In s titu te  and the Food and D ru g  A dm inistration.

T he Institu te , w hich represen ts 90 to 95 per cent of the U nited  
S tates fish sm oking  and curing  p rodu ction  and dollar value, advised 
F D A  C om m issioner George P. L arrick  of th is and o ther m easures 
w hich the  industry  will undertake  to insure against fu rth e r instances 
of botulism  poisoning by sm oked fish. T he botulism  toxin does not 
develop below freezing tem perature.

T hese actions of the In s titu te  followed F D A ’s recom m endation on 
O ctober 25, th a t all sm oked fish products  from  the G reat L akes area 
should be destroyed. T he F D A ’s w arn ing  applied only to sm oked fish, 
not to fresh, frozen, pickled or canned fish. T h e  F D A  em phasized th a t 
these recent actions by the In s titu te  does not change the situation re 
gard in g  sm oked fish already distributed .

“T he In s titu te  is to  be com m ended for its p rom p t action in dealing 
w ith  an em ergency situation . T he  m easures they  have agreed to1 adopt 
are consisten t w ith  recom m endations of the F D A ’s advisory  com m ittee 
on botulism . T hey  will be adequate to p revent botulism  while techno
logical studies are being m ade to  develop practices for long-range ap
plication,” the  C om m issioner said. 24

24 Cited at footno te 8.
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New Drug Applications and 
Suspension Procedures

By VINCENT A. KLEINFELD

Mr. Kleinfeld Is a Member of the Washington, D. C. Law 
Firm of Bernstein, Kleinfeld & Alper. This Paper W as Presented 
at a Two-Day Briefing Conference Sponsored by the Federal 
Bar Association in Washington, D. C. on June 27-28, 1963.

IT  IS A PPA R E N T L Y  A FU N D A M EN TA L and immutable part 
of the adm inistrative process that no direct grant of authority by 

Congress to the executive branch of the government, even if it is co
extensive with, or greater than, that requested by the agency con
cerned, remains sufficient for more than a few months. I often 
wondered some years back, while with the Departm ent of Justice, 
just how various positions taken by agencies as to the scope and 
breadth of the laws they were administering were arrived at. I had a 
mental picture of a group of zealous (perhaps over-zealous) and dedi
cated (perhaps over-dedicated) officials getting together in an office 
(this must not be confused with the smoke-filled room which we all 
know is invariably employed by politicians and industry) and saying 
gleefully, as they rubbed their hands, “Now, let’s see w hat we can do 
to give the consumer greater protection.” Another way of putting this 
is “Now, let’s see how we can extend the statute to areas which we, 
in our expertise, believe ought to be covered, although Congress ap
parently did not.”

W hatever the rationale or philosophy may be, it is an unalterable 
law, probably originally enunciated; by Hammurabi or Justinian, that 
every agency, local, state, or federal, must stretch an ordinance or law 
to the breaking point, and sometimes beyond. A fter all, explain these 
Argonauts, we are merely attem pting to  protect the public. And if 
one dares remonstrate, the disingenuous answer is “Well, you can 
always meet us in court.” Of course, in many instances the only way 
in which one meets an agency such as the Food and Drug A dm inistra
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tion in court is on the receiving end of a criminal prosecution. Cer
tainly counsel for the manufacturer, at least, cannot be lighthearted 
about this. I t  is his client who can be found guilty in a criminal prose
cution without any proof of knowledge, intent, or wilfulness. He 
knows, also, that a corporate officer can be found guilty if, to use the 
all-enveloping language of Justice Frankfurter, the officer had “a re
sponsible share in the furtherance of the transaction which the statute 
outlaws.” It is he who must advise his client that the penalty for the 
first violation (each shipment constituting a separate offense) can be 
a fine of $1,000, or imprisonment for one year, or both, and for a second 
offense, or for a first offense with intent to defraud or deceive, a fine 
of $10,000, or imprisonment for three years, or both.

Difficulties at the Federal Level
And on the federal level at least, just try  to settle the difference of 

opinion ‘‘in court,” as blithely suggested by the government, by means 
of a suit for a declaratory judgm ent rather than awaiting a seizure ac
tion or criminal prosecution. If this is essayed, watch the bitter gov
ernmental opposition to such a suit on the ground that, as a m atter 
of constitutional law, no “case or controversy” exists since the A ttor
ney General of the United States has not threatened prosecution. The
A ttorney General, of course, when 
intends to prosecute, replies by the 
“The Attorney General is authoris 
to the President and heads of the 
ernment.1

1 T he various adm inistra tive agencies, 
aided and abetted  by the courts, have 
w hittled  dow n the D eclarato ry  Ju d g 
m ent A ct so that it is of little practical 
value. See, for exam ple, the recent 
case of Kennedy v. Rabinowitz, et a!., 
U . S. App. C. C., No. 17,105, April 4, 
1963, w here the court dism issed a 
declaratory  judg m ent su it not on  the 
g round  th a t the  A tto rn ey  G eneral had 
not th rea tened  prosecution, but ra ther 
because of the sovereign im m unity doc
trine. T h e  court sta ted  in part:

“Appellees rely  heavily on P rofesso r 
B orchard  in argu ing  th a t civil p roce
dure in the  area no t involving m oral 
tu rpitude, particu larly  ‘w here there is 
grave uncerta in ty  as to w hat practices 
the general term s of a  law  prohib it.’

asked for his views on whether he 
stock and hallowed expression that 
ed by law to render opinions only- 
executive departments of the gov-

B orchard, Declaratory Judgments (2d 
Ed. 1941), p. 1021. T hey  also assert 
w ith  P ro fesso r B orchard , tha t one of 
the m ain and m ost beneficial functions 
of declaratory  judgm ent procedure is 
as a substitu te  for crim inal p rosecu
tions in the area of regulation  of busi
ness practices.’ Philosophically, we 
m ay agree. B ut the  C ongress had 
decreed otherw ise, at least so  far as 
agents represen ting  foreign gov ern
m ents are concerned. C onsequently, 
since appellees have failed to  challenge 
the constitu tionality  of the Act, on its 
face o r as applied, o r the au th o rity  of 
the A tto rn ey  G eneral to enforce it, this 
case should be dism issed on the p lead
ings as an unconsented suit against the 
U nited  S tates.”
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“ Incomplete Gimmick”
In the food and drug area, perhaps a classic example of adminis

trative law-making is what is known in the drug industry, albeit not 
overly fondly, as the “incomplete gimmick.” In 1938 B. T. (Before 
Thalidomide), Section 505 of the Federal Food, D rug and Cosmetic 
Act provided that a new drug application would be permitted to- be
come “effective” (in reality “approved”) on the 60th day after its 
filing, unless prior to that day the Secretary had postponed the effective 
date of the application to such time, up to 180 days after the filing, as 
the Secretary deemed necessary to enable him to study and investigate 
the application.

For some m ysterious and inexplicable reason lost in antiquity, the 
government seldom, if ever, took advantage of this specific statutory 
grant of authority to examine a new drug application for 180, rather 
than 60 days. In any event, it may well be that in some insta.nces more 
than 180 days were required to evaluate a drug which m ight have 
potentialities for harm as well as good. Further, and this was even 
more important, at the end of the 60th (180th) day after filing, the 
new drug application became automatically “effective” (approved) if 
the Secretary had not acted. W hether an automatic approval of an 
application in this area is good or bad is not the subject of this paper. 
But in any event, under the original 1938 Act, there was what appeared 
to be at least a practical reason for the position taken by the govern
ment with respect to the filing of new drug applications. This was 
because the government obviously believed that more time was needed 
to consider these applications than that granted by Congress. Conse
quently, the pertinent regulations provided that a new drug application 
did not have to be permitted, or not permitted, to become effective as 
provided by the Act, but that for any reason which the government 
chose to proffer, the application could be called “incomplete” and 
therefore not “filed.”

Then came thalidomide, and whatever the government wished 
from Congress in the way of further authority was available for the 
asking. The Drug Amendments of 1962 vested tremendous power in 
the Food and Drug Administration. W ith  respect to new drugs, the 
amendments, at the specific request of the government, give the Sec
retary 180 days after the filing of an application, or such additional 
period as may be agreed upon by the Secretary and the applicant, to ap
prove the application or to give the applicant notice of an opportunity 
for a hearing. Certainly, it is a Hobson’s choice with which the appli
cant is presented. He knows full well that should he fail to agree to
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an additional period of time for evaluation of his application, the Sec
retary will presumably postpone the taking of any final action at the 
end of the 180 day period by giving the applicant notice of an oppor
tunity for a hearing.

If the applicant, a most unusual and daring company indeed, does 
not agree to an additional period but instead elects to proceed with a 
hearing by making a w ritten request within the 30 days after the 
notice, the hearing is to commence not more than 90 days after the 
expiration of the 30 days, and the Secretary's order at the conclusion 
of the hearing “shall be issued within 90 days after the date fixed by 
the Secretary for filing final briefs.” Even more important, the failure 
of the Secretary to approve or disapprove the application no longer 
causes the application to become automatically approved.

It would appear to the uninitiated that with these changes, made 
at the behest of the government, the practical rationale for the incom
plete stratagem  no longer existed. To the surprise of some of the 
more unsophisticated, this disingenuous artifice is still to be employed, 
and the regulations which have been issued so> provide.

One example that I recall is a new drug application originally sub
mitted in December of 1961 and held incomplete (the former new drug 
provisions then being in effect) 59 days later. Correspondence was then had 
early in 1962 and another incomplete communication received in June of 
that vear. A further submission of the application was made and, 
since the D rug Amendments of 1962 had now been passed, the next 
frustrating “can't be filed” letter was forwarded to the petitioner almost 
six months thereafter. In addition, the last “incomplete” missive from 
the government stated, and this is more customary than otherwise, 
that “W e will reserve final comment on proposed labeling until the 
application is otherwise completed.” (That this applicant is now com
paring himself with Tantalus is not surprising.) It is clear, therefore, 
that the government intends to continue this artifice, although the 
bases which the government may have thought required it as a prac
tical m atter no longer exist. It may be stated by the officials concerned 
that this procedure “is the best thing for industry.” I should think 
that industry ought to be the best judge of what is best for it.

Let us now assume that a particularly fortunate drug manufacturer 
has finally submitted sufficient data so that the government has de
termined, at long last, to accept the new drug application for filing. 
Now that we turn from extra-legal to legal considerations, w hat are 
the chances of the application being approved? The breadth of the
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statutory language, with respect to w hat the applicant must submit 
and w hat will support an administration determination not to approve 
an application, is such that greater discretion could hardly be vested 
in the Food and Drug Administration.

The new drug application must contain “full” reports of investi
gations which have been made to demonstrate that the drug is safe 
and effective, a “full” list of its components and composition, a “full” 
description of the methods, facilities, and controls pertaining to the 
manufacture, processing and packing of the drug, and such samples of 
the drug and its components as the Secretary may require, together 
with specimens of the labeling. W ithin 180 days after the filing of 
the application, the Secretary is directed to approve it or to give the 
applicant notice of an opportunity for a hearing “on the question 
whether such application is approvable” (the drafters could have been 
a bit more literary).

At this point, considering the grounds on which the Secretary can 
determine that an application is not “approvable” and the ambiguity 
and vagueness (perhaps necessary in this area) of the statutory lan
guage, I challenge anyone, ever, at any time, in any way, to persuade 
any court to reverse an administrative conclusion after a hearing that 
the new drug application is not “approvable.” The Secretary may issue 
an order refusing to approve the application if the reports submitted 
to him with the application do not include “adequate tests by all 
methods reasonably applicable” to show whether the drug is safe when 
used as directed, if the results of those tests show the drug is unsafe 
or do not show that it is safe, and if the methods, facilities and controls 
used in the manufacture, processing and packing are inadequate to 
preserve its identity, strength, quality and purity. In addition, and 
here the discretion vested in the Secretary is plenary indeed, he may 
refuse to approve the new drug application if, upon the basis of the 
information subm itted to him as part of the application or upon the 
basis of any other information before him “he has insufficient informa
tion to determine w hether such drug is safe for use under such condi
tions,” or “there is a lack of substantial evidence that the drug will 
have the effect it purports or is represented to have,” or “based on a 
fair evaluation of all material facts” the labeling is false or misleading 
in any particular.

“ Substantial Evidence” Defined
In one of the rare instances in which Congress has chosen to ex

plain or define one of the many rather indefinite and vague words and
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phrases appearing in the Act, the New D rug Amendments of 1962 
define “substantial evidence” in connection with the effectiveness of 
a drug for which a new drug application is filed, by providing a firm 
and immovable wall to hold off any daring manufacturer who may 
dare to quarrel with an administrative determination in this respect. 
The term “substantial evidence” is defined to mean evidence “con
sisting of adequate and well-controlled investigations, including clini
cal investigations, by experts qualified by scientific training and 
experience to evaluate the effectiveness of the drug involved, on the 
basis of which it could fairly and reasonably be concluded by such 
experts that the drug will have the effect it purports or is represented 
to have” under its conditions of use.

Secretary May Withdraw Approval of New Drug Application
Let us assume again that at long last a new drug application is 

not only filed, but is actually approved. The Secretary may choose to 
change his mind. If he does, after notice and an opportunity for hear
ing to the holder of the approved new drug application, the Secretary 
may withdraw his approval on the same general grounds on the basis 
of which he could have disapproved the application in the first place. 
He may withdraw his approval if data shows that the drug is unsafe 
for use, or if new evidence or tests, evaluated together with the avail
able evidence when the application was approved, shows that the drug 
is not shown, to be safe for use, or on the basis of new as well as old 
evidence there is a lack of substantial evidence that the drug is effec
tive, or if the application “contains any untrue statem ent of a material 
fact.”

The Secretary may also withdraw his approval of a new drug 
application if he finds that an applicant has failed to establish and 
maintain such records or make such reports as the Secretary may re
quire, or the applicant has refused to permit the government to copy 
or verify his records, or the Secretary determines, on the basis of old 
and new evidence, that the m anufacturer’s methods, facilities and con
trols are inadequate and are not made adequate within a reasonable 
time after notice, or, on the basis of new and old evidence, the labeling, 
“based on a fair evaluation of all material facts,” is false or misleading 
in any particular and is not corrected within a reasonable time after 
notice. Any order w ithdrawing approval of an application m ust state 
the findings on which it is based. In the event the Secretary, or the 
official acting as Secretary, finds that there is an imminent hazard to 
the public health, he may suspend the approval of the new drug appli
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cation immediately and give the m anufacturer prompt notice of his 
action and afford him an opportunity for an expedited hearing.

Prior to the passage of the D rug Amendments of 1962, an appeal 
from an order refusing to permit a new drug application to become 
effective, or withdrawing such permission, could be had in a United 
States district court for a district in which the applicant resided or had 
his principal place of business or in the district court for the District 
of Columbia. T hat provision was included in the archaic and ante
diluvian days of yore, when the original Federal Food, Drug and 
Cosmetic Act was passed. At that time, requiring that a new drug 
application be submitted to the Food and Drug Administration before 
the drug was marketed seemed a vast grant of power to the govern
ment, which is perhaps why words considered nasty in those days, 
such as “licensed” or “approved,” were not used. Apparently, industry 
felt that its chances of success in a review proceeding might be better 
in a district court than in a court of appeals, and the government did 
not seem to have quarreled with that procedure at that time. In all 
the years between 1938 and the passage of the D rug Amendments in 
1962, only one drug company, a very small and audacious one, obtained 
the final judgm ent of a reviewing district court. This company had its 
petition for a review thrown out by an indignant judge who asked 
counsel for the petitioner how he (the judge) could possibly be re
quested to substitute his judgm ent for that of the Food and D rug 
Administration where a question of safety was involved. This, of 
course, was to be expected.

Notwithstanding this, the D rug Amendments of 1962 provided, 
since almost everything else was being changed anyway, that appeals 
from orders refusing to approve, or w ithdrawing approval of, a new 
drug application should now be taken to the United States court of 
appeals for the circuit where the applicant resides or has his principal 
place of business or to the United States Court of Appeals for the 
District of Columbia Circuit. This is more in line with the traditional 
type of adm inistrative review and with reviews from various orders 
issued under the Federal Food, Drug and Cosmetic Act in connection 
with other facets of the statute. W hether it really makes any differ
ence is doubtful. As in other areas of administrative law, “the finding 
of the Secretary as to the facts, if supported by substantial evidence, 
shall be conclusive.” Interesting questions would arise if appeals were 
ever taken. Thus, as we have seen, the Secretary may refuse to ap
prove a new drug application or may withdraw his approval if “there 
is a lack of substantial evidence” that the drug is effective. Apparently
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the Secretary’s order to that effect m ust be affirmed if there is sub
stantial evidence that there is a lack of substantial evidence. This 
would be a juicy morsel indeed for the legal profession in other areas 
of administrative law where there was some point to entering into 
litigation.

Now why do I say in other areas than the food and drug field? 
The answer lies in the incident to which I have referred, in the one 
instance where review was had of an order refusing to permit a new 
drug application to become effective. W e have judges, presumably in 
their 50’s, 60’s, or alas, 70’s, with whom age, and the concomitant 
infirmities, are catching up. Certainly jurists are not pharmacologists, 
biochemists or medical doctors. W hen, to these factors, is added the 
presumption that the government in this area m ust be equated with 
Country and Motherhood, an attorney representing a client in the new 
drug field m ust be an incurable optimist indeed to expect a reversal 
of a position taken by the government involving safety. And if the 
problem is not of drug safety but of effectiveness, and if the vagueness 
of the criteria dealing with effectiveness are not sufficient to make it 
virtually impossible for a court to reverse the administrative decision, 
the government can always contend that a product which is not ef
fective is in reality unsafe since it may keep a patient from a drug 
which is effective.

W e all know that, in any field of adm inistrative law, the courts 
give considerable weight (and properly so) to  the expertise and knowl
edge in a particular field of an adm inistrative body. W e all realize 
that administrative decisions are traditionally affirmed if based on 
“substantial evidence,” and th a t the courts will not reverse these de
cisions even though they may have reached contrary decisions if they 
had been the adm inistrative bodies. Is this traditional administrative 
review of any utility or significance in the field of foods and drugs? 
I t  is not a harsh criticism of the government to point out that it is 
composed of human beings and that human beings, even in the execu
tive agencies, sometimes make mistakes. A new drug which is im- 
providently perm itted on the m arket may cause death or serious injury. 
A new drug which is improvidently kept off the market may result in 
the death or injury of those for whom no other drug was of help.

Special Scientific Committee Suggested
As I have pointed out, can we, w ith any degree of logic, expect 

any judge or court (particularly after thalidomide) to hold, under any 
circumstances whatever, that a decision of the government in connec
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tion with a new drug is not supported by substantial evidence? Yet, 
I certainly would not do away with the requirements that there be 
findings, an order and judicial review. It may be, however, that in this 
field at least, something new should be added. Might it not be ad
visable to provide that a decision of the Secretary to refuse approval 
or w ithdraw approval of a new drug application because of scientific 
considerations be submitted, at the request of the applicant, to a 
scientific committee? This committee would consist in each case of a 
representative of the Food and D rug Administration and of the Public 
Health Sendee, appointed by the Secretary, and three scientists desig
nated for this purpose by the National Academy of Sciences. The 
opinion of this committee on the safety and effectiveness of the drug, 
together w ith the detailed reasons upon which the opinion was based, 
could go up to the court of appeals wdth the administrative record of 
the hearing which resulted in the order refusing to approve, or w ith
drawing the approval, of a new drug application. I do not see what harm 
would ensue from this procedure. Certainly it would be very helpful 
to a court of appeals. Perhaps more important, it would constitute 
a real check against the very occasional official who' realizes (partic
ularly now) that he cannot possibly get into1 trouble by saying “no,” 
but may be criticized by the “after the fact” experts (particularly 
those in Congress) if he says “yes” and an unfortunate and unforesee
able side reaction occurs.

In no event would a new drug be permitted m arketing in the first 
place until the court had finally ruled. Upon the basis of an adminis
trative determination by the government that a drug being marketed 
under an approved new drug application presented an imminent hazard 
to the public health, m arketing would be stopped immediately, as the 
law now provides. W here there was no such adm inistrative deter
mination of imminent hazard, however, the final determination with 
respect to w ithdrawing approval of a new drug application could at 
least await the concurring opinion of the committee. The ultimate 
decision would be made by the court of appeals.

The provisions of the Act dealing with pesticide chemicals and 
colors contain a provision whereby an advisory committee can be set 
up by the Secretary for an independent study of the data submitted 
by the Secretary together with other data before him. The committee 
can make a report and recommendations to the Secretary. I t seems 
to me that this general pattern can well be employed, in the changed 
form I have suggested, in connection wdth the approval, or the w ith
drawal of approval, of new drug applications. I t  would appear to make
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better sense to have the report of the committee, together with the 
underlying data, made a part of the record going directly to the court 
of appeals. I suggest that this further addition to our traditional sys
tem of checks and balances, at least in the vital drug area, would be 
beneficial not only to industry, but also to the government and the 
public itself. [The End]

REORGANIZATION OF FDA ANNOUNCED
S ecretary  Celebreeze has announced a reorganization  of the Food 

an d  D ru g  A dm inistration . T he reorganization  adopts salient features 
from  recom m endations of the Second Citizens A dvisory C om m ittee on 
the Food and D rug  A dm inistration , w hich m ade its report in O ctober 
1962 (17 F ood D rug Cosmetic L aw J ournal 579-720).

“An im po rtan t feature of the reorganization  is the upgrad ing  of 
the scientific functions. I expect the reorganization  to im prove FD A  
operations all along the line, and thereby  provide m ore effective p ro 
tection  of the consum er’s in te rests ,” S ecre tary  Celebrezze announced. 
“ T he reorganization  will not entail the expenditure of additional funds. 
I t  ad justs  ex isting functions and deploys the staff so th a t they will 
be able to operate m ore efficiently.”

The appointment of a National Advisory Council to the Food and Drug 
A dm inistra tion  is an im portan t innovation. I t  will be com prised of 
rep resen ta tive citizens under the chairm anship  of the F D A  Com 
m issioner, and will advise the A dm inistra tion  on national needs and 
the effectiveness of p rog ram  policies.

A  scientist will be appointed A ssociate C om m issioner and will 
give leadership from  the Office of the Com m issioner to the program s 
and  functions having to do w ith  m edicine, science and research. Two 
new  bureaus w ith scientific activities are established—a B ureau of 
Scientific Research, suppo rting  F D A ’s basic m ission of consum er 
protection, and a  B ureau of Scientific S tandards and Evaluation, which 
will handle safety clearance functions in regard  to  pesticides, food 
additives and colors, and develop scientific da ta  to be used in setting  
standards and tolerances. T hese B ureaus replace the presen t B ureau of 
Biological and Physical Sciences.

N o change is contem plated in the p resen t B ureau of Medicine, 
w hich was recen tly  reorganized to  handle new  responsibilities under 
the D rug  A m endm ents of 1962.

E nforcem ent activities will be consolidated in a  single Bureau of 
R egula tory  Com pliance replacing in p a rt the B ureau of Field A dm inis
tra tion  and the  B ureau of E nforcem ent, which presen tly  have divided 
responsibilities.

E ducational functions of the F D A  are em phasized in the creation 
of a  new  B ureau of E ducation  and V oluntary  Compliance, m ade up of 
the Division of A dvisory  Opinions, the In d u s try  E ducation  B ranch, the 
C onsum er E ducation  Branch, the C onsum er Inquiries Section, and the 
C onsum er C onsultant P rogram .
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International Food and Nutrition 
Programs

The Following Recommendations on Administrative Policies for Inter
national Food and Nutrition Programs Is a Statement of the Food 
and Nutrition Board, Released in April 1963. The Food and Nutri
tion Board, Established in 1940 Under the Division of Biology and 
Agriculture of the National Academy of Sciences— National Research 
Council, Serves as an Advisory Body in the Field of Food and Nutrition.

Fundamental Principles and Problems

TH E  FOOD AND N U T R IT IO N  BOARD recognizes the need 
for effective action programs to meet urgent food and nutrition 
deficiencies in many developing areas of the world. Consideration 

m ust be given both to the needs of resident populations and to achiev
ing long-range objectives of mutual interest based on improvements in 
agriculture, food technology, nutrition practices and public health. 
The recommendations developed in this statem ent have an obvious 
relationship to problems in international trade and in developing 
worldwide conditions that lessen the risks of war.

The quantities of food available for export from technologically 
advanced countries are far below the quantities needed for normal 
health and vigor in countries where population densities are high, 
agricultural practices are inefficient, and where trained personnel, equip
ment, arable land and transportation facilities are lacking. In many 
countries the rate of population increase tends to outrun or offset the 
slow increments in food production and improvements in economic 
or social structure.

Fortunately, in N orth America, W estern Europe, Australia, 
Argentina and a few other sections of the world there is currently 
an abundance of foods for export both through regular channels of 
trade and on a hum anitarian basis to areas where hunger and m alnutri
tion are most severe. Although the most damaging deficiencies are 
in foods of high quality protein, such as milk, meat, poultry and fish, 
there are many countries where caloric deficiencies are serious. The 
caloric (energy) needs can be met at relatively low cost with supplies 
of grains, legumes and oil seeds, such as wheat, corn, rice, sorghum and
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soybeans which are also useful sources of protein, fats, vitamins and 
minerals. Adequate caloric intake is an im portant and immediate 
factor in m aintaining morale and work output but often does not 
correct the most crucial forms of nutritional health impairment.

U nfortunately, the fundamental manner in which an inadequate 
food supply—in terms of either quantity or nutritive quality—retards 
economic, social and political development often goes unrecognized 
here and abroad. W hen m alnutrition is endemic, the low levels of 
vitality, poor resistance to disease, stunted physical and mental devel
opment and limited time for constructive pursuits beyond mere sur
vival all combine to restrict progress and to create political and 
economic instability. Such conditions in any part of the free world 
impose upon other nations economic hazards and risks to peaceful 
relations.

Policies and programs for the utilization of foods available for 
export should include provision for at least three major categories of 
u se :

(1) Commercial sales in world markets through normal channels 
of trade represent the major immediate and long-range goal, insofar as 
circumstances permit. Under present circumstances, this avenue of 
action, however, does not serve adequately in meeting the total situation.

(2) Special negotiations are im portant in soft currency areas, 
including such arrangem ents as purchase credits at low interest rates, 
exchange for goods or materials for which there is a need in this 
country and crediting food as part of contract commitments for 
economic development. Agreements should include specific and liberal 
allowance of funds for advanced training programs in agriculture, 
food technology and nutrition, both here and abroad.

(3) Organized and supervised programs of free distribution in 
disaster areas and for hum anitarian purposes as in maternal and child 
health centers and school lunch programs are desirable, but only via 
well-organized national and international agencies that require joint 
responsibility by local agencies and provide enough surveillance to 
assure satisfactory programming.

There is no prospect that most of the newly developing countries 
will find it possible through their own resources to produce im
mediately enough of the foods needed for optimum health, and it is 
equally clear that the more advanced countries cannot produce enough 
to meet the entire world needs. However, our policies should vigor
INTERNATIONAL FOOD AND NUTRITION PROGRAMS PAGE 643



ously and honestly encourage the development of food resources 
within the countries that have severe deficiencies beyond their present 
capacity fo purchase or provide. Give-away techniques or uneconomi
cal merchandising of food commodities will not solve either their 
problem or ours. Start-and-stop programs are even more damaging, 
particularly in food, health and educational activities.

Beyond the service of supplying foods on a normal economic 
basis, our greatest contribution in proportion to our resources can 
be in terms of careful and vigorous programs of education by demon
stration and sustained personnel training, supplemented by financial 
credits and the advisory services of carefully selected experts to' im
prove research and practices in agriculture, human nutrition, food 
technology, sanitation and industrial management.

In shaping policies and in planning programs, there should be clear 
recognition that the segment of the population penalized most severely 
by malnutrition in nearly all of the developing countries is in the age 
range from weaning to five years. Reaching this group is extremely 
difficult. In many areas, up to SO per cent of the children fail to survive 
to school age, directly or indirectly as a result of poor nutrition. 
Among those that survive, perm anent physical stunting is often 
equivalent to two-to-three years of their most rapid growth and the 
central nervous system may also be irreversibly injured in degree 
comparable to the suppression of early growth. In the light of re
quirements for achieving social and economic progress, the task of 
assuring an adequate food supply for mothers, infants and growing 
children merits a much higher priority than it has had in the past. 
For example, it is short-sighted and tragic to go so far as to encourage 
increased use of land for production of cash crops for export from 
newly developing countries when the result of such a program is 
failure to adequately feed and protect the health of the population 
as a whole. Agricultural exports can be of immense economic ad
vantage in establishing a favorable monetary exchange, but this goal 
should not cause neglect of available land, credits and education to 
produce essential food for low income segments in the population.

Importance of Food Technology
The vital importance of food technology to the development of 

countries whose economy is based largely on agriculture has not been 
clearly recognized. Food technology can make permanent contribu
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tions to the economy and health of devoloping countries in three 
broad fields :

(1) In agriculture providing improved crop selection, processing 
and distribution, thus stabilizing and extending outlets for farm 
products on a year-round basis, and by preventing waste and spoilage 
of temporary crop surpluses. This role of the food technologist is a 
key to success in agricultural production.

(2) In industry by providing employment at a higher level of 
production and income through an expansion of food processing and 
by developing products for export.

(3) In public health by improving the nutritional value of foods 
and by modernizing sanitary practices in food handling. For example, 
a very im portant contribution of food technology would be the devel
opment of high quality protein foods in forms that are inexpensive 
and highly acceptable.

Although conditions vary from country to country, an adequate 
program in nutrition and food technology would include such features 
as :

(1) Establish departm ents of nutrition in universities with special
ists in clinical nutrition, biochemistry, physiology, dietetics and food 
management.

(2) Organize and support teaching curricula for training of medi
cal students, nurses, dietitians, home demonstration agents and public 
health educators in nutritional science.

(3) Assist and support the conduct of dietary surveys, nutrition 
clinics, and research programs on problems of greatest local and 
national importance.

(4) Establish food technology laboratories in one or more agri
cultural colleges, with specialists in bacteriology, food analysis, food 
engineering and food management. The laboratory should include 
pilot plant equipment for developmental work on a semicommercial 
scale.

(5) Organize and support training programs in food sanitation, 
quality control, research and demonstrations, emphasizing the produc
tion and processing of high quality protein foods, and the shipment 
or canning and dehydration of local foods generally.

(6) Organize Councils on Food and N utrition to coordinate pro
grams and advise the Secretaries or M inisters of Agriculture, Health, 
Education, Commerce and Economic Development. One of the major 
goals in the work of such Councils should be the development of
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ag ricu ltu ra l industria l p rogram s to  serve all segm ents of the  public 
on a sound econom ic basis.

Recommendations
(1) In  view  of the  p rim ary  im portance of nu trition  and food tech 

nology to the  health  and  econom ic w elfare in developing countries, 
the  Food and N u tritio n  B oard  recom m ends th a t a com prehensive 
p rog ram  in nu trition  and food technology be in s titu ted  and supported  
by  the  A gency for In te rn a tio n a l D evelopm ent or o ther federal agency 
au thorized  to  m eet th is critical need for a  coord inated and sustained 
program . A  top-level executive should be appointed  w ith  sufficient 
responsibility to insure coordination of the  in ternational activ ities of 
th e  several governm ent departm en ts th a t have m ajo r in terests  in 
n u tritio n  and food technology and in the  re lated  aspects of agricu ltu re , 
industry , education and public health .

(2) A  sm all high-level adv iso ry  com m ittee or com m ission should 
be established to  assis t th e  above executive in developing and m ain
ta in in g  a g rea te r degree of coordination am ong governm ent, nongov
ernm en t and in terna tion al agencies hav ing  m ajo r responsibilities 
in in terna tional food and  nu trition  program s. M em bers should be 
independent of o ther governm ent positions and  should include chiefly 
persons w ith  extensive tra in in g  and experience in such areas as food 
production , d istribu tion  and technology, hum an and anim al nu trition , 
education and public health . E xecutive sessions should be held 
regu larly  and on call by  the  chairm an. A dm inistra tive  responsibilities 
apparen tly  should be in the  F edera l Council of Science and T ech 
nology.

(3) P rovision should be m ade for susta ined  and increased support 
of the  In te rd ep artm en ta l Com m ittee on N u tritio n  for N ational D evel
opm ent and for follow -up program s to  build on the opportun ities 
created by th e ir  in itia l surveys. T h is group has com pleted surveys in 
22 countries and has issued reports  ou tlin ing  bo th  the  na tu re  of p rob
lem s to  be solved and  program s for th e ir  solution. T he  surveys con
s titu te  a resource th a t should be developed for the  m utual adv an tage  
of the  countries served and the  U n ited  S tates.

(4) B ecause of the  severity  and w orldw ide scope of the  problem  
and its significance for social and economic developm ent, a p rim ary  
objective of the  U n ited  S ta tes foreign policy as it rela tes to' foods 
and  n u tritio n  should be the  preven tion  of serious m alnu trition  am ong
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children, w ith  first consideration for the  age range from  w ean ing  zo 
five years. T h is  problem  should be accom plished in a m anner th a t 
will no t create dependency, b u t instead will encourage individual in itia 
tive and responsib ility  w ith in  the areas served.

(5) In te rn a tio n a l food and nu trition  program s should include 
a d iligent regard  for encouraging food production  for dom estic use or 
export, w hichever is in the  best in te res t of the to ta l population in 
developing areas. A tta in m en t of good n u tritio n  practices w ith in  the 
cooperating  countries should be the p rim ary  goal. T h is policy w ould 
encourage, ra th e r th an  in terfere  w ith , a progressive developm ent of 
m arkets in norm al trade  for p roducts from  th e  U n ited  S tates, bu t the  
m ark etin g  aspects should not have precedence over the  protection  of 
health  and general econom ic progress in the developing countries.

(6) G reater flexibility and coordination should be developed in 
the  use of P ublic  L aw  480 funds, particular!}- in support of research  
th a t w ould facilita te  action p rogram s and tra in in g  of personnel to serve 
w ith in  the  new ly developing areas. T ra in in g  p rog ram s should include 
m ajo r em phasis on nu trition  and food technology, anc  provision for 
broad tra in in g  in ag ricu ltu re  and collateral tra in ing  as in economics, 
s ta tistics, public health , sanitation , and food distribu tion .

In  areas w here P ublic  L aw  480 funds are no t available, support 
should be developed from  o ther sources such as the  A gency for In te r
national D evelopm ent, the  N ational In s titu te s  of H ealth , the  Office of 
In te rn a tio n a l Scientific Affairs, the Food for Peace Council, the 
F reedom  from  H u ng er Foundation  and the  U nited  N ations agencies. 
In so far as possible, the  tra in in g  of professional personnel shou.d 
be developed on the  basis of (a) careful selection and (b) com m itm ents 
by  cooperating  governm ents or th e ir respective in stitu tions, for plac
ing and supporting  tra ined  personnel in positions com m ensurate w ith  
th e ir  tra in in g  and ability. P riva te  foundations, S ta te  D ep artm ent a t
taches, and N ational A cadem ies of Science w ith  experience in fellow 
ship placem ent should be invited to assist in th is  type of service.

(7) In  v irtua lly  none of the  new ly developing countries is there  
a food processing and d istribu tio n  in du stry  adequate to  serve the 
u rg en t year-round  needs of the  population. N either do they  ha^e 
established p rogram s of san ita tion  and pure food control. Guidance 
in th is  area  of ag ricu ltu ra l and industria l developm ent is essential 
to estab lish ing  health fu l conditions and a stab le economy.

[T h e  E n d ]
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The FDA Looks at Detergents 
Under The Federal Hazardous 

Substances Labeling Act
By FRANKLIN D. CLARK

Mr. Clark, Assistant to the Deputy Commissioner of the Food 
and Drug Administration, Addressed the Detergent and Clean
ing Compounds Division of the Chemical Specialties Manufac
turers Association on December 5, 1962, in Washington, D. C.

IT  IS A P L E A S U R E  to  appear th is afternoon on th is panel in 
com pany w ith  acknow ledged experts in the  field of detergents. 

A s a lifetim e em ployee of the Food and D ru g  A dm inistra tion , m y 
in te res t in the  sub jec t of de tergen ts has been confined for th e  m ost 
p a r t to  dom estic use un til the  passage of the F ederal H azardous 
S ubstances L abeling  A ct in Ju ly  of 1960. Since th a t tim e yo u r in 
du stry  and the  Food and D ru g  A dm in istra tion  share a com m on 
in terest, and the  estab lishm ent of th is  panel on your program  today 
w ith  F D A  partic ipation  w e believe to  be entire ly  appropriate .

T he  genesis of the  H azardous S ubstances L abeling  Act, as has 
been repeated  from  m any pla tform s in the  p ast tw o years, w as the 
rising  incidence of poisonings and o ther accidental in juries, espe
cially to  children, caused by  com m on household substances. I have 
gone over in som e detail the  com m ittee repo rts  a t hearings w hich led 
to  the  passage of the H azardous S ubstances L abeling  A ct and I find 
alm ost w ith ou t exception w hen there  appears a “such as” list of 
com m on household substances th a t de tergen ts are included. A lthough  
Poison C ontrol C enters and o ther sources of sta tistica l in form ation on 
in ju ries do no t show  any large incidence of hospitalizations due to  
detergen ts, th ey  do appear ra th e r high on the  lis t of types of sub
stances frequently  ingested  by children under 5 years of age in repo rts  
from  the  Poison C ontrol C enters. F o r instance, in 1958, 132 Poison 
C ontrol C enters located in 29 sta tes  reported  th a t a to ta l of 464 cases
PAGE 648 FOOD DRUG COSMETIC LAW JOURNAL----NOVEMBER, 1963



(or 4.6 per cent of the  to ta l incidents reported  to  them ) involved 
ingestion  of soaps, detergen ts, and cleaners. In  1959, the  num ber of 
cases w as up to 728, th is being 4.8 per cent of the  to tal. In  1960, the 
reported  cases rose to 1,270 and included e igh t ho sp ita liza tions; in 
1961 there  w ere 980 cases w ith  11 hospitalizations. O ver the  past 
several years we have learned of tw o deaths of children in w hich a 
de terg en t has been considered the causative agent. T herefore, it is 
im p o rtan t th a t the s ta tu s  of soaps, de tergen ts and cleaners un der the 
H azardous S ubstances L abeling  A ct be recognized and the problem s 
involved in th e ir  labeling under th is s ta tu te  be discussed.

Why Federal Hazardous Substances 
Labeling Act Covers Detergents

Before go ing fu rth e r in to  the  m a tte r  of the  s ta tu s of these prod
ucts under th e  H azardous Substances L abeling  A ct, I believe it m ight 
be helpful to consider them  m ore definitively under the F ederal Food, 
D rug  and  Cosm etic Act. Soap is specifically exem pted from  the 
cosm etic section of the  Food, D rug  and Cosm etic A ct b u t it m ay 
of course becom e a d ru g  if th erap eu tic  claim s are m ade for it. Syn
the tic  de terg en ts  if in tended to  be “rubbed, poured, sprinkled or 
sprayed on, in troduced into, or o therw ise applied to  the hum an body 
or any  p a r t thereof, for cleansing, beau tify ing , prom oting  a ttrac tiv e 
ness, or a lte ring  the appearance” are cosm etics. If so, they  are under 
the  ju risd ic tion  of the Food, D ru g  and Cosm etic A ct and sta tu to rily  
exem pt from  the  provisions of the  H azardous Substances Labeling- 
Act. C ontrarily , if th ey  do no t so meet this definition for a “cosmetic” 
th en  the  applicability  of the  la tte r  s ta tu te  m ust be considered. I t  is 
th is  consideration th a t I propose to  discuss in the  tim e available to 
me today.

T h ere  are th ree  fundam ental qualifications for coverage under 
th e  H azardous S ubstances L abeling  Act. T he  first definition is th a t 
the  substance m ust be a “hazardous substance” because it  is toxic, 
irritan t, corrosive, stron g ly  sensitizing , p ressure  generating , or flam
m able as defined in the s ta tu te .

Secondly, the  substance is one w hich “m ay cause substan tia l per
sonal in ju ry  or sub stan tia l illness du ring  or as a p rox im ate resu lt cf 
any custom ary  or reasonably  foreseeable hand ling  or use, including 
reasonab ly  foreseeable ingestion  by child ren .” T h is  phrase, th rough  
its  legislative h is to ry  and I believe com m on understanding , includes 
“m isuse” as well as norm al and expected use.
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F inally  the  product m ust be in a con ta iner “ in tended or suitable 
for household use.” A lthough  our in te rp re ta tio n  of th is  clause has 
been sub jec t to  som e criticism  we believe th a t it  is conceded th a t any 
norm ally  packaged goods w hich are usually  found in a household are 
“in tended or su itab le” for household use. T his, wc believe, covers 
m ost de terg en ts  and cleaners used for dishes, w alls, and o ther house
hold special cleaning tasks for w hich indu stry  prepares special 
form ulations.

T he  th ree  w ays in w hich deterg en ts  and cleaners m ust be con
sidered un der the  definition of “hazardous sub stance” are tox ic ity  by 
ingestion , skin irritan cy  and eye irritancy.

F rom  da ta  so far subm itted  to us it w ould seem th a t au tom atic  
d ishw ash ing  deterg en ts  and possibly some household cleaners, bo th  
solid and liquid, are toxic by ingestion  in the  high ranges of products 
classed as “toxic b u t no t h igh ly  tox ic” in regulation  191.1(f)(1). T his 
audience certa in ly  does n o t need to  be rem inded th a t th is  requirem ent 
is th a t p roducts w ith  an  L D 50 of 50 m g /k ilo  to  5 gm /k ilo  of body 
w eigh t of te s t anim al renders a  p rod uct toxic by definition. T h is 
definition w as one w hich w as w idely discussed a t the tim e it w as 
proposed. W e w ere strong ly  urged to  reduce the  top dosage level to 
p reven t the  classification of “to x ic” to  m any p roducts really  no t 
dangerous. O u r position w as and is, and experts in the field of 
pharm acology and toxicology agreed w ith  us, th a t the 5 gram  figure 
is n o t unreasonable, and th a t exem ption procedures provide the neces
sary  relief w hen needed.

Is an Exemption Warranted?
W e have been petitioned on behalf of several de tergen ts th a t even 

though  the  products do m eet th is definition, an exem ption under 
Section 3(c) is w arran ted  e ither because of the physical im possib ility  
of a child sw allow ing an in ju rious am ount, or because of the  p rod uc t’s 
bu ilt-in  em etic p roperties w hich p reven t any system ic absorption. 
W e are considering very  carefully  th is  situation  b u t I cannot a t th is 
tim e give you a final decision. T here  is som e difficulty am ong som e 
of us in accep ting  the  fact th a t a p roduct does no t need w arn ing  
labeling  sim ply because if eaten  it “on ly” m akes a child vom it. W e 
believe m others in general consider th a t if a child vom its from  som e
th in g  sw allow ed, he has been in jured. W e do, how ever, have as 
gu id ing  principles the  exem ption provisions of the  law  w hich allow s
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deviations in labeling  w here w arn ings or full w arn ings are no t re
qu ired for the  pro tection  of the  health  and safe ty  of the consum er.

T he nex t issue to  be m et is th a t of the  ir r ita tin g  properties of 
de terg en ts  if they  accidentally  come in con tact w ith  the  skin in full 
or d ilu ted  condition. T he  skin irritan cy  te s t prescribed in Section 
191.11 of the  regu la tions is, we believe, a tried  and tested  m ethod and 
in general accep ted  as being a  sa tisfac to ry  indication of reaction  on 
hum an tissue. A s we have so often sta ted , w hich is confirm ed in 
Section 191.2 of the  regulations, hum an experience does how ever take 
precedence. W e should, therefore, have no difference of opinion as 
to  how  detergen ts should be labeled w ith  relation  to  th e ir  skin irri
tan cy  properties. If they  m eet the  prescribed test, we believe they  
should be app ropria te ly  labeled unless it can be affirm atively show n 
th a t hum an experience w ith  the  product show s no significant reaction. 
In  th is  area we see very  little  oppo rtun ity  for a decision th a t the  
health  and safe ty  of the  consum er can be pro tected  th ro ug h  the 
om ission of labeling.

Possibility of Eye Irritancy
T he th ird  type of possible in ju ry  by detergen ts, and frankly  the 

m ost troublesom e one to  FD A , is th a t of possible eye irritancy. F rom  
conversations w ith  and questions from  people in your in du stry  we 
believe th a t th is  m a tte r  has also given you som e concern. F irs t I 
w ould like to  m ention briefly the  te s t for eye irritan cy  as it is given 
in Section 191.12 of the  regulations. W e have since the issuance of 
these  regula tions received com m ents from  investiga to rs w ho indicated 
som e difficulty in app ly ing  the  ju dg m en t w hich classifies a p roduct 
as an eye irritan t, and in the  ligh t of these  com m ents our scien tists  
have carefully  re-evaluated  the  prescribed te s t and confirm ed its 
applicability . W e believe th a t any m odifications of it to  w hich we 
could agree w ould probably  be only m inor. T he  problem  seem s 
p rim arily  to  be in experience in using  the  m ethod. T here  is a ques
tion as to  th e  physical form  in which the  product under te s t is applied. 
W e believe th a t it should be applied in the  physical form  in w hich it 
m ig h t be “reasonably  foreseeable” for it to  get in to the  hum an eye.

T h is b rings us to  really  the  key consideration in the applicability  
of eye irritan cy  of detergen ts. T he s ta tu to ry  requirem ents are th a t 
if a p roduct is an eye ir r i ta n t and  it is “reasonably  foreseeable” for 
such p rod uct to  g e t in the  eye of the  user or of an inquisitive youngster, 
it should bear app ropria te  labeling. If the  product m eets the  defini
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tion  for an eye irr ita n t and it is “reasonably  foreseeable” th a t it m ight 
ge t in an eye, i t  needs labeling ; if it is no t “reasonably  foreseeable,” 
it does not. W h e th e r there  is a reasonably  foreseeable risk  of the  
de te rg en t g e ttin g  in to  the eye is a  factual question on w hich w e can
no t lay dow n rules in advance. If the  m anufac tu rer concludes there  
is no such risk, he need no t label the de te rg en t for th is  hazard. B u t 
he does th is w ith  the possib ility  th a t we m ay disagree and in itia te  
an enforcem ent action. W e are reso lv ing doub ts in favor of con
sum er protection , and w ould urge you to  do the  same. U nless it  is 
p re tty  clear th a t th ere  is no risk  of in ju ry , the  w arn ing  should 
be used.

FDA's Enforcement Program Under the Act
I w ould now  like to  say a few th in gs in general about the enforce

m ent program  of F D A  under the  H azardous Substances L abeling  Act. 
I say th is  because the new  effective date of F eb ru a ry  1, 1963, w ith  
regard  to  Section 191.101 of the  regula tions again raises p ertinen t 
questions. O n F eb ru ary  1, the  suspension of the  placem ent and type 
size requ irem en ts expire and we have no facts before us now  th a t 
w ould fu rn ish  a basis for any  fu rth e r suspension of these requ ire
m ents. T herefore, stocks of hazardous substances a fte r th a t date 
w hich do not m eet the placem ent and type size requirem ents in Sec
tion 191.101 are sub ject to  seizure and shippers of p roducts no t so 
labeled a fte r th a t date are sub ject to  the crim inal provisions of the law.

Changes in labeling  laws and regulations are no t new  to F D A  as 
we quite frequently  deal w ith  such m atte rs  under the  F ederal Food, 
D ru g  and Cosm etic Act. W e are aw are of d istribu tion  p a tte rn s  and 
pipelines, of inven to ry  needs, and o ther factors w hich create lags in 
full com pliance w ith  any  change of labeling  rules. W e therefore do 
no t on the  effective date  of a rule change au tom atically  engage in a 
m am m oth enforcem ent operation to  rem ove all technically  violative 
m erchandise from  th e  channels of commerce.

T here  is one difference here. T hese particu lar ru les w ill have 
been know n for 18 m onths on F eb ru ary  1, and w e w ere assured th a t 
th is was sufficient tim e to deplete inventories and to  revise labeling. 
W e therefore will expect to find labels of hazardous household su b 
stances substan tia lly  in com pliance. S ticker labels, prov id ing  they 
m eet w ith  th e  provisions of the  s ta tu te  and the regula tions and are 
firmly a ttached , are still perm issible.

Y ou m ay have no ticed in th e  seizures consum m ated un der th is  
A ct th a t actions so far have been on ra th e r seriously m isbranded
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products. T his quite frankly  reflects the p rio rity  applied up to now 
to  our w ork un der th is s ta tu te . O n F eb ru ary  1, we in tend  a som e
w h at b roader approach to th is w hole field and a lthough  w e do no t 
in tend  to  deal in triv ialities, we are going to dem and progressively  
im proved labeling of p roducts un der the s ta tu te  in order th a t as rapidly 
as possible the consum ers of th is coun try  m ay have the  benefits Con
gress in tended for them . W e w ould, how ever, m uch ra th e r  have 
m anufactu rers and labelers develop fully sa tisfac to ry  labels th rough  
consu lta tion  w ith  our D ivision of A dvisory  O pinions than  have label
ing  corrections b rou gh t about th ro ug h  conferences w ith  our legal 
people a fte r a seizure. [T h e  E nd]

STANDARDS ESTABLISHED FOR ORANGE JUICE PRODUCTS
F e d e r a l  d e f in i t io n s  a n d  s ta n d a r d s  o f id e n t i ty  fo r  o ra n g e  ju ic e , 

f r o z e n  o ra n g e  ju ic e  a n d  o th e r  o ra n g e  ju ic e  p ro d u c ts ,  a n d  fo r  c o n c e n t r a te d  
o ra n g e  ju ic e  p ro d u c ts ,  h a v e  b e e n  e s ta b l is h e d  to  g o  in to  e f fe c t n e x t  
J u ly  1.

T h e  s ta n d a r d s  s e t  th e  c o m p o s i t io n  a n d  n a m e s  b y  w h ic h  th e  p ro d u c ts  
a r e  to  b e  c a lle d  a n d  s p e c ify  th e  ty p e s  o f la b e l in g  to  b e  u se d  to  in fo rm  
c o n s u m e r s  o f w h a t  th e y  a r e  g e t t in g . T h e s e  s ta n d a r d s  re p la c e  e a r l ie r  
s ta n d a r d s  th a t  h a d  b e e n  p u b li s h e d  b y  F D A  in  1960 b u t  h a d  b e e n  s e t 
a s id e  p e n d in g  a  h e a r in g  o n  in d u s t r y  o b je c t io n s . T h e  h e a r in g  in v o lv e d  
w h a t  n a m e s  to  u se  o n  th e  p ro d u c ts ,  a n d  th e  u se  a n d  p r o p e r  la b e l 
d e s ig n a t io n  o f c e r ta in  o p t io n a l  in g re d ie n ts .  T h e  f in d in g s  o f  f a c t  w h ic h  
r e s u l te d  f r o m  t h a t  h e a r in g  s e rv e d  a s  th e  b a s is  o f th e  n e w  s ta n d a rd s .

T h e  s ta n d a r d s  r e q u ir e  t h a t  la b e ls  b e a r  in fo rm a t io n  t h a t  w ill id e n ti fy  
a n d  d e s c r ib e  th e  k in d  of p r o d u c t  b e in g  o ffe re d . F o r  e x a m p le , r e g u la r  
o ra n g e  ju ic e  th a t  h a s  b e e n  h e a te d  to  d e s t r o y  e n z y m e s  a n d  m ic ro 
o r g a n is m s  to  m a k e  i t  k e e p  lo n g e r  m u s t  b e  la b e le d  “ p a s te u r iz e d  o ra n g e  
ju ic e ,” o r  if  th e  p a c k e r  p re f e r s ,  h e  m a y  s a y  “ h e a t - p r o c e s s e d ” o r  “ h e a t-  
s ta b i l iz e d ” in  p la c e  o f “ p a s te u r i z e d .” T h e  s ta n d a rd s  a r e  specia lly  aim ed  
a t  p re v e n t in g  th e  a d u l te r a t io n  o f o ra n g e  ju ic e  b y  s u g a r  a n d  w a te r  a n d  
th e  m is r e p r e s e n ta t io n  o f r e c o n s t i tu te d  a n d  p a s te u r iz e d  o ra n g e  ju ic e  as  
“ f r e s h ” o ra n g e  ju ic e .

O r a n g e  ju ic e  p r o d u c t s  t h a t  a r e  s w e e te n e d  b y  c e r ta in  o p t io n a l  s w e e t
e n in g  in g re d ie n ts  su c h  as  s u g a r  a n d  d e x tro s e  m u s t  c a r r y  o n  th e  la b e l 
a  s ta t e m e n t  su c h  a s  “ s w e e te n e r  a d d e d  to  re d u c e  t a r tn e s s .” T h e  s ta n d a rd s  
d o  n o t  p e rm i t  th e  u se  o f a r t if ic ia l  s w e e te n e r s  o r  c h e m ic a l p re s e r v a t iv e s  
fo r  th e  c o n s u m e r  p ro d u c ts ,  a l th o u g h  c e r ta in  s a fe  p re s e r v a t iv e s  m a y  b e  
u s e d  in  o ra n g e  ju ic e  p r o d u c ts  f o r  m a n u fa c tu r in g , w ith  a p p r o p r ia t e  
la b e lin g .

I d e n t i t ie s  a n d  s ta n d a r d s  a r e  e s ta b l is h e d  f o r  o ra n g e  ju ic e , f ro z e n  
o r a n g e  ju ic e , p a s te u r iz e d  o ra n g e  ju ic e , h e a t -p ro c e s s e d  o ra n g e  ju ic e , h e a t-  
s ta b i l iz e d  o ra n g e  ju ic e , c a n n e d  o ra n g e  ju ic e , f r o z e n  c o n c e n t r a te d  o ra n g e  
ju ic e , f r o z e n  o ra n g e  ju ic e  c o n c e n t r a te ,  c a n n e d  c o n c e n t r a te d  o ra n g e  
ju ic e , c a n n e d  o r a n g e  ju ic e  c o n c e n t r a te ,  r e c o n s t i tu te d  o ra n g e  ju ic e , 
o ra n g e  ju ic e  f r o m  c o n c e n t r a te ,  o r a n g e  ju ic e  fo r  m a n u fa c tu r in g , o ra n g e  
ju ic e  w i th  p re s e r v a t iv e ,  c o n c e n t r a te d  o ra n g e  ju ic e  f o r  m a n u fa c tu r in g , 
o ra n g e  ju ic e  c o n c e n t r a te  fo r  m a n u f a c tu r in g  a n d  c o n c e n t r a te d  o ra n g e  
ju ic e  w i th  p re s e r v a t iv e .
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The Deep Pocket Rule and the 
Jumping Warranty: Strict Products 

Liability of Manufacturers
By LAWRENCE A. COLEMAN

This Paper W as Delivered at a Meeting of the Industrial Hygiene
Foundation in Pittsburgh, Pennsylvania on October 24, 1963.
Mr. Coleman Is General Counsel, Allied Chemical Corporation.

O u r  P U R P O S E  is to  com m ent upon an em ergent ru le  of law  th a t 
has profound im plications for m anufacturers.

I t  is a rule of law  th a t is ju risp ru den tia lly  “radical,” as it goes 
to  the  “ro o ts” of our la w ; it is m orally  dubious, as it w ould rob P e te r 
to  pay P a u l ; it is econom ically oppressive, as it casts its w hole burden 
on a single class of b u sin essm en ; and it is w rongly  ordained, as it has 
been enacted by the courts, no t our leg islatures.

W e refer to  the recently  developed, judge-m ade rule th a t im poses 
an absolute liability  on m anufacturers for in ju ries sustained by o thers 
using th e ir products, even w hen such products are carefully  m ade and 
sold. W e refer to w h a t has been term ed the “Deep P ock e t” Rule.

Background of the Rule
T he change in our legal order m ade by  the  Deep P ocket R ule is 

best appreciated  against the  background of the law  of products liability 
as it stood in, say, 1950, a little  m ore than  a decade ago.

A t th a t tim e, a m an u fac tu re r’s p roducts liability  w as typically  
based upon tw o legal theories, one developed under the  law  of to rts  
( th a t is, civil w ron gs), the o ther created by the  law  of sales.

T he  to rt theory  involved the fam iliar principle, applicable to  us 
all, th a t a m an is liable to  ano th er for in ju ries caused by his neg ligent 
conduct. N egligence w as defined by reference to  the  ob jective s tan d 
ard  of the  ord inary  care of p rud en t men. C onsequently, a  m anufac
tu re r  w ho m ade or sold a p roduct carelessly w as liable for the  in ju ries 
sustained by o thers using the  product.
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Justice Cardozo’s Decision
O riginally , th is  liabilty  for negligence extended only to  im m edi

a te  purchasers of th e  product, persons in so-called ‘ p riv ity ” w ith  
th e  m anufacturer. B u t in 1916 th a t lim itation  w as rem oved, a t least 
w ith  respect to  dangerous products, by Judge C ardozo of the  N ew  
Y ork  C ourt of A ppeals in a sem inal decision,1 and it is p robably  the 
cu rren t rule th a t a neg ligen t m anufactu rer is liable to  all w ho are fore- 
seeably in ju red  by his product.

Judge C ardozo’s requ irem en t th a t the product be one th a t would 
be “reasonably  certain  to  place life and lim b in peril w hen neg ligently  
m ade” 2 seem s to  have been m ore easily satisfied outside N ew  Y ork 
th an  w ith in  his ju risd iction , so th a t sofas, lounge chairs, cigarettes, 
and  toy  tops, am ong num erous o ther p roducts, have been regarded 
as  inheren tly  dangerous in several of the s ta tes .3 O ne is rem inded in 
th is  connection of the  com m ent of a recen tly  appointed federal judge 
in th e  N ew  Y ork  Southern  D is tric t who, s ittin g  for the  first tim e 
on m aritim e to r t cases, rem arked th a t he had never im agined th a t 
th ere  w ere so m any “u n seaw o rthy” vessels p ly ing N ew  Y ork H arbo r!

The relevant point here is th a t under th is to rt theory, it rem ains 
a condition of the  m an u fac tu re r’s liability  th a t he be negligent, th a t 
he be a t fault, th a t he be blam ew orthy. T h a t is the  usual to r t rule 
of liability  applicable to us all, and in theory  a t least the m anufacturer 
is ne ither favored nor disfavored by it.

W e m ust quickly add th a t th ere  are a few  special situations in 
w hich neg ligence is no t a condition of to r t liability , as under w ork
m en’s com pensation sta tu tes , or for activ ities like dynam iting , th a t 
sub jec t o thers to  ex trao rd ina ry  hazards. B u t the  exceptions un der
score the  o therw ise un iversal rule th a t m en are no t liable w ith ou t 
fault. O f course, in ten tional w rongs are actionable w ith o u t neg li
gence, b u t they  are hard ly  an exception to the rule of no liability  
w ith ou t fault.

Warranties Made by Sellers to Buyers
T he  second th eo ry  of p roducts liability  w as found in the law  of 

sales, and specifically in the w arran ties  th a t w ere m ade by sellers to  
buyers.

1 MacPherson v. Buick M otor Com- 2 C a se  c i te d  a t  f o o tn o te  1, a t  p . 389.
party, P roduct L iability Cases 827, 217 3 F ru m e r  &  F rie d m a n , I Products Lia-
N . Y . 382 (1 9 1 6 ). bility 25-26 (1 9 6 0 ).
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D ean P ro sser has said th a t the  w arran ty  concept is “a freak 
hybrid  born  of the  illicit in tercourse  of to r t and con trac t.” 4 I t  is a 
concept w ith  a strange  legal h isto ry , b u t in m odern tim es, certa in ly  
since the  general enactm ent of the  U niform  Sales A ct, the  w arran ty  
has functioned m uch like a prom ise from  seller to  buyer g u a ran tee in g  
the  quality  of goods sold. T he prom ise m ay be expressly m ade by 
the  seller, or m ay be im plied by  law. In  e ither event, the seller is 
obligated to  deliver goods of the  prom ised quality . If the  goods prove 
defective, the w arran ty  is breached, the seller is liable for consequent 
dam ages, and it is no defense th a t the seller exercised the g rea te s t care 
in m aking th e  product. Idere the  s tric t liability  norm ally  associated  
w ith  con trac t breaches ensues.

“ In Privity”
T his is th e  trad itio nal and proper r e s u l t ; prom ises m ust be kept. 

T he  crucial po in t in 1950, how ever, w as th a t only the buyer w ho had 
purchased d irectly  from  the seller could sue for the breach of w a r
ran ty . Pie was, a fte r all, the  only o ther p arty  to  the  con tract of sale, 
the only party , therefore, to  w hom  the gu aran tee  of quality  could 
ordinarily  5 have been m ade. H e w as “in p riv ity .” If he resold the 
goods to  a consum er, the  la tte r, no t being a p a rty  to the  orig inal con
tra c t of sale, no t being in p riv ity  w ith  the m anufacturer, could no t sue 
the  m anufac tu rer for breach of w a r ra n ty ; his rem edy w as against his 
im m ediate seller. W h ere  fault w as present, th e  rem ote consum er 
m ight sue the  m anufacturer in negligence under Judge C ardozo’s 
ru ling  m entioned earlier, b u t no t for breach of w arran ty .

Again, we m ust add th a t an exception to  the  no-privity-no-liability- 
in -w arran ty  rule had long existed in the  case of food products. H ere, 
m anufactu rers seem  to have had an extensive liability  from  the  beg in
nings of our law. T he rationale  of the exception has never been sa tis
factorily  traced ,6 b u t a g rea t teacher of law  has suggested  a sardonic 
explanation of these food decisions w ith  the  com m ent, “T he em otional 
drive and appeal of the cases centers in the  stom ach .” 1

In  1950, then, the  general rules w ere th a t m anufacturers, if neg li
gent, m ight be held liable to  all persons foreseeably in ju red  by th e ir

1 P ro s s e r , “T h e  A ss a u lt upo n  th e  C ita 
d el” 69 Yale Law  Journal, 1099, 1126 
(1 9 6 0 ).

5 T h i r d - p a r t y  b e n e f ic ia ry  d o c tr in e  in  
c o n t r a c t  la w  s h o u ld  n o t  a p p ly . R e
statement, Contracts, S ec . 1 3 3 (1 ) (b )  
(1 9 3 2 ).

6 S ee  D ic k e rso n , Products Liability and 
the Food Consumer, p . 26  (1 9 5 1 ); P r o s 
se r, c i te d  a t  fo o tn o te  4, a t  p . 1103.

7 L le w e ly n , Cases and M aterials on 
Sales, p . 342 (1 9 3 0 ); q u o te d  in  P r o s s e r ,  
c i te d  a t  fo o tn o te  4, a t  p . 1103.
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p ro d u c ts; and secondly, m ight be held liable to  th e ir im m ediate cus
tom ers for breach of w arran ty , irrespective of negligence.

Influential Opinion of 1944 Noted
A bout 1950, ideas th a t had been germ ina tin g  in the m inds of some 

of our judges began to  bear f ru it; one is tem pted  to  say, b itte r  fruit. 
An an tic ipa to ry  expression of these ideas is found in a concurring , bu t 
influential opinion of a judge of the  Suprem e C ourt of California. In  
a case appealed to  th a t c o u r t8 the facts w ere th a t the  plaintiff, a w a it
ress in a  restau ran t, w as in ju red  w hen a bo ttle  of cola exploded in 
h e r hand. (I  m ay say, paren thetically , th a t bo ttle rs  have con tribu ted  
m uch to  ou r learn ing  in th is  field.) D efendant w as a b o ttle r  who sold 
and delivered the bo ttles to  the restau ran t. No specific ac t of neg li
gence by defendant w as shown, bu t there w as no evidence th a t any 
one b u t plain tiff had touched the bo ttles a fte r delivery. On th is rec
ord, the  ju ry  found the defendant b o ttle r  negligent, and the  Suprem e 
C o urt of C alifornia affirmed the judgm ent.

H ow ever, Judge T ray n o r rested  his concurrence on b roader 
grounds th an  the defendant’s negligence. H e said : “I concur in the  
judgm en t, b u t I believe the  m anu fac tu rer’s negligence should no 
longer be singled ou t as the  basis of a p la in tiff’s r ig h t to  recover in 
cases like the  presen t one. In  m y opinion it  should now be recognized 
th a t a m anufactu rer incurs an absolute liability w hen an article  th a t he 
has placed on the  m arket, know ing th a t it is to  be used w ith ou t inspec
tion, proves to  have a defect th a t causes in ju ry  to hum an beings. . . . 
Even i f  there is no negligence . . . public policy dem ands th a t respon
sib ility  be fixed w herever it w ill m ost effectively reduce th e  hazards 
to  life and  health  inheren t in defective products th a t reach the  m arket. 
I t  is evident th a t the m anufactu rer can an tic ipate  som e hazards and 
gu ard  against the recurrence of others, as the public cannot . . . the 
risk  of in ju ry  can be insured by the  m anufac tu rer and d istribu ted  
am ong th e  public as a cost of doing business. . . . A gainst such a 
risk  th ere  should be general and constan t pro tection  and the  m anu
fac tu re r is best s ituated  to  afford such p ro tec tio n .”

T hu s, Judge T ray no r, speak ing in 1944, holds th a t, irrespective 
of th e  care they  exercise, m anufac tu rers m ay be held liable for de
fective p roducts even to  persons, such as the plain tiff-v/aitress, w ith  
w hom  they  have no con tractual relations. H e suggests th a t such

8 Escola v. Coca Cola Bottling Com- P roduct L iability Cases 1053, 24 Cal. 
pany o f Fresno, 11 N eglegence Cases 88, 2 d  453 (1 9 4 4 ).
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liability  m ay properly  be im posed on m anufactu rers because th ey  can 
best afford it as a cost of doing business. D ean P ound has described 
th is view  as restin g  on the  idea “ th a t the  m anufactu rer can stand  the  
loss b e tte r  th an  the  person in ju red .’’ 9 H ere  is the “Deep P ocket 
R ule,” full blown.

“Assault upon the Citadel of Privity’’
W ith in  20 years, the  California ju d g e’s view  w as to  be shared 

by  som e of the m ost p rom inent courts in the  country , and applied to 
all k inds of m anufacturers. L iab ility  w ith ou t fau lt for m anufactu rers 
w as to  be accom plished by an “assau lt upon the  citadel of privity.” 10 
as Judge Cardozo has p u t it. W h a t happened w as th is : the second 
theory  of p roduct liability , breach of w arran ty , w as reta ilo red  to  su it 
th e  problem . A plain tiff rem ote from  the  m anufactu rer w as perm itted  
to  base his claim, on breach of w arran ty , no tw ith stand in g  the  theory  
th a t a m anu fac tu rer’s w arran ty  is a prom ise to  his im m ediate buyer 
only. H e m igh t recover if it w ere show n th a t the  product proved 
defective and the plain tiff w as hu rt, w ith o u t show ing how  or w here 
the defect developed. P roof of careful m anufacture  w ould be no de
fense to  an action for breach of w arran ty . T he  new  dispensation 
w ould im pose an abso lu te liability  w ith ou t fau lt on m anufacturers 
generally.

T o  be sure, the  refashion ing of the  w arran ty  theory  to  achieve 
th is  end has m et w ith  no little  conceptual difficulty.11 A stu den t of 
the  sub ject has found about th ir ty  different m odes of legal analysis 
for m aking the w arran ty  “jum p.” 12

I t  has been held th a t the  re ta ile r is the  m anu fac tu re r’s agen t to  
sell, th a t the  re ta iler is the  consum er’s agen t to  buy, th a t the  re ta iler 
assigns his w arran ty  from  the  m anufac tu rer to the  consum er, th a t 
the  consum er is a th ird -p a rty  beneficiary of the  re ta ile r’s con trac t w ith  
the  m anufacturer, and so on. W h en  th is happens in a legal system , 
one can be fairly  certain  th a t the  reasons given by judges have fol
lowed, no t preceded, the desired result.

9 P o u n d ,  A n  Introduction to the P hil
osophy o f Law, p . 102 (1953  re v . e d .) .

10 Ultramares Corporation v. Touche, 
255 N . Y . 170, 180 (1 9 3 1 ).

11 A m r a m  a n d  G oodm an, “ S o m e P r o b 
lem s in  th e  L a w  o f  Im p lied  W a r ra n ty ,”

3 Syracuse Law  Review, 259, 263-268  
(1 9 5 2 ).

12 G illam , “ P ro d u c ts  L ia b il ity  in  a  N u t
she ll,” 37 Oregon Law  Review, 119, 153- 
55 (1 9 5 7 ).
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“ Strict Tort Liability”
Judge T ray n o r has now  m ade th is clear. In  a 1963 C alifornia 

opinion, w ritin g  th is  tim e for a unanim ous Suprem e Court, and w ith  
a  b a tte ry  of suppo rting  decisions now  behind him, he w rites :13 “A 
m anufac tu rer is strictly liable in tort w hen an article  he places on the 
m arket, know ing  th a t it is to  be used w ith o u t inspection for defects, 
proves to  have a  defect th a t causes in ju ry  to  a hum an being. . . . 
A lthough  . . , s tr ic t liability  has usually  been based on the  theory  
of an express or im plied w a rran ty  runn in g  from  the m anufactu rer to  
the plain tiff . . . the liability  is no t one governed by the law  cf
con tract w arran ties  but by the law o f strict liability in tort . . . W e 
need no t recanvass th e  reasons for im posing s tr ic t liability  on the 
m anufactu rer . . . T he  purpose of such liability  is to  insure th a t the 
costs of in ju ries resulting from defective products are borne by the manu
fac tu rers th a t pu t such products on the  m arket ra th e r than  by the  
in ju red  persons w ho are pow erless to  p ro tec t them selves.” (Ita lics  
supplied.)

W e m ust a t least be g ratefu l for th is  candor. T he California 
cou rt tells us th a t we need no longer concern ourselves w ith  the in 
tricacies of the jum ping  w arran ty , th a t a new  to r t has em erged, and 
th a t it  is specially designed for m anufac tu rers w ho are w ith ou t fault. 
I t  is sim ply called, “S tric t T o r t L iab ility .”

H appily , th e  California decision is no t yet the law  of the  land. 
T here  rem ain a very  large num ber of sta tes, perhaps a m ajo rity , th a t 
refuse to  m ake th e  w arran ty  jum p. A nd the  A m erican L aw  In s ti
tu te 's  new  Torts Restatement imposes s tric t liability  on sellers of food 
only .14

B u t if it is no t the  law, it is the  h an dw ritin g  on the  wall. I t  has 
a lready received glow ing approval from  no less than  Chief Judge 
D esm ond of th e  N ew  Y ork C ourt of Appeals. Ju s t la st M ay, speak
ing for th e  court, he referred  to  Judge T ra y n o r’s concept of “stric t 
to r t liab ility” as “surely  a m ore accurate  ph rase” for m anufactu rer 
liability .15 T h is  is pow erful judicial back ing for the  new  philosophy. 
I t  behooves us to  exam ine the  m atte r som ew hat m ore closely.

13 Greenman v. Yuba Power Products, 
Inc., 15 N eglegence Cases (2 d )  35, 59
C al. 2 d  67 (1 9 6 3 ).

11 Restatement, Torts  (S e c o n d )  S ec . 
402A .

13 Goldberg v. Kollsinan Instrum ent 
Corporation, C C H  P roducts L iability 
Cases If 5058, 191 N . E . 2d  81, (N .  Y . 
C t. A p p ., 1963).
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Dubious Morality of the Rule
W e said a t the  ou tse t th a t the  Deep P ocket Rule, th e  ru le  of 

s tr ic t to r t  liability  for m anufacturers, is ju risp ru den tia lly  radical, in 
the  sense th a t it goes to  the roots of our law. I t  is, w e hope, now  ap 
p aren t th a t it does.

A s we have observed, w ith  few exceptions, our law  refuses to  
im pose liability  w ith ou t fault. T h a t principle is firm ly em bedded in 
our legal order. T o  depart from  it and create a special class of de
fendants w ith ou t the  benefit of its  p ro tection  because of th e ir  deeper 
pockets, to  (in effect) place m anufac tu rers beyond the  pale of law  
because they  can afford it, is seriously toi com prom ise ou r system  of 
justice.

I t  is difficult to  conceive of any o ther sector of our law  in w hich 
ord inary  civil liability  is determ ined w ith  reference to  the  econom ic 
s ta tu s  of the  parties. Plow foreign th a t view  is to  our trad itional 
ju risprudence is best seen in th is ex trac t from  Section 406 of the 
Soviet Civil Code :16 “In  situations w here . . . the person causing 
the in ju ry  is n o t under a d u ty  to  repair, the  court m ay nevertheless 
com pel him  to  repair the  in ju ry , depending upon his property status and 
that o f the person injured.” (Italics supplied.)

Surely that is a shocking idea to Americans. A prominent teacher 
of jurisprudence has shown us how one’s sense of justice is offended by 
this kind of discriminatory treatm ent of a defendant. Pie posits the case 
of five m en arra igned  before a m ag istra te  for the identical offense. The 
m ag istra te  acquits th ree, fines one five dollars, and im prisons the  last. 
T hese  inequalities of trea tm en t arouse the  sense of in justice because, 
as he pu ts  it,17 “ . . . equal trea tm en t of those sim ilarly  situa ted  w ith  
respect to  the issue before the  court is a deep im plicit expectation 
of the  legal o rder.”

I t  is assuredly  a deep im plicit expectation  of our legal o rder th a t 
parties to  a civil proceeding will be equally trea ted  irrespective of 
th e ir  econom ic sta tus. “Justice  is blind,” w e say, and do no t add (as 
has a w a g 18) “Blind she is, an ’ deef a n ’ dum b an’ has a wooden leg.” 
If  liability  is to  be im posed on the basis of affluence, shall we ru le  for 
the  sm all m anufac tu rer w hen the  p lain tiff is a g ian t chain sto re?

Clearly, we are dealing w ith  fundam ental m oral questions, and it 
w ill no t do to  rob P e te r  to pay Paul. T here  is a close kinship betw een

16 Q u o te d  in  P o u n d , A n  Introduction  17 C a h n , The Sense o f Injustice, 1949
to the Philosophy o f Lane, 19S3 re v . ed . a t  p p . 14-15.
a t  p . 103. ™ F in le y  P e t e r  D u n n e .
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law  and m orals in the  principle of no liability  w ith ou t fault. In  m ak
ing m oral judgm ents, we do no t regard  m en as w rongdoers w hen they 
are blam eless. N eith er should the  law.

T here  are, m oreover, im p ortan t social theories involved here. 
Im plicit in the  idea of no liability  w ith ou t fault is the notion th a t if 
individual m en carry  on th e ir  affairs w ith  reasonable care, society will 
no t penalize th em ; indeed, th a t society encourages the  energetic, im 
aginative  exercise of individual free will w hen done carefully. A nd 
conversely, each of us m ust bear the  risks of some in juries th a t are 
inevitable in society w hen no one is a t fault.

T he Deep P ocket Rule takes a very  different view  of society. I t  
conceives th a t a life free of economic risks is now to  be guaran teed  
everyone by the law, by m aking Good S am aritans ou t of m anu fac tu r
ers. T here  are to be no m ore luckless victim s.

I t  is no t our purpose to  exam ine the relative m erits of these tw o  
social theories. T he  po in t here is th a t the  Deep P ocket R ule p re
supposes a view of society th a t sharp ly  diverges from  the  theory  th a t 
has reigned heretofore.

T here  is, finally, an economic assum ption  under the  s tr ic t liability  
theory  th a t is d isturbing .

Economic Validity
T he C alifornia cou rt held th a t the  m anufac tu rer is p roperly  the 

victim  of the  D eep P ocket Rule because he can insure his liability  and 
transfer his costs to ultimate consumers. Passing the question w hether 
the  consum ing public should pay for th e  p la in tiff’s injuries, how  valid 
is th a t assum ption as a  m atte r of econom ics ?

T here  are about 165,000 active m anu fac tu ring  corporations in the 
U n ited  S tates. O f these, 90 per cent are corporations w ith  to ta l 
assets of less th an  $1 m illion.18 T he  nam eless, typical m anufacturer, 
therefore, is overw helm ingly in the category  of sm all business. In  
the absence of insurance, ab ility  to  w ith stand  product liability  claims 
is plain ly lim ited, for ju dgm en ts in th is  area are no t uncom m on in 
five and six figures.

“  Quarterly Financial Report fo r  M an
ufacturing Corporation, F irst Quarter 
1963 ( F T C - S E C )  a t  p . 61. F ig u r e s  a re  
b a s e d  o n  c o r p o r a t io n  in c o m e  ta x  fo rm s

file d  in  1960-61. M a n u f a c tu r in g  p a r t 
n e r s h ip s  a n d  s in g le  p r o p r ie to r s h ip s  a r e  
e x c lu d e d , b u t  w o u ld  p ro b a b ly  in c r e a s e  
th e  s ta t e d  p e rc e n ta g e .
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The Question of Insurance
M ay insurance be expected to  solve his problem ?
I t  seem s clear th a t com plete insurance coverage of s tr ic t liability  

w ould require  th a t in surers gu aran tee  the  quality  of a m an u fac tu re r’s 
research, the efficiency of his m anufac tu ring  and packaging  tech 
niques, and the w arran ties  p rin ted  on his labels or u tte red  by his sa les
men. C overage of th is  scope is no t now  available, and, in view of the  
enorm ity  of th e  risk  entailed, will p robably  no t becom e available in 
the  foreseeable future.

W h a t is norm ally  available, therefore, does no t fully  m eet the 
risks involved. T he  tex t of a given policy m ay fail to  include p a rticu 
lar risks from  coverage, because heretofore they  w ere n o t considered 
the  reasonable sub ject of liability . Sim ilarly , as any  verdicts increase 
in am ount, a m anufac tu rer m ay well find him self uncovered for sub
stan tia l sums.

T he costs of th is insurance cannot be ligh tly  dism issed. A sm all 
m anufactu rer of a general line of chem icals w ith  sales of, say, $10 
m illion a year, desiring  reasonable coverage, m ight well be pay ing  an 
annual p rem ium  of $30,000. If his sales w ere chiefly of p roducts w ith  
the special risks of bodily in ju ry , his prem ium  m ig h t be $45,000. F o r 
large chem ical com panies, prem ium s m ay be in the  o rder of half a 
m illion dollars, depending on experience. And, of course, as the  courts 
broaden th e  scope of liability  and ju ries b rin g  in ever larger verdicts, 
prem ium s w ill climb.

Will Higher Prices Be the Result?
Can these  insurance costs be passed on to  custom ers as h igher 

prices, as the  courts  assum e?
A recent stu dy  of the pric ing  policies of 200 com panies sponsored 

by the N ational In d u stria l Conference B oard 20 suggests not. T he  
de term inan ts of price are show n to  be m u ltip le ; costs m ay be one of 
these, b u t are rare ly  controlling, frequently  are of little  im portance, 
and, indeed, are often unknow n. R ather, the  econom ic characteristics 
of a product, w hether new or old, w h eth er capital goods or consum er 
goods, w h eth er d ifferen tia ted  goods or standardized goods; the  type 
of firm involved, w h eth er m ultip roduct or single p ro d u c t; the  ex ten t 
of com petition , dom estic and fore ign ; the  role of dem and in re la tion

20 B a c k m a n , Pricing-. Policies and 
Practices (1 9 6 1 ).
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to  the availab ility  of su b stitu te  products, consum er pu rchasing  power, 
and hab its and ta s te s ; public re la tions considerations, and other forces; 
any and all of these m ay, for a given com pany and product, be m ore 
crucial than  costs in determ in ing  price. T he rep o rt co n c lu d es: 21 

. . it is clear th a t the  role of costs in p ricing has been considerably 
exaggerated . C ertainly , costs cannot be ignored in pricing. B u t 
neither can the many other factors discussed in this analysis. W hile 
cost-price relationsh ips m ay be im portan t, it does no t fellow  th a t cost 
determ ines price. On the  con trary , un der m any circum stances the 
flow is in the opposite direction. T he  price th a t can be obtained under 
p revailing  conditions of dem and and the  p ressures of com petition 
often determ ines the  costs th a t a com pany m ay profitably incur.”

T hus, in the m any cases in w hich a m an u fac tu re r’s price is d e te r
m ined by noncost factors he cannot pass on his increased costs. H e 
m ay, in fact, be locked in to  a given price by  external econom ic forces 
so th a t increased costs of p roduct liability  come o u t of his pocket. 
A nd if, as is probable, he is a sm all m anufactu rer, his pocket is no t 
very  deep.

“ Bad Government for the Courts’’
W hich  brings me to  m y final point. W e have indicated  th a t the  

Deep P ocket R ule is an expression of radical ju risprudence, dubious 
m orality , novel social theory  and bad econom ics. A p a rt from  the 
m erits  of each of these criticism s, and m indful only of the  m agn itude 
of the change th a t the  rule effects, surely  it is bad governm ent for the 
courts, ra th e r th an  the  leg islatures, to  have enacted it.

In  the  first place, the  ordinary , adv ersary  judicial proceeding is 
no t a very  suitable m echanism  for the  consideration of so com plex a 
question  of “political econom y.” O ne can fairly  assum e th a t in none 
of th e  cases in w hich th e  Deep P ocket R ule w as adopted  w as evidence 
adduced on the  question w hether the  defend an t-m anu fac tu rer’s in 
creased costs w ere transm issib le  to  his custom ers. T h a t is no t the 
kind of question cou rts  look into, desp ite its obvious relevance to the  
prem ises of th e  rule. Such econom ic evidence w ould, how ever, con
s titu te  th e  h ea rt of legislative consideration  of the m atter.

Secondly, it is fa r m ore consisten t w ith  dem ocratic theory  for so 
sw eeping a change in public policy to  be m ade by the  leg islatures. I t  
w as, a fte r all, an assum ed public policy th a t prom pted  the  C alifornia 
co u rt’s s ta tem en t of the rule. H ow ever, we have no assurance th a t

21 W o r k  c i te d  a t  fo o tn o te  20, a t  p . 39.
STRICT PRODUCTS LIABILITY OF MANUFACTURERS PAGE 663



it w as reflecting a wide social consensus. I believe th a t the  sweep 
of the rule requires such a consensus, expressed th ro ug h  our legisla
tu res, for its  legitim ation.

Curiously, the leg islature of m ore th an  half the  states, in enacting  
the  new  U niform  Com m ercial Code, had an opportun ity  to deal w ith  
th e  m a tte r  and declined to do so, probably  because of the  bu lk  of 
o ther problem s presented  by the  Code. T hey  did see fit to  extend the  
m anu fac tu re r’s w arran ty  to  a lim ited circle around  the  buyer, b u t final 
reso lu tion  of the  m anufac tu rer's  liability  w as deferred to  the  courts, 
in a reversal of roles.22 N evertheless, one re tu rns to  D ean P o u n d ’s 
incisive question ,23

“ If I am  n o t to  be m y b ro th e r’s keeper b u t am to be his insurer, 
should no t so radical a change in the social order come th ro ug h  legis
lation ra th e r  than  th ro ug h  judicial decision?” [T h e  E n d ]
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