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REPORTS
TO T H E  R E A D E R

About T his Issue.—T h e concluding 
papers of the 1960 Jo in t N ational C on­
ference of Food and D rug  A dm inistra­
tion and T he Food L aw  Institu te , Inc., 
are published in this issue of the J our­
n a l . T h ey  include the papers presented  
at the consum er m orning session on 
N ovem ber 29 and the panel discussion 
of questions subm itted  to  the conference 
th a t afternoon. T he proceedings of the 
N ovem ber 28 sessions of the conference 
were published in the Decem ber, 1960 
issue of the J o urnal .

A t the F L I  dinner on N ovem ber 28 
the In s titu te ’s A w ard for D istinguished 
Food L aw  Services to the Am erican 
People was presented  to the Food P ro ­
tection C om m ittee of the Food and 
N u trition  Board, N ational A cadem y of 
Sciences-National Research Council. Dr. 
W illiam  J. D arby c f  the V anderbilt 
U n iversity  School of M edicine accepted 
the aw ard  for the Food P ro tection  
Com m ittee.

National Medal o f Science.—On Janu­
ary  18 P residen t E isenhow er issued an 
Executive O rd e r p rescrib ing the design 
of the N ational M edal of Science. T he 
m edal was established by the A ct of 
A ugust 25, 1959.

Each individual aw arded the m edal 
will receive a  P residen tial citation de­
scriptive of the aw ard. As required by 
the 1959 law, the P res iden t’s action 
was based upon recom m endations m ade 
to him by the N ational Science F ou n ­
dation.

In  any one calendar year, the m edal 
m ay be aw arded to not m ore than  20 
individuals w ho in the judgm ent of the 
P residen t are deserving of special 
recognition by reason of th e ir o u ts tan d ­
ing contributions to  know ledge in the 
physical, biological, m athem atical o r en­
gineering sciences. T h e classes of per­
sons eligible for the award are described 
in the order, which follow s:
“ Executive O rd er P rovid ing  for the 

Design and A w ard of the N ational 
M edal of Science

“ By virtue of the au thority  vested 
me by the act of A ugust 25, 1959, en ­
titled ‘An A ct T o  E stablish  a N ational 
M edal of Science T o  P rovide R ecogni­
tion for Individuals W ho  M ake O u t­
standing  C ontributions in the Physical, 
Biological, M athem atical, and Engineer­
ing Sciences’ (73 S tat. 431), and as 
P residen t of the U nited  S tates, it is 
o rdered  as follows:

“Section 1. Specifications o f Medal. 
C onsonant w ith recom m endations sub­
m itted by the National Science F ou n­
dation pursuan t to the first section of 
the said act of A ugust 25, 1959, the 
N ational M edal of Science established 
by that act, hereinafter referred to as the 
Medal, shall be of bronze, shall be of the 
design here to  attached , w hich is hereby 
m ade a part of this order, and shall 
have suitable accom panying ap purten ­
ances. E ach m edal shall be suitably 
inscribed. Each individual aw arded  the
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Participants in the 1960 Joint National Conference of FDA-FLI are shown in 
the above photograph. In the front row, from left to right, are George P. 
Larrick, Carla S. Williams, John L. Harvey and Margaret Ives. In the back 
row are Richard Gordon, James Kittelton, William T. Brady, Franklin D. Clark, 
WLwon B. Rankin, Franklin M. Depew, Joseph D. Becker, Bernard L. Oser, 

•H?0fcneth Kirk and Robert N. Johnson.

M edal shall also receive a citation, on 
parchm ent, descriptive of the aw ard.

“Section 2. A w ard o f Medal, (a )  The 
P residen t shall aw ard the M edal on the 
basis of recom m endations received by 
him in accordance w ith the provisions 
of this o rder to individuals w ho in his 
judg m ent are deserving of special recog­
nition by reason of their ou tstan ding  
contributions to know ledge in the phy­
sical, biological, m athem atical, o r engi­
neering sciences.

“ (b) In  addition to  the criterion 
sta ted  in section 2(a) of this order, the 
following shall govern the aw ard of the 
M edal :

“ (1) N ot m ore than tw enty  individ­
uals m ay be aw arded the M edal in any 
one calendar year.
PAGE 4

“ (2) No individual m ay be aw arded 
the M edal unless at the tim e such 
aw ard is m ade he—

“ (i) is a citizen o r o th e r  national of 
the U nited  S tates; or

“ (ii) is an alien lawfully adm itted  to 
the U nited  S tates for perm anen t resi­
dence w ho (A ) has filed a petition for 
naturalization  in the m anner prescribed 
by section 334(b) of the Im m igration  
and-N ationality  A ct and (B ) is not p e r­
m anently  ineligible to becom e a citizen 
of the U nited States.

"(3 ) T he M edal m ay be aw arded 
posthum ously, the provisions of p a ra ­
graph (2) of subsection (b ) of this 
section notw ithstanding. T he M edal 
shall be so aw arded only to an indi-
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vidual w ho a t the tim e of his death m et 
the conditions set forth  in item  (i) or 
item  (ii) of th a t paragraph  and not later 
than the fifth anniversary  of the day of 
his death .”

Summary of Developm ents in H E W  
Under Eisenhower Administration.—
W ith  his le tte r of resignation  as Sec­
re tary  of H ealth , E ducation, and W el­
fare, A rth u r S. F lem m ing subm itted  to 
the P residen t a sum m ary  of the devel­
opm ents th a t have taken place in the 
fields of health, education and w elfare 
under the leadership of President Eisen­
hower. I t  reads, in part, as follows:

“Soon after he took office, P residen t 
Eisenhower recommended establishment 
of the D epartm en t of H ealth , E duca­
tion, and W elfare to bring to the highest 
councils of G overnm ent the hum an 
problem s of the people. T he 83rd Con­

gress approved his plan, and the first 
new  Cabinet office in 40 years came 
into being in A pril 1953.

“ In one w ay o r another, the programs 
of the D epartm en t touch the lives of 
every man, wom an and child in A m er­
ica. T he goal of all these program s is 
to  conserve and streng then  the N ation’s 
g rea test natura l resource— its people.

“Since the D epartm en t was created, 
d ram atic progress has been m ade in the 
national effort to  achieve b e tter health, 
be tter education, and g rea ter econom ic 
security. T he A dm inistration  has sup­
ported  and obtained legislation to  
streng then  the N ation’s educational 
system , broaden  the coverage and the 
benefits of the Social Security  Act, ex­
pand a rehabilitation program  which 
offers new  hope for the disabled, 
strengthen our research efforts in science

Among those who attended the 1960 Joint National Conference of FDA-FU 
were the following [seated, from left to right): J. Kenneth Kirk, T. E. Sullivan, 
Ella H. McNaughton, Franklin M. Depew and Emil M. Mrak. Standing are 
Philip L. White, Bruce E. Ellickson, Charles Glen King, Richard S. Gordon,
M. R. Clarkson, Bernard L. Oser, Winton B. Rankin and Franklin D. Clark.
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and medicine, provide m ore adequate 
health  services and facilities, and p ro ­
vide im proved protection to  consum ers 
against harm ful foods and drugs. T his 
p rogress has been m ade w ithin a policy 
of fiscal responsibility  in the conduct 
of G overnm ent, and under program s 
designed to encourage g rea ter initiative 
and en terprise by individuals, private 
agencies and local and S tate govern­
m ents.
"Progress in Health

“ In 19S4, the first full year of the 
D epartm en t’s operation, expenditures 
for the Public H ealth  Service totalled 
$242 million. T he P res id en t’s 1962 
budget calls for estim ated expenditures 
of $1,001 billion—an increase of 314 
percent. Ir. the past seven years:

“ 1. M edical research has been vastly  
expanded, w ith particu lar em phasis on 
cancer, heart diseases, m ental illness 
and other m ajor killers and cripplers. 
Federal assistance to m edical research 
has increased sevenfold since 1954. 
M ajor new research  centers have been 
put to  work.

“2 H ealth  and m edical facilities have 
b ee r significantly expanded. T he Fed- 

State program  to assist in con- 
truc ting  hospital and m edical facilities 

nas been broadened to  include chronic 
disease hospitals, nu rsing  hom es, re ­
habilitation facilities and diagnostic and 
trea tm en t centers. A new g ran t p ro ­
gram  has been established to  enable 
m edical schools and o ther institutions 
to improve and expand their laboratories 
and research facilities.

“3. T he supply of m anpow er skilled 
in the health sciences has been in­
creased. T ra in ing  gran ts  and fellow­
ships have been established, or expanded 
for prom ising research  scientists, public 
health personnel, g raduate  professional 
nurses, and practical nurses.

"4. G reater em phasis has been placed 
on the prom otion of public health and 
preventive medicine am ong the A m er­
ican people.

"Greater Food and Drug Protection
“ E xpenditures for the Food and Drug 

A dm inistration in 1954 w ere S6.2 m il­
lion. T he P residen t’s 1962 budget calls 
for expenditures of $23.4 m illion—an 
increase of 277%. In  the past seven 
years:

“ 1. Food and D rug A dm inistration  
inspection force has been trip led  since 
1954 in order m ore effectively to guard  
the N ation’s food and drug  supply and 
rem ove unsafe products from  the m ar­
ketplace.

“2. Basic scientific research programs 
have been intensified, scientific staffs 
have been increased, laboratory  equip­
m ent has been m odernized, two new 
field headquarters have been established, 
and construction  of a new headquarters 
building w ith m odern laboratories has 
been authorized.

“3. F ar-reach ing  legislation has been 
sought and obtained to im prove the 
protection  of the public against harmful, 
unclean or m isrepresented  foods, drugs 
o r cosm etics. A landm ark in this effort 
was the Food Additives A m endm ent of 
1958 which required tha t food additives 
be show n safe for hum an consum ption 
before use. T his legislation established 
the principle th a t the burden  of proof 
m ust rest squarely  on the m anufactu rer 
to assure the safety of products p rior 
to their sale to  consum ers.

"4. A dm inistration-sponsored legis­
lation was enacted in July, 1960 to  p ro ­
vide a scientifically sound basis for 
approving colors th a t m ay be safely 
used in foods, drugs and cosm etics, and 
to establish o ther safeguards including, 
w here necessary, appropriate  tolerance 
lim itations on the am ount of the color 
th a t m ay be used.

“5. In  addition, the A dm inistration  
has proposed fu rth er am endm ents to 
the F ood-D rug  and Cosm etic A ct to  
streng then  facto ry  inspection au thority , 
require m anufactu rers to  m ake reports  
on clinical experience w ith  new  drugs, 
and assure adequate contro ls over the 
purity  and quality  of drugs.’’
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The United States Commissioner of Food and Drugs, George P. Larrick, 
is conversing, above, with William T. Brady, chairman of the board of 
trustees of The Food Law Institute, and, below, with Franklin M. Depew, 
president of the institute. They participated in the 1960 Joint National 
Conference of FDA-FLI in Washington, D. C., November 28 and 2V
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I9 6 0  Joint National Conference— FDA-FLI

Contributions of Technology 
to the Nutritional Value of Food
By CHARLES GLEN KING

The Author Is Executive Director, The Nutrition Foundation, Inc., and 
■Krofessor of Chemistry, Columbia University. He W as Moderator of the 
November 29 Consumer Morning Session at the 1960 Joint National Con­
ference of Food and Drug Administration and The Food Law Institute.

TH IS C O N FER EN C E to review problems of material interest to 
the general public and to those who work in agriculture, govern­
ment agencies, universities and the food industry is very timely. The 

topic for discussion is not narrow in any sense. In a greater degree 
than we sometimes realize, everyone is both a consumer and a pro­
ducer. Accurate information to guide the consumer is essential to all 
parties, because the producer and distributor are always under the 
discipline of offering what the consumer will buy. All need to  be 
reliably informed, and no one likes to be fooled. Very few people in 
modern society are w ithout a direct influence on food that is produced 
and distributed as well as in meeting their own personal requirements 
and preferences in food consumption.

I am confident that there never has been a time when either the 
general public—commonly referred to as “consumers”—or those who

FOOD DRUG COSMETIC LAW JOURNAL----JANUARY, 1961APAGE 8



produce and distribute food were more conscious of their mutual inter­
ests and responsibilities than is true today. However, a great amount 
of confusion and m isunderstanding has developed that can only be 
corrected by well-organized, honest, vigorous and sustained programs 
of education. This responsibility for reliable and interesting informa­
tion to the public has been sorely neglected. The problem is not 
simple to solve. W e need to find ways of protecting the public against 
misleading, wasteful and often dangerous information via the mass 
media, just as much as there is need to avoid false labelling or care­
lessness in the production of food commodities.

New developments from research in agriculture, in chemical 
synthesis, in the science of nutrition, in medical practice and in chang­
ing concepts of public health all contribute to the need for continuous 
and unbiased information to guide consumers, producers and distrib­
utors alike. Advances in research tend to be entirely in the public 
interest, but their application will always need to be safeguarded in 
terms of health risks and interpretation.

Undoubtedly the acceleration of research in recent years repre­
sents one of our greatest assets in reaching higher levels of health for 
the entire population, and specifically in relation to food practices. 
Hence it should be supported and encouraged in every reasonable way. 
Again, because of the complexity of the many factors involved, the 
adaptation of our new food, drug and cosmetic laws requires continued 
study and refinement as well as technical and lay interpretation. The 
primary issue of placing responsibility on food producers and manu­
facturers for the safety of the food supply is undoubtedly sound. It 
defines an area of responsibility that requires constant consideration 
and understanding among producers, distributors and consumers. 
There is need, also, for introducing an increased element of independ­
ent judgm ent and evaluation by scientists and public servants who can 
take an unbiased view with respect to the science aspects and broad 
perspectives in the public interest.

W e have long since reached a stage in our “western culture” in 
which the chemical industry is an essential part of modern agriculture, 
food processing, food distribution and immediate service to the public. 
Chemistry is first of all a servant of the public, just as engineering, 
medicine, law and education are basic servants in almost every area 
of endeavor. The food industry at all levels shares in this mutual 
responsibility to protect the public on the one hand, and to be alert
1960 CONFERENCE----FDA-FLI
A
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to new avenues of service in which the chemical industry shares with 
increasing efficiency and mutual interest.

I have often referred to food technologists as the “managing 
scientists of the food industry.” In a real sense, this group of scientists 
has the major responsibility to be regardful of the public interest as 
well as to be diligent in taking every reasonable advantage that arises 
from progress in merchandising, as well as in fertilizing the soil, 
processing foods, research in genetics, and advances in the science of 
nutrition. They must guide the over-all flow of foods in serving the 
consumer and thus meet the challenge of a food supply adequate for 
mankind everywhere, with a minimum sacrifice of other cultural 
advances that society will demand.

Let us turn to some of the major afeas where food technology 
has made great strides of progress, and where the public often ex­
presses a feeling of uncertainty concerning where these modern 
developments have taken us in relation to health and in relation to 
an outlook for the future.

Advances in Identifying Relationships 
Between Plant Nutrition and Animal Nutrition

W e often hear accusations that the nutritive quality of modem 
food supplies has been impaired by depletion from the soil of its 
normal plant and animal nutrients, and that this trend has been greatly 
accelerated by the use of chemical fertilizers. W e hear less in the 
public press, however, of the great advances we have made in identify­
ing the requirements for plant and animal nutrients in the soil, essen­
tial for food production, and the further great advances that have 
been made in identifying the relationships between plant nutrition, in 
which mineral elements play a dominant role, and animal nutrition, 
which is fundamentally dependent upon a great many organic nutri­
ents formed in plants. This is an area where science has contributed 
so greatly to our modern requirements that it should be featured in 
educational concepts presented carefully to the public. The m ajor 
points at issue may be summarized as follows:

(1) Farm ers and manufacturers of plant foods (fertilizers) are, 
in general, very alert to the fact that care of the soil in every respect 
constitutes the dominant factor in securing good yields and good 
quality products. Their economic interest is not contrary to their 
best service to consumers.
PAGE 10 FOOD DRUG COSMETIC LAW JOURNAL----JANUARY, 1961A



(2) Most soil conditions that make possible high yields of crops 
are the same conditions that make possible high nutritive value, high 
resistance to diseases, and minimum deterioration during harvesting, 
processing and distribution. Hence, farmers are even more actively 
interested than consumers in such m atters as soil erosion, poor avail­
ability of nutrients from the soil, and any advantages to be derived 
from organic material in the soil.

(3) W ithout continued progress in the study and use of manu­
factured plant nutrients, and in the use of manufactured materials to 
control pests, weeds, fungus diseases and animal infestations, it would 
be utterly  impossible to meet present or future food requirements of 
our growing population, either here or in other parts of the world. 
Farm ers and m anufacturers do not question the requirement for dili­
gent care in protecting human and animal health when such materials 
are used. In actual experience, the record on this score in America is 
very good. Hence, despite occasional unfortunate mistakes, the clamor 
against modern improvements in agriculture on this score is usually 
exaggerated and, on the whole, unfair to the public.

Two areas of research and practice merit special comment at this 
point. Studies of the mineral requirements for growth and health in 
plants and animals have permitted tremendous progress in food pro­
duction through the use of balanced quantities of trace or micro 
mineral elements such as copper, iron, zinc, molybdenum, manganese, 
cobalt, fluorine and magnesium in recent years. W ithin the United 
States, there are vast areas where soil adjustm ents of this nature make 
a major contribution to the nutritive quality as well as to the yields 
of food and feed supplies. In California, for example, naturally defi­
cient areas of this kind have been identified in every county, and in 
Eastern W ashington, eight major crops are notably improved by 
adding small quantities of zinc to the soil. Many of the soils in North 
America that are now highly productive were actually less suited to 
agriculture and protection of human health in their primitive state.

Similar or greater gains are developing rapidly from research in 
genetics. These new crops are better adapted to environments where 
food production had been regarded as either normal or very unsatis­
factory. Tomatoes, for example, are now moving into the subtropics 
and into northern areas where they could not be produced commer­
cially before. This means better nutrition and more rapid economic 
progress in handicapped areas. In the search to find crops that give

p a g e  111960 CONFERENCE----FDA-FLI
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good yields, good shipping qualities, good flavor and good color, there 
is obviously some risk that one or more nutritive values will be 
lowered or not observed. The risk on this score is relatively small, 
however, because of the fact that mineral elements, vitamins and other 
nutrients tend to be high in plants which grow vigorously and have 
good resistance to disease. This trend fits the well-known pattern of 
remarkable similarity in all living things whether plant or animal. 
It is also true that many geneticists are working specifically toward 
the objective of increasing the nutritive value of key crops, as they 
have in hybrid tomatoes. Hence in an over-all picture, research and 
new practices tend to result in more food of higher nutritive value, 
rather than imposing a risk to the health of consumers. This fact was 
brought out forcibly in the recent Fifth International Congress on 
Nutrition held in W ashington, September 1-7, 1960, during the sym­
posium on “W orld Food Needs and Food Resources.”

Food-Processing Problems
Another area of frequent m isunderstanding is with reference to 

the processing of foods by such means as canning, pasteurizing, freez­
ing, dehydration and packaging. In this respect there are obvious 
risks that require constant attention to retain nutritive quality as well 
as other essential features such as flavor, appearance, convenience and 
stability in the final products. On the whole, modern industries are 
much more conscious of risks of this nature than were our more 
primitive farmers and distributors before scientific practices came into 
use. Certainly the canning industry in America has been vigorous in 
its study of heating, storage, kinds of containers, and other factors that 
are important in the conservation of nutritive quality. Most processors 
have also gone to great lengths to assist farmers in growing crops of 
greatest value to the consumer, and in conserving these values by 
improvements in harvesting practices. Leading manufacturers, in 
cooperation with the National Canners Association, have conducted 
thorough nationwide studies of starting materials, processing prac­
tices and the related conservation of nutritive values in a great variety 
of canned foods. One study alone costs about $350,000. A fortunate 
coincidence in this respect is the general parallelism between practices 
that result in a product with good flavor, color, appearance and all-over 
acceptance qualities and practices that favor retention of unstable 
nutrients such as the vitamins, proteins and fats. Storage conditions 
are also im portant in this respect, and have received much attention
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with respect to containers and delays in market flow from producer 
to consumer.

Again, in the frozen food industry, manufacturers have taken the 
initiative in comprehensive studies of varieties, environments, and 
processing conditions that would assure to the consumer, products of 
high nutritive value as well as convenience and public acceptance. 
Information concerning these practices has been made widely available 
to the public so that they can be accurately informed and to manufac­
turers so that they can be guided in their progress. During the past 
decade a nationwide study of this nature was conducted by the 
National Association of Food Packers at a cost of about $300,000.

In the management of fresh foods such as milk, meats and vege­
tables, there is also a general correlation between the characteristics 
of products on the market that make them acceptable and their reten­
tion of nutritive values as consumed. There are exceptions, of course, 
as illustrated by the tendency to harvest before m aturity to gain 
advantage in stability of handling and in early market p rices; and 
the public has a preference for many light-colored foods that have a 
lower nutritive value than those with more intense natural color. 
Substitution of artificial colors for natural colors can be misleading 
on this score, but in most instances labelling laws have required Jhat 
the public be informed accurately.

Safety of Food Colors
Restudying the safety of food colors and other food additives un­

questionably should be a part of continued progress. Long-term test­
ing with experimental animals before new additives enter the food 
supply represents a trend that, in general, is welcomed by food tech­
nologists even though there are many detailed points of disagreement 
in regard to specific requirements and practices. The Food Protection 
Committee of the National Academy of Sciences-National Research 
Council has rendered an outstanding public service in this area. Its 
continued advisory service to government agencies, to industry and 
in public education can contribute a much needed feature of inde­
pendent scientific judgm ent and sound reason.

Among improvements in the nutritive value of the public food 
supply based upon technological progress, there are many notable 
examples such as the gains in health that have resulted from the use
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of vitamin D standardized milk products to eliminate rickets, iodized 
salt to prevent goiter, fluoridized water to prevent tooth decay, vitamin 
A in margarine to match the approximate value in butter, and the 
broad program of cereal enrichment to decrease the risk of deficiencies 
in iron, niacin, thiamine and riboflavin. There is still a considerable 
amount of anemia; but, according to  the best recent evidence, very 
little of the anemia can be attributed to  vitamin deficiencies, and only 
a small proportion can be attributed to malnutrition in any respect. 
The most im portant factors appear to be excessive blood loss and other 
stresses that are medical and not nutritional.

Need for Policies That Make 
Provision for Reason and Scientific Judgment

In a transition period of adjusting new laws and new research 
findings to best serve the public interest, it is not surprising that many 
difficulties have arisen that should have immediate and careful con­
sideration. One of these features is with respect to the need for policies 
and regulations that make adequate provision for reason and scientific 
judgment. This point was well presented by the President’s Science 
Advisory Committee, in furnishing a special report (1960) on food 
additives. Many representatives of the public apparently do not yet 
understand the fundamental requirement to consider nutritive values 
and the risks of injury from so-called toxic materials, as being essen­
tially quantitative in their significance. The concept of “zero toler­
ance” and regulatory trends in that direction need special consideration. 
From a chemical point of view, and on the basis of abundant 
evidence, no informed person would question the fact that all nutrients 
should be appraised in regard to  at least three levels or zones of con­
centration in relation to their biological and health significance.

S tarting at the bottom of the quantitative ladder, there is a zone 
that applies to all nutrients and additives in which the quantity is so 
small that it is relatively insignificant in terms of either nutritive value 
or risk to health. As research progresses in methods of analysis and in 
biological testing, this zone can be increasingly well-defined; but 
denial of its reality or significance has no valid position in modern 
science. Secondly, a higher zone quantitatively will show a biological 
advantage in such terms as growth and health or, conversely, there 
will be evidence of a functional change or of injury in structure or in 
over-all health and vitality. A third quantitative zone then appears at 
a higher level at which there will be impaired function or injury to  the
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organism that can be demonstrated. This principle applies to essential 
and nonessential nutrient materials as well as to materials that are 
commonly classified as being useless or toxic.

In dealing with desirable or essential nutrients, then, scientists are 
deeply concerned with finding the first range in quantity at which a 
nutrient becomes of significant value, or a nonnutrient may become 
significantly injurious to the organism. In dealing with nutrients, 
w hether essential or nonessential, one then needs to know both the 
approximate range in quantity that will demonstrate optimum physio­
logical value and the critical zone above which there is evidence of 
injury.

Specific Examples
To cite some specific examples of the above three zones, and their 

relationship to  food intake and agricultural practices, let us first look at 
the record for the last eight mineral elements discovered to be required 
for optimum human health. Each one of them had been studied for 
several decades biologically, almost solely because they had been 
found to be injurious to living organisms and hence were regarded as 
toxic or poisonous. Copper had long been regarded as a toxic element, 
and many forms of the element had been used in treating infections as 
a medical agent or in preventing growth of algae, fungi, m olds‘and 
other organisms. Blue vitriol and copper sprays, for example, had been 
widely used. But in the 1920’s, Dr. C. A. Elvehjem of the University df 
W isconsin found that small amounts of copper—about one tenth of the 
requirement for iron—were necessary for the utilization of iron in form­
ing red blood pigments. In view of the fact that copper is also essential 
for the normal development of plants, one will find some quantity of 
copper in practically everything that enters the human body. One 
is concerned primarily with the quantitative zone below which health 
would be impossible and the higher zone above which there would 
be toxic effects and injury or death. Essentially the same picture 
is clear with respect to the subsequent seven essential nutrients. Each 
element w ent through the same cycle of study, beginning with its 
toxicity; then, discovery of its requirement for health and the zone 
below which health was im possible; and last, a higher zone above 
which there was clear evidence of toxicity. W ithout going into details, 
these elements can be mentioned briefly as follow s: manganese, zinc, 
cobalt, fluorine, molybdenum, selenium and—finally—this year, chromium.
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Each of these elements m ust be appraised in a quantitative sense with 
respect to w hether or not they can be described as “insignificant,” 
“essential” or “toxic.”

Now in reality, the point indicated above applies to practically 
everything we eat and to practically everything that appears in the 
soil as a factor affecting the development and vitality of plants. If 
we get into a situation of attem pting to regulate food composition and 
practices w ith respect to chemical constituents on anything other than 
a quantitative basis, we will be moving in the wrong direction and 
apparently will be in a position that is untenable in term s of decisions 
of the Supreme Court, in which there is acceptance of the principle 
that our laws and their interpretation should be based on reason 
and judgment.

This issue is already forcibly before us, and should have urgent 
attention in the public interest. Otherwise, confusion will be increased, 
with resultant inefficiency and unnecessary difficulties for everyone.

Conclusion
In conclusion, there is no doubt that food technologists have a 

great responsibility to be alert and critical of the risks imposed on 
the quality and safety of their products by rapid changes in agricul­
tural and merchandising practices. The potential health gains and 
cultural advantages to society are so great, however, that progress 
clearly lies in the direction of accepting the challenges.

An increasing emphasis on quantitative measurements and on 
quantitative concepts in biological interpretation will be urgently 
needed as a guide, both in research and in relation to regulatory 
practices. Otherwise, there will be unreasonable risks—risks to health 
at one extreme and risks of “paralyzing fear” at the other.

The same principle applies with reference to  nutritive quality. 
Every clearly identified nutrient merits quantitative appraisal in food prod­
ucts w ith respect to health. In this area, too, new concepts are advanc­
ing steadily with respect to the quantity of intake and the length of 
time for significant changes to occur.

Our past success in health improvement applies with greatest 
force to the first three years of life. The sharpest challenge now is 
to add vigor and health to the 40 years above 45. [The End]

FOOD DRUG COSMETIC LAW JOURNAL--- JANUARY, 1961
A

PAGE 16



7 960 Joint National Conference— FDA-FLI

Public Awareness
of Health Aspects of Chemical Aids
By EMIL M. MRAK

In His Paper Before the FDA-FLI Conference, Dr. Mrak Emphasized 
That the Educational Information Put Out Has Missed Its Mark. “We 
Must Have Something That People Will Read, Enjoy and, Above All, 
Keep," He Said. He Is Chancellor, University of California, Davis.

I AM SO M EW H A T A PO LO G ETIC  about discussing this subject 
to a group such as the membership of The Food Law Institute. 

I am certain that members of this organization are well informed of 
the public health awareness of health aspects of chemical aids. Never­
theless, I wouldn’t be honest if I didn’t say I was flattered vjhen 
invited to address you. I would like to restrict my discussion to some 
experiences we have had in California during the past year.

Factors Contributing to State of Confusion
After the passage of the Miller bill and the new food additive 

bill, I had an occasion to talk with many members of the food industry 
concerning the possible effects of these laws on the food industry. It 
was difficult, if not impossible, to realize the far-reaching implications 
of these bills. As a whole, the canners, dried-fruit people, dairy people 
and others considered them as comprising good legislation, although 
there was genuine concern about the Delaney clause.

None of the industries with which I discussed the m atter could 
realize or visualize the far-reaching effects, whether they would be 
direct or indirect. It was difficult to visualize the effect that one 
industry might have on another. Furthermore, it was difficult to 
realize the effect on the food industry of publicity that might be 
directly or indirectly related to the new laws.
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I t is apparen t to  me th a t the adverse publicity  received by some 
food industries has in one w ay nr ano th er affected the  o thers. M ost 
certain ly  it has had some effect on the public confidence in our food 
research and control agencies and the organ izations responsible for 
a good food supply. I t has directed a un ilateral type of th in k in g  such 
as “all foods are po isonous.“ or “processing is bad ." “we m ust do aw ay 
w ith pasteurization ," etc. T am certain no w ell-inform ed person would 
favor abandoning  pasteurization . O ther types of th in k in g  th a t have 
come to  m y a tten tion  are th a t processed foods are not nu tritious, all 
ag ricu ltu ra l chem icals are bad, our sc ien tists are pseudoscientists, the 
un iversity  and research scien tists are involved in one w ay or ano ther 
w ith  the chem ical industries, etc. I w ould say th a t th is has been our 
psychological env ironm ent for the past year.

A nother factor th a t has con tribu ted  to  a s ta te  of confusion is the 
existence of differences betw een sta te  law s and those of the  federal 
governm ent.

DDT Found
in Dairy Products in California

D uring  the past year, som e occurrences have taken place in 
C alifornia th a t m ay be of in terest to you. T he Food and D ru g  A dm in­
istra tion  found D D T  in b u tte r  and evaporated  m ilk shipped out of our 
sta te . I t is needless to say th a t w hen th is observation w as m ade, the 
dairy in du stry  w as concerned and anxious to do som eth ing about it. 
Q uestions im m ediately arose : W h ere  did the D D T  come front? H ow  
could it be determ ined? W ould  it be possible to  w ork ou t a sim ple 
procedure for determ ination  th a t m ight be used a t the farm  or creamery 
level ? H ow  could such occurrences be preven ted  in the fu tu re?  M eet­
ings w ere called w here the m a tte r  w as certa in ly  discussed a t length  
and forces were m obilized to cope w ith  the problem . T hese included 
the C alifornia A gricultural E xperim en t S tation . A gricu ltu ra l E x ten ­
sion Service, S ta te  D epartm ent of A griculture, S tate  D ep artm ent of 
Public H ealth  and the S tate  L egislature.

it w as also apparen t th a t one of the factors involved in the prob­
lem was the existence of a to lerance of 7 p.p.m. for D D T  on hav 
produced in California. W hen th is to lerance w as set, it w as not 
generally  know n th a t the halogenated  hydrocarbons w ould be con­
cen tra ted  in the fat of the milk. Tt is well know n now. how ever, th a t
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w hen a cow1 feed is con tam inated  w ith  D D T  or related  com pounds, 
the m aterial will be concentra ted  in the  fa t and w hen the m ilk is con­
verted  to  b u tte r  or evaporated  milk, the  ag ricu ltu ra l chem ical con­
cen tra tes accordingly. T his, then w as the real problem .

It wTas found. howrever, th a t hay w as not the  only problem . O ther 
feeds such as dr_v tom ato  w aste, d ry  bean vines, refuse from  seed 
alfalfa, apple pom ace and o ther m ateria ls  actually  contain D D T , and it 
w as necessary to  recom m end against the use of these item s for feed 
for dairy  cows. T hen , too, there w as a factor of d rift from  airplane 
spraying. T his problem  has been studied , and g rea t strides have been 
m ade tow ard  m inim izing drift con tam ination  of ad jacen t fields of 
alfalfa and  other dairy  cow feed. F u rth erm ore , there  w as the pos­
sib ility  of overapplication on the p a rt of som e farm ers. T his, too, 
has been corrected.

T he E xperim ent S tation  has w orked ou t a m ethod for the rapid 
detection  of D D T  th a t m igh t be used a t the cream ery. S ho rt courses 
w ere held to  teach technicians m ethods of analysis for these sub­
stances. T he A g ricu ltu ra l E xtension  Service held m eetings from  one 
end of the  s ta te  to  the o ther to  apprise farm ers and o thers of the p ro ­
cedures to  use and control m easures to  em ploy. As a resu lt, the  s itua ­
tion has im proved trem endously  in a m a tte r  of only a few’ m onths.

Work of Fact-Finding Committee
N evertheless, the  governor considered it desirable to  appoint a 

com m ittee to  study the s ta te  policy w ith  respect to  ag ricu ltu ra l chem ­
icals. T h is fact-finding com m ittee consisted of the dean of the S ta te ­
wide College of A gricu ltu re, a dairy  farm er, a m em ber of the  Farm  
Bureau, the  s ta te  consum er counsel, the d irector of the S ta te  D ep art­
m ent of Public H ealth , the sta te  d irecto r of agricu ltu re , a canner, a 
food processor, a toxicologist, a m em ber of the  m edical association 
and tw o hom e econom ists; I w as appointed  chairm an. T he chief of 
the San F rancisco  D istric t of the F ederal Food and D rug  A dm inis­
tra tion  w’as invited to  partic ipate  as a con su ltan t and advisor. H e w as 
m ost helpful in the deliberations of the com m ittee.

T he com m ittee had four full days of hearings, tw o of w'hich were 
in Sacram ento, one in B erkeley and one in Los Angeles. T he  com ­
m ittee invited people to  p resen t m aterial and, in as far as possible, 
perm itted  those w ho w ished to  m ake p resen ta tions to  participate.
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including guests in attendance. T here will be one or tw o m ere  m eet 
ings du ring  which tim e a report will lie prepared for the governor.

Some Highlights of Committee Meetings
T he hearings involved a g rea t m any pages of testim ony, and it 

w ould not be possible to  review  all the m aterial th orou gh ly  a t th is 
tim e. I w ould, how ever, like to  p resen t a few of the h igh ligh ts of these 
m eetings. A t the first m eeting  it w as pointed ou t th a t ag ricu ltu re  in 
California is a $3 billion indu stry  involving 139 m ajor crops and about 
110 m inor crops. T he  dairy  indu stry  am ounts to  $376 m illion and 
cotton. $346 m illion. T he pesticides used in California are valued a t 
about $100 m illion : and 14,867 different item s are registered , a g rea t 
m any of which are household and garden pesticides. In 1959, the  pest 
control operators trea ted  7 /  million acres, and the farm ers trea ted  
about 5 m illion acres. Because of this, we have s tr in g en t law s in 
C alifornia concern ing the use of pesticides, and these are enforced 
th rough  the S ta te  D ep artm ent of A griculture.

A represen ta tive  of the S tate  D epartm ent of Public H ea lth  s ta ted  
it w ould not be possible to  m ain tain the healthy, rew arding, ou tdoor 
type of liv ing in California if we d idn’t have the benefit of pesticides. 
F urth erm ore , the d irector of public health  acknow ledged the  benefit 
to  ag ricu ltu re  of pesticides. H e pointed out th a t chem ical illness in 
ag ricu ltu ra l w orkers w as considerable and in 1959 am ounted to 1,100 
cases. T here  w as some discussion about the relation of chem icals to  
wildlife and dogs. T his is, of course, a general controversial area. 
W a te r  pollution is a real problem , one th a t will require fu rth er .study 
and consideration.

Statement by State Consumer Counsel
T he consum er counsel presen ted  a sta tem en t w hich is in terestin g  

and reads like th is :
O n behalf of consum ers, T w ant to thank  each of you for agreeing to assist in 

form ulating our public policy on the use of agricultural chemicals. I can tell you 
m any m others and hom em akers have gained som e reassurance already from  the 
fact tha t this com m ittee has been form ed and will be deliberating.

I t is literally  true tha t the policy developed here will v ita lly  concern every 
fam ily in California.

O f all the m any concerns and anxieties tha t m others and housewives have 
expressed to  me as their C onsum er Counsel, none is m ore universal and none is
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the cause of as much generalized anxiety  and frustration  as tha t of the concern 
over harm ful chem icals in our food.

T he housew ife’s fear of agricu ltu ral chem icals is a fear of the harm ful, un ­
known, and unseen. H er frustration  arises from  a feeling of u tte r helplessness to 
do anyth ing  on her own to pro tect herself and her family.

T oday  the hom em aker finds herself in an intolerable paradox—she is more 
highly educated, be tte r inform ed, w ith a h igher income, and m ore aw are of her 
responsibility for her fam ily’s health than ever before. Yet, she has never felt less 
certain  th a t her own efforts can guard  her fam ily’s good health.

She can study Dr. Spock, visit her pediatrician regularly, and sterilize the m ilk 
bottles carefully—b ut there is noth ing she car. do, herself, to m ake sure tha t the 
milk in the baby’s bottle contains only healthful, pure nu trien ts and no harm ful 
pesticidal residue. She is helpless here and she know s it.

She can w ash salad greens thoroughly  and keep them  crisp and fresh—but 
there is noth ing she can do, herself, to  m ake sure that the salad greens she serves 
her fam ily for dinner provide health-building vitam ins and m inerals and no h a rm ­
ful agricultural chemicals.

She can carefully save the cooking w aters from vegetables, but when she 
m akes them  into soup, there is noth ing she can do, herself, to m ake sure th a t the 
soup contains only health-giving ingredients and no harm ful agricultural chem i­
cals. Again, she is helpless and she knows it.

She can be sure, she can be free of some of this frustration  and m uch of this 
fear only through the enactm ent of a public policy in which she has confidence 
and enforcem ent of tha t policy by people in whom  she has confidence.

Need for Positive Publicity 
and Education

T his is a s tro n g  sta tem en t and certa in ly  indicates a situation  th a t 
borders on frigh t and te rro r. I t  causes one to  w onder if the  gains 
obtained by  careful application of our food p ro tection  law s m ight not 
be lost because unnecessary  and adverse publicity  has developed of 
neuro tic  and fearful individuals. I t  indicates quite clearly  the need 
for positive publicity  and education. As a m a tte r  of fact, the th read  
th a t ran  th ro ug h  all the hearings indicated quite clearly  the  need for 
education and, above all, dignified education. T he testim ony of the 
hom e econom ists and  m em bers of the  m edical profession added to  the 
s tren g th  of th is  th read . I t  is app aren t th ey  are anxious to  have in for­
m ation presen ted  in a concise, dignified and usable m anner, and th a t 
the publications ord inarily  available are long, boring, poorly prepared, 
and difficult to  use. T he form at is generally  un in te restin g  and, as one 
physician indicated, it m akes it very  easy to  file the m ateria l— in the 
w astebasket. If we are to  approach hom e econom ists, schoolteachers, 
the m edical professions and o thers w ith  lite ra tu re , we m ust p repare
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it in such a m anner th a t it will accom plish its purpose. O ne doctor 
testified th a t he nearly  alw ays th row s the lite ra tu re  he receives in the 
w astebasket, and yet he felt the need for inform ation. H e po in ted  out 
th a t any pam phlet should be so well prepared  and of such qu ality  th a t 
it w ould be difficult to  th ro w  it away. F u rth erm ore , he indicated  th a t 
the am ount of p rin tin g  should be a t a m inim um , and the num ber of 
illustra tions, d iagram s and brief tab les should be a t a m axim um . 
Above all. th e  in form ation should be positive ra th e r th an  som ew hat 
apologetic. I personally  know  of little , if any, in form ation perta in in g  
to  ag ricu ltu ra l chem icals or food additives th a t fits th is description. 
T he hom e econom ists testified they  w ould also like such inform ation, 
and indicated th a t it should be dignified and geared to  th e ir  level.

Importance of Use 
of Chemical Additives in California

T here  w as fu rth er testim ony  concern ing the  im portance of the 
use of chem ical additives in California and th e  p resen t losses from  
agricu ltu ra l pests. I t w as pointed ou t th a t the  losses from  all pests in 
the w orld am ounted to $8U> billion w hich could purchase the crop 
from 88 m illion acres. T he acreage in production  in the U n ited  S ta tes 
today is abou t 358 m illion. C alifornia losses are extrem ely  h igh : 
F rom  w eeds alone the loss am ounts to  m illions per year, from  p lan t 
pathogens it am ounts to  $100 m illion per year, and o thers are su b stan ­
tially  high. California uses about one fifth of all the  pesticides sold 
in the U nited  States.

Viewpoints of Agricultural Chemical Producers 
and Agriculturists

T he second m eeting w as concerned w ith  the po in ts of view  of the 
agricu ltu ra l chem ical producers and agricu ltu ris ts . R epresen ta tives 
of O rganic V ille and those w ho oppose the use of ag ricu ltu ra l chem ­
icals m ade presen ta tions. T he increase in de terio ra tive  diseases such 
as cancer, diabetes and cerebral palsy w as related  to  the increased use 
of agricultural chemicals. It was stated that agricultural chemicals inhibit 
the production of p lant enzym es and com plete protein form ation and, 
hence, affect the hum an who m ay eat these p lants. It was further indi­
cated th a t adverse effects m igh t appear in th e  teeth  and m uscles of 
children. F inally , it w as s ta ted  th a t the w om an pu rchaser should be
p a g e  2 2 FOOD DRUG COSM ETIC LAW  JO U R N A L ----JA N U A R Y , 1 9 6 1



able to  choose w h eth er she prefers w orm s or chem icals. Some of the 
view s presen ted  a t th is  m eeting  w ere very  positive and strong, and 
even resu lted  in a display of em otions. T his was particu larly  true 
w ith  respect to  the  use of DDT. Reference w as m ade to  the w ork of 
Dr. H ayes of the  Com m unicable D isease C enter in A tlan ta , Georgia.

As a resu lt of th is, it w as suggested  th a t he be invited to  testify  at 
a fu tu re  m eeting. T h is  w as done, and Dr. D urham , one of his col­
leagues, spoke in his place at a la te r m eeting. Dr. D u rh am ’s s ta te ­
m ent indicated  th a t considerable w ork  has been done on D D T  and 
th a t in m any instances it reaches a sto rage equilibrium  in about one 
year. H e fu rth e r indicated  th a t there w as no evidence of toxicity.

S ta tem en ts by Dr. D arby  of the Food P ro tec tion  C om m ittee indi­
cated th a t we could expect to  be a food-deficient nation  in the nex t ten 
or 15 years if our production  rem ains a t the  p resen t ra te  and if the 
sam e num ber of acres rem ains in production . F urth erm ore , he chal­
lenged a s ta tem en t m ade on the effect of change in p lan t p rotein  on 
the  hum an organism .

S ta tem en ts  w ere also m ade concern ing the need for the use of 
chem ical additives, the ex ten t to  w hich the N ational In s titu te s  of 
H ea lth  is sup p o rtin g  research  in the  area of toxicology, and the w ork 
of the s ta te  in connection w ith  contro l p rogram s and chem ical residues. 
A g rea t deal of in fo rm ation w as presented  concerning the Food «and 
D rug  A dm inistra tion .

F u rth e r  testim ony by hom e econom ists indicated th a t in one large 
journal th ere  w ere no inquiries abou t the  use of chem icals in foods. 
O n the o ther hand, a hom e econom ist rep resen ting  a chain-store oper­
ation s ta ted  th a t they  do have questions. M any of these re la te  to 
o rgan ically  raised foods.

Failure to Communicate
In  sum m ary , it m ay be said th a t the m ost im p ortan t th read  running- 

th ro ug h  all of the hearings rela tes to  the failu re to  com m unicate. T he 
educational in fo rm ation  p u t out, therefore, has m issed its m ark. T here 
has been a g rea t deal of ta lk  am ong the sc ien tists and those con­
cerned w ith  food and chem icals, b u t th is  has no t even reached the 
professional people w ho should have the inform ation. M uch has been 
published for scien tists  and those in terested  in the  field b u t not for the 
professional laym an. F u rth e r  in form ation is being published, bu t for 
w hom  I do n ’t know.
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I t  is app aren t th a t we m ust have som eth ing th a t people will read, 
enjoy and, above all, keep. T he  A g ricu ltu ra l E xtension Service can 
help bu t will need sim ple, usable inform ation. On the one hand, we 
m ust help the medical people, home econom ists and schoolteachers. 
On the o ther, the  farm ers, the dehydrators of hay, and feed purveyors 
should be presented  w ith  ano ther type of inform ation. P rocessors as 
well as the m anufac tu rers of chem icals can help in these cases.

P rogram s indicating  w hat is being done by the  Food and D rug  
A dm inistra tion  and the  food in du stry  are u rg en tly  needed. A lthough 
the program  of Mrs. W illiam s of the Food and D ru g  A dm inistra tion  
has been op era tin g  w ith  increased activ ity  for a relatively  sho rt period 
of tim e, it is hav ing a positive effect. On any num ber of occasions 
du ring  the hearings in California, hom e econom ists indicated  to  me 
how much they  learned by v isiting  the laborato ries of the Food and 
D rug  A dm inistra tion  in San F rancisco  d u ring  one of the con su ltan ts ' 
m eetings. T hey  sta ted  quite clearly  th a t th ey  had no idea of the 
extent of the w ork and activ ities of the Food and D rug  A dm inistra tion . 
I t  w as quite su rp rising  to  me to learn th a t there  is a need to  indicate 
not onlv w hat the processors are doing b u t also w hat the Food and 
D rug  A dm inistra tion  is doing.

Conclusion
W e need a long-term  program  on a m ultiphase educational basis. 

I t m ust be m ade plain th a t our control and experimental agencies need 
fu rth er support, and th is support should be forthcom ing  year a fter 
year. W e m ust th ink  in term s of in terrelationsh ips. W e need a full- 
spectrum  tvpe of th inking.

W e should proceed carefully  and. above all. w ith d ignitv . W e 
m ust create a clim ate of confidence on the p a rt of all concerned w ith  
the safety of all foods, and we m ust support and control the research 
agencies to the hilt.

On the o ther hand, we m ust no t create a false sense of security  or 
fear. \ \  e should not create a clim ate for neuroses or we m av well 
destroy the good we do. on the one hand, while creating  the need for 
fu rth er support for m ental health , on the o ther hand, and finally form  
the basis for ano th er chap ter in an exciting  book w ritten  by M cK ay 
about 100 years ago entitled  Extraordinary Popular Delusions and the 
Madness o f Crowds. [The End]
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Protection
of the Nation’s Food Supply
By M. R. CLARKSON

“We Do a Pretty Good Job of Reporting the Results of Research 
but . . .  a Poor Job of Interpreting Their Significance,” Dr. 
Clarkson Told Those Who Attended the Consumer Morning Session 
of the FDA-FLI Conference. He Is Associate Administrator of 
the Agricultural Research Service, Department of Agriculture.

A F E W  M O N T H S  AGO our moderator, Dr. King, told a symposium 
th a t “no nation  in h isto ry  has had a food supply th a t w ould 

com pare w ith  ou r p resen t supply in te rm s of nu tritive  value, safety, 
convenience, stab ility , variety , a ttrac tiveness, and availab ility .”

O th e r experts have said the sam e th ing. T he  fact is so widely, 
accepted th a t no one rises to  dispu te or challenge it.

W h y  is th is so? Ju s t w hy are we blessed w ith  abundan t supplies 
of quality  food, high in n u tritiv e  value, and unm atched for w hole­
som eness and safe ty?

Several factors account for th is enviable position. F irs t, of course, 
as a nation  we are rich in the  na tu ra l resources needed for abundan t 
food production . Second, technology has con tribu ted  tim e- and labor- 
saving machines and new techniques. Third, research has given us new 
stra in s of crops and livestock th a t are superior to  earlier ones in yield, 
quality  and hardiness, and new m eans for con tro lling  some of the m ore 
serious diseases and pests th a t seriously dam age our food. F ou rth , 
s ta te  and federal dep artm en ts  of ag ricu ltu re  have eradicated  m anv 
dangerous and costly  diseases and pests, or b rou gh t them  under con­
trol. F ifth , regu la to ry  agencies have assured  consum ers of wholesom e 
food supplies by se ttin g  and m ain ta in ing  high stan dards of safety 
and  w holesom eness.
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T he w ealth  of our n a tio n ’s resources is so well know n as to  need 
no elaboration. B u t it is qu ite  obvious th a t th is  is only a  p a r t of the 
answ er, for m any o ther nations equal o r exceed th e  U n ited  S ta tes in 
na tu ra l resources.

Time- and Labor-Saving Machines and Techniques
O u r second factor, the technological revolution  in tim e- and labor- 

saving m achines and new techniques, derives from  know ledge th a t is 
available th ro ug hou t the w orld. I t  is true  th a t ou r cou n try  has led in 
the developm ent of a g rea t am ount of th is  know ledge, b u t we have no- 
exclusive claim  to  it. I t  is the  rapid  adap ta tion  and  broad application 
of technological im provem ents to  the  solution of the  problem s of food 
supply th a t have been the d istingu ish ing  m arks of th is  country .

D u ring  the last 20 years the  labor p rod uctiv ity  of w orkers in 
m anufacturing , trades and services increased about 50 per cent. As a 
nation we are justifiab ly  proud of the w orldw ide recognition  of th is 
achievem ent. I t  is not nearly  so w idely recognized th a t du ring  th is 
sam e period the p roductiv ity  per m an-hour of farm  w orkers increased 
about 134 per cent. T h a t is m ore th an  2f4 tim es th e  increase for 
w orkers in industry , trades and services !

T h is increase has m eant low er food costs for consum ers. I t  has 
m eant the release of farm, labor to  in d u stry  and defense to  keep the 

•nation strong. U nfo rtunate ly , the  farm er him self has no t benefited 
as fully as the city w orker from  increased efficiency. T he  fa rm er’s 
re tu rns from  his labor, his m anagem ent skills and  his capital outlay 
have no t kep t up w ith  those of his city  cousins.

New and Improved Strains of Crops and Livestock
T hird , research  by industry , the  un iversities and governm ent has 

given the farm er new and im proved stra in s of crops and livestock. 
Even so, research  has barely  kep t up w ith  the requ irem en ts of farm ers 
for hardier, d isease-resistan t p lan ts and anim als. T he need for quality  
im provem ent accounts for some of the research  achievem ents, b u t the 
devasta tions of pests and diseases m ake m any of them  m andatory .

F o r som e of our crops the build-up of diseases has been so rapid 
and in tense th a t all of the com m ercial varie ties grow n ju s t 20 years 
ago have had to  be replaced w ith  new er, m ore re sis tan t stra ins. T he  
ability  of ru sts , viruses, sm uts and o ther disease organism s to  adap t
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to  new' varieties, and to overcom e changes in grow ing  practices, 
p resses  hard  on the heels of the farm er and the researcher. In  some 
cases, as w ith  pear decline on the W est C oast in 1960, the disease 
is well ou t ahead.

I t  has been said th a t, as the  num bers of anim als in a given area 
increase arithm etically , the  incidence of disease increases geo m etri­
cally. T h is fu rth e r em phasizes the dem ands on agricu ltu re  to  m eet 
the en larg ing  food needs of a rapid ly  increasing  population . T hese 
needs m ust be m et from  the sam e num ber of acres used to  produce our 
food 40 years ago.

Some of the m ost dram atic  advances from  research have been in 
the uses of chem icals to aid in the production , u tilization  and m ark e t­
ing of foods. A lthough  chem icals have been used for these purposes 
for centuries, it is only recen tly  th a t th e ir role has been understood. 
W ith  understan d in g  have come b e tte r  chem icals, m ore precise app li­
cation and im provem ents in safety. F rom  fertilizers to  fum igants, 
chem icals play a v ita l role in the  production  of safe, h igh-quality  food.

Control and Eradication of Diseases and Pests
T he  fourth  po in t in the  list of m ajo r factors affecting  the charac­

teris tics  of the  food supply  is the contro l and eradication of d is u s e s  
and pests by s ta te  and  federal departm en ts of agricu ltu re . I t  is 
because of these activ ities th a t consum ers in th is  coun try  do no t find 
the larvae of M ed iterranean  or O rien tal fru it flies in th e ir  fru its , or 
the germ s of tubercu losis in th e ir  m eat and milk. T hese and m any 
o ther diseases and pests  have been eradicated  or closely controlled. 
W e enjoy the benefits each tim e we sit down to eat.

Activities of Regulatory Agencies
M y fifth po in t is concerned w ith  the food pro tection  activ ities of 

regu la to ry  agencies. H ere, again, the position of the U nited  S ta tes is 
pre-em inent. T he experience and ab ility  of our experts in th is  field are 
unsurpassed . F rom  the  1906 passage of the  Food and D rug  A ct and 
the M eat Inspection  A ct there  has been a steady  im provem ent in the 
scope and effectiveness of the  general surveillance over the  w hole­
som eness of th e  food supply.

T he activ ities of the  Food and D ru g  A dm inistra tion  are well 
covered a t th is conference by represen ta tives of th a t agency. I will
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com m ent briefly on some aspects of the m eat and po u ltry  inspection 
program s.

T he M eat Inspection  D ivision of the  A g ricu ltu ra l R esearch Serv­
ice is under the leadership of Dr. C larence H . Pals. Dr. P als is well 
know n in the  food in du stry  and has a d istingu ished  record of service 
in the departm ent.

T he M eat Inspection  A ct and the new  P o u ltry  P ro du cts  Inspec­
tion A ct give the S ecretary  of A g ricu ltu re  broad pow ers to  inspect all 
the products of pack ing p lan ts from  w hich any portion  of the m eat or 
pou ltry  is to  move in in te rs ta te  or foreign com m erce.

M eat inspection begins w ith an te-m ortem  and post-m ortem  exam ­
ination for disease. I t  carries th ro ug h  to  control of the processing, 
packaging and labeling to  assure consum ers th a t the m eats and th e ir 
p roducts are safe, wholesom e, free from  disease and adu ltera tion , and 
properly  labeled.

T he M eat Inspection  D ivision’s approval m ust be obtained for 
pack ing p lant construction , equ ipm ent and opera ting  procedures. All 
operations are under the  scru tiny  of tra ined  inspectors.

All ingredients, including chem icals and other additives, m ust 
have prior approval by the division before they  can be used. T he 
prim ary contro ls exercised by inspectors in the p lan ts are supported  
by chem ical and biological laboratories.

T he round  purp le stam p “U. S. Inspected  and P assed" is the 
sym bol of safety and w holesom eness for m eats and m eat products.

T he record am ply dem onstra tes th a t these activities and those of 
the Food and D rug  A dm inistra tion  have m ain tained the  consum er's 
confidence in the  food supply. But, to quote Dr. K ing aga in : “ . . . 
the a tta inm en t of th is  goal, how ever, does not . . . m ean th a t still 
g rea te r progress cannot be m ade in the years ahead."

Legislation
Sound legislation is a basic requisite  for good adm inistration . 

T he law s passed by the Congress m ust be faith fu lly  carried out. As 
experience show s th a t changes are necessary, app ropria te  recom ­
m endations m ust be presented  to the C ongress for consideration . As 
Mr. J ustice H olm es said, in com m enting on the Com m on L aw : “T he 
life of the law  has not been logic— it has been experience."
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Food contro l law s should set fo rth  basic stan dards and provide 
am ple au th o rity  for enforcem ent. T hey  should give the  responsible 
agency au th o rity  to  exercise sound adm in istra tive  judgm en t, tak in g  
in to consideration all available scientific and professional inform ation. 
Sound adm in istra tion  of food control law s should be unham pered by 
the  pressures of special in terests, partisan  politics or em otional appeals.

L eg isla to rs and adm in istra to rs  alike need the  benefit of expanding 
know ledge th a t com es th rough  research. T he fields of research th a t 
need add itional effort are too num erous to  m ention here, b u t I w ould 
like to  b rin g  to  your a tten tio n  th ree  areas th a t the A gricu ltu ra l 
R esearch Service has placed in top p rio rity  :

(1) M ore basic research in hum an nu trition  to provide gu ide­
lines for food and agricu ltu re  program s.

(2) M ore research  to  develop new  and im proved w ays for con­
tro lling  ag ricu ltu ra l diseases and pests w ith o u t leav ing question­
able residues.

(3) M ore tra in ed  scien tists, up -to-date facilities and laborato ry  
equ ipm ent to  carry  ou t the advanced research  needed.

I t  w as H erac litu s  in the S ix th  C en tury  B. C. w ho w as first reported 
to  have said : “T here  is no th ing  perm anen t except change.’’ T h is is 
certa in ly  true  today  in the advancem ent of scientific know ledge.

Reporting Results of Research
AVe do a p re tty  good job of repo rting  th e  resu lts  cf-research , bu t 

in m y opinion we do a poor job of in te rp re tin g  th e ir  significance. AAT 
becom e so engrossed in the  num bers gam e of percen tage points, parts  
per m illion or p arts  per billion th a t we forget the  critical problem  of 
in te rp re tin g  the significance of re la tionsh ips of these te rm s w hen they  
concern the am ounts of a particu la r m ateria l for a specific use. T his 
is especially im p o rtan t in discussions of trace  am ounts of m aterials 
th a t appear in food or feed as additives or th a t m ay occur na tu ra lly  
in certain  products. T he basic question is m uch broader than  one 
sim ply of presence or absence of a m aterial.

T hese are som e of the considerations th a t po in t up the  need for 
re-em phasizing the  goals in food safe ty  to  w hich th is coun try  is entitled 
and to  w hich the  D ep artm ent of A g ricu ltu re  is com m itted. W e need 
to  rededicate our resources—brains, dollars and facilities— to achieve 
those goals. [The End]
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Medicine’s Interest 
in Federal Legislation
By PHILIP L. WHITE

Dr. White, Who Is Secretary of the Council on Foods and Nutrition 
of the American Medical Association, Presented This Statement at 
the 1960 Joint National Conference of the FDA-FLI on November 29.

H E  A M E R IC A N  M E D IC A L  A S S O C IA T IO N  has followed the
developm ent of cu r  p resen t Food. Drug;, and Cosm etic A ct and 

its am endm ents and in te rp re ta tion s w ith g rea t in terest and at tim es 
w ith  g rea t concern. In the early  days of the Act, the Council on 
Driygs and the Council on Foods and N u trition  w ere very active in 
p rom oting  good and sound concepts re la ting  to the in terp re ta tion  of 
the regulations. M ore recen tly  the  Com m ittee on P esticides of the 
Council (in D rug s w as active in the  support of legislation concerned 
w ith  spray residues. T he C om m ittee on T oxicology had, for the 
past few years, sponsored a model law for the p recau tionary  labeling 
of hazardous substances in com m ercial, household and industrial 
chem ical products.

T he law  th a t w as passed ( P. I.. 86-613) resem bled the AMA 
model bill in m any respects, a lthough  it is lim ited to the labeling 
of household chem icals. T he Council on Foods and N u trition  w as 
one of the groups th a t w as in strum enta l in the form ation of the  Food 
P ro tection  Com m ittee. T he  AM A. then, has for some tim e actively 
supported the development of sound food, drug and cosmetic legislation.

T he Council on Foods and N u trition  has proclaim ed for years th a t 
there should be adequate p re te s tin g  of food additives, th a t additives 
should be em ployed only w hen justifiable, th a t an additive should 
no t replace a m ore na tu ra l com ponent of food th a t itself m akes a 
n u trien t con tribu tion , th a t n u tr ien t dilution should be avoided and
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that, above all, there should be accurate and inform ative labeling 
of foods.

T h is  sum m er bo th  the Council on D rugs and the Council on 
Foods and N u trition  endorsed the P re s id en t’s Science A dvisory Com ­
m ittee R eport called the “ R eport of the Panel on Food A dditives.” 
T hus, the A M A  supports the  recom m endation for the appoin tm ent 
of a board advisory  to  the S ecretary  of H ea lth , E ducation , and W el­
fare as w ell as the  o ther recom m endations contained in the report. 
T he  A M A  supports, in principle, legislation the  purpose of w hich is 
to safeguard  the food supply and to  safeguard  those w ho provide 
our food from  accidental exposure to  hazardous m aterials. V ery  few 
organ izations will agree th a t the p resen t w ord ing  of the law is p e r­
fect. particu larly  th a t portion  referred  to as the D elaney clause. T he 
H ouse of D elegates of the A M A  has called for a  review  of the  legis­
lation concerned w ith  foods and cosm etics. T he  study  is no t com ­
pleted ; consequently , I am  unable to  refer to  it.

Wisconsin Report
T he  D elaney clause in the 1958 am endm ent has been the sub ject 

of m any sym posia and rep o rts ; a lot has been said abou t it, no t all 
of w hich w as com plim entary . F rom  m y poin t of view, one of the 
m ost encouraging reports  is th a t of the Special C om m ittee on C hem ­
icals and H ea lth  H azards p repared  for the  G overnor of Wisconsin*.1

The W isconsin report recommends that there be support of research, 
especially tow ard  the estab lishm ent of to lerances, and also recom ­
m ends “the substitu tion  of a less rigid regula tion  prov id ing  th a t no 
substance w ith  the ab ility  to  induce cancer follow ing ingestion  by 
m an o r anim al could be em ployed in foods or appear in foods unless 
a safe level of use can be estab lished th ro ug h  research  and th rough  
evaluation  by  a p roperly  qualified board of experts .”

T he rep o rt em phasized the im portance of follow ing labels and 
of educational p rog ram s to w arn  and advise the  public and producers 
th a t pesticides and feed additives be em ployed according to  estab ­
lished procedure and th a t only th ro ug h  p roper use can safe ty  of the 
app licator and the consum er be assured.

1 R eport on F ood and Feed Additives cals and Health Hazards, Madison, W is- 
and Pesticides, State of Wisconsin, cousin, April, 1960.
Governor’s Special Committee on Cliemi-
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T he W isconsin  report w en t on to  recom m end p rio r notification 
of any  sudden changes in the regula tions govern ing  the use of feed 
additives and  pesticides, and th a t the agencies involved provide 
regu lar releases te lling  of th e ir  activities. F u rth e r, the  com m ittee 
recommended that all agencies act to counteract misstatements and to 
coun teract m alignm ents of com petent w orkers. I t  w as especially 
en thu siastic  in its  recom m endations th a t adequate funds be provided 
to  g rea tly  increase research  and control. T o  th is I add a h earty  amen.

Problems to Be Solved
T here  are still a num ber of problem s th a t need to  be solved and 

some cloudy situa tions to  be clarified. M ay I sim ply list a few 
of them  ?

(1) T h ere  is need for a standard ized  system  of nom enclature for 
chem icals used in foods.

(2) N ot all s ta tes  have adopted  adequate or standard ized  food, 
d rug  and cosm etics laws. O nly 37 of the  sta tes  possess food law s 
w hich are essentially  identical to  the  consum er protection  provisions 
in the federal A ct and th e  vast m ajo rity  of sta tes have inadequate 
m eans of control.

(3) T he problem s inheren t in toxicologic tes tin g  are considerable,
and to  the sm all com oany m ust seem insurm ountable. Dr. D avid B. 
H and  has recom m ended the form ation of an organization  of the food 
in du stry  w ith  the assignm ent of dealing w ith  all problem s concern­
ing the protection  of food safety.- A ccording to  Dr. H an d : ‘Such an
organ ization  w ork ing  closely w ith  governm ent agencies and inde­
pendent scientific groups w ould be able to  con tribu te  to the in terests  
of the public no t only in safe ty  b u t also in a con tinuation  of tech ­
nological p rogress." Such an organ ization  could function to assist 
in the te s tin g  of food add itives for safety.

(4) One of the serious problem s is p resented  by the com plexity  
of bo th  qualitative and qu an tita tive  analytical m ethods. R elated  to 
th is is the problem  of determ in ing  levels of no or insignificant b iolog­
ical ac tiv ity  for hazardous com pounds. T hese problem s are bo th  
involved in the  estab lishm ent of tolerances. A case in point is D D T

' D. B. Hand, 7 F o o d  T e c h n o lo g y  386 
(1953).
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in m ilk : Should to lerances for D D T  be estab lished betw een the lim its 
of qu an tita tive  analytical sensitiv ity  and biological insignificancy?

(5) T he problem  of un in ten tional con tam ination  of foods and 
feeds w ith  econom ic sp ray  residues is serious, especially as the  resu lt 
of the w idespread use of insecticides and herbicides.

Conclusion
In conclusion, the AM A is sym pathetic  to  the reed  for refine­

m ents in our food, d rug  and cosm etics legislation and feels th a t 
p rogress tow ards th is  goal should no t be ham pered bv undefinable 
expressions and concepts. X or should legislation in any w ay inhibit 
the proper p rogress and developm ent of our food industry . T he 
AM A endorses efforts to provide good inform ation to  the public 
th a t will p roperly  advise and reassure of the w holesom eness of our 
food supply. A t the sam e tim e, it is im perative th a t educational 
efforts be expanded to reach all people—at home, in indu stry  and on 
our farm s— to rem ind them  of the proper use of hazardous m aterials 
and to  rem ind them  to relig iously follow label instructions.

[The End]
VOLUNTARY ACTS BY INDUSTRY TO IMPROVE 

CONSUMER PROTECTION
M ore than 238 tons of food were voluntarily  destroyed or converted  

into anim al feed by 236 ow ners during D ecem ber after FD A  inspectors 
had pointed out that shipm ents would violate the Federal Food, D rug, 
and Cosm etic Act.

Of this, over 50 tons were root beer or root beer concentrate con­
tain ing safrol or oil of sassafras, a flavoring agent recently banned by 
F D A  because it was found to cause liver cancer. Small quantities of 
the flavoring agent on hand for m anufactu ring use were also destroyed. 
Eighty-eight firms destroyed these materials in the presence of inspectors.

One hundred tons of cabbage harvested  from  a 20-ac-e field were 
plow ed under because the field had been erroneously dusted w ith a 
D D T -T oxaphen e m ixture w hen the cabbage was m ature. T he cabbage 
show ed double the residue of the pesticide dust perm itted  by the FD A  
tolerance regulation.

T w en ty  p lant im provem ents at a com bined cost of $383,200 were 
reported  by F D A  inspectors. A large flour mill, found on inspection 
to have an insect-infested elevator, spent $250,000 on cleaning, repairs 
and replacem ent of equipm ent. T he old w ooden floor was replaced 
w ith a tile-covered concrete floor, and hundreds of old w ooden spouts 
w ere replaced w ith m etal spouts. Several bakeries installed new  tile 
flooring and equipm ent tha t would not harbo r insects. A pickle factory 
rebuilt its floors to provide for be tter drainage, and provided lids for its 
brine barrels. Som e of the im provem ents m ade at the suggestion of 
F D A  inspectors were very nom inal in cost, such as the installa tion of 
new screening and wire cloth to keep out insects, birds and rodents.

PAGE 331960 CONFERENCE— FDA-FLI



1960 Joint National Conference— FDA-FLI

The Desirability of Uniformity 
Between State and Federal Laws 
on Food Additives
By T. E. SULLIVAN

The Big Question Facing the States, According to the Author,
Is Not the Desirability of Uniformity Between State and Fed­
eral Laws but Rather How to Accomplish It. He Is Director of 
the Division of Food and Drugs, Indiana State Board of Health.

I AM H A P P Y  T O  H A V E  T H E  H O N O R  of p artic ipa tin g  in 
.this 1960 Jo in t N ational Conference of the Food and D rug  

A dm inistra tion  and T he  Food L aw  In s titu te  because it gives me an 
oppo rtun ity  to  b rin g  to  your a tten tion  som e of the  problem s th a t 
face s ta te  and local regu la to ry  agencies in th e ir efforts to  keep abreast 
of the  increasingly  com plex problem s w hich face them  in the  adm ini­
stra tio n  of th e ir  respective law s and regulations and in u tiliz ing  the 
m ore effective tools w hich have been developed by o ther agencies 
and w hich are applicable to  th e ir  own program s.

T he  sub ject assigned for m y part of th is discussion is on the  
desirab ility  of un ifo rm ity  betw een sta te  and federal law’s on food 
additives. T h is specific area  w as chosen under the general title  th a t 
appears on the  program , “C urren t S tate  Food L av r D evelopm ents,” 
because the question has been raised as to whether it is desirable or even 
necessary  to  m ain tain  un iform ity  betw een sta te  and federal food addi­
tive law’s and  regulations.

Value of Uniformity of Laws
I believe th is  question  can be answ ered briefly and em phatically  

in the  affirmative. I believe, fu rther, th a t the sam e answ er can be
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given if the  question w ere expanded to  include pesticide residues 
v  on foods or color add itives to  foods. I t  seem s obvious th a t, once a 

scientific basis has been estab lished for (1) the  need for con tro lling  
the quan tities of certain  chem icals th a t are added to our foods or 
the pesticides th a t are used on them , or the artificial colors th a t are 
used in them , and (2) the  p roportions of e ithe r th a t can be used to  
accom plish the agreed-upon desired resu lt w ith ou t in ju ry  to  the 
con sum er’s health  o r his pocketbook. then the resu lting  stan dards 
should be recognized everyw here. F urth erm ore , the s ta tes  recognize 
th a t it is in th e ir  econom ic in terest to  do so. T hey  can thereby  take 
adv an tage  of the expense and tim e-consum ing scientific w ork th a t 
has a lready  been accom plished, and elim inate the extensive hearings 
and cou rt te sts  w hich precede the final acceptance of regulations. 
Most of the states do not have the money, manpower or facilities to do the  
type of research necessary  to  the developm ent of equitable standards.

F inally , the sta tes  realize th a t if each of them  had the facilities 
to  develop and enact th e ir  own standards, there w ould be unavoidable 
differences betw een each s ta te ’s final law  or regulation  th a t w ould 
not only ham per in ter- and in tra -s ta te  d istribu tion  of articles sub ject 
to  the vary ing  standards, bu t would pose insurm ountab le  adm in istra ­
tive. legal and enforcem ent problem s to the s ta tes  them selves. I 
believe it can be said, therefore, th a t there  is no question  of. the  
desirab ility  of un iform ity  betw een sta te  and federal law s dealing  
w ith  food additives, pesticide tolerances, colors or, in fact, any o th e r 
area  w here s ta te  and federal food and drug  law s im pinge.

T he big question facing the sta tes  is not the desirab ility  bu t 
ra th e r how  to accom plish it. T he heart of the problem  lies in th e  
facts th a t basic law s, constitu tions, trad itio ns and in terests  differ from  
sta te  to  sta te , th us m aking it im possible in m any instances for s ta tes  
to  "lift"  the language of a federal s ta tu te  and insert it verbatim  w ith in ’ 
the fram ew ork  of th e ir  own sta te  s ta tu tes. T he A ssociation of Food 
and D ru g  Officials of the  U nited  S ta tes has had a con tinu ing  prog ram  
of p rom oting  un iform ity  of federal ar.d s ta te  law s and regulations. 
T h is  is an organ ization , as m any of you know , consisting  of local, 
sta te  and federal food and d rug  regu la to ry  agencies and rep resen ta ­
tives. I t  has been a po ten t force in b ring ing  about m ore effective and 
m ore uniform  prog ram s betw een the several sta tes  and betw een s ta tes  
and the Food and D ru g  A dm inistra tion . Since 1939. it has been 
prom oting  the adoption of uniform  sta te  food and d rug  law s and
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regulations. D espite all of its efforts, how ever, 22 years a fte r the 
enactm ent of the p resen t F ederal Food, D rug, and  Cosm etic Act, 
only a little  m ore than half of our sta tes have adopted s ta te  law s 
pa tte rned  after, and basically  uniform  w ith, the federal Act. T he 
balance of the sta tes have law s pa tte rned  after the 1906 F ederal 
A ct or have th e ir  own law s which conform  to neither the 1939 nor 
the 1906 Acts.

Why Some States Delay 
Adopting Uniform Laws

W h y  are some of our sta tes slow to adopt uniform  law s? I t 
w ould appear to  be caused by the differing in terests , trad itio ns and 
problem s th a t exist in these s ta te s ; by the  failure of the consum ing 
public in those sta tes to  insist th a t the sta te  law  and the regu la to ry  
agency be given the tools to  do a m ore effective job ; and by the 
failure of the regula ted  industries them selves to  support the  need 
for m odern legislation and w ell-staffed regu la to ry  agencies. T here 
have been instances in w hich indu stry  has opposed uniform  legislation 
or a m ore effective s ta te  adm inistra tive  agency in the m istaken idea 
th a t it w ould be too costly for them  to  discharge th e ir responsibilities. 
T h e je  have been o ther instances w here a lackadaisical consum ing 
public has failed to support needed legislation or even appear at 
hearings w here the sub ject was discussed.

T he fact is th a t those w ho are adm inistering  ou tdated  sta te  laws 
are seriously handicapped in ob ta in ing  uniform  law s w ith ou t the 
support and cooperation of the food, d ru g  and cosm etic industries 
and  of the consum ing public whose health  and w elfare are affected by 
them . W ith o u t such support, rep resen ta tives of the sta te  regu la to rv  
agency are in the uncom fortable position of being suspected of ca te r­
ing to th e ir own in terests  regard less of how  m uch evidence they 
produce to  dem onstra te  the need for m odern izing th e ir laws or en ac t­
ing  new  ones. T hey  hesitate, therefore, to “go it a lone” and, conse­
quently , n o th ing  is done.

H ow , then, is it possible for those s ta tes th a t do no t have uniform  
sta te  food and drug  law s to  achieve the “desirab le” un iform ity  of 
food additive s tan dards?  Tt w ould seem th a t the “desirab le” goal is 
for the in du stry  represen ta tives and the  consum ing public of those 
s ta tes to  join w ith  the s ta te  agency in prom oting  the enactm ent of
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recom m ended uniform  sta te  food and drug  leg islation, including 
V  au tho rization  for the  s ta te  to  adopt uniform  food additive, pesticide 

and color add itive stan dards as they  are developed and applicable.

Other Problems in Adoption of Federal Standards
Even w here s ta tes  have uniform  food and d rug  legislation, m any 

o ther problem s exist in the adoption of federal standards. In  som e 
sta tes, there  is no provision w hich authorizes the adm inistra tive  
branch  of governm ent to  adopt stan dards by regulation . In  those 
sta tes, the leg isla ture  itself m ust adopt the standards. Since m ost 
sta te  leg isla tures m eet biennially and  since federal regu la tions deal­
ing w ith  food additives and pesticide to lerances (and, in the  fu tu re , 
w ith  color add itives) are p rom ulgated  alm ost daily and m ay be 
changed frequently , i t  is a practical im possib ility  for the sta te  to  
m ain tain  un iform ity , m uch as it m ay desire to  do so. I t  w ould seem , 
therefore, th a t th ere  is a need in som e of our sta tes to  enact legisla­
tion which will delegate necessary powers to the adm inistra tive  branch 
of governm ent to  adopt applicable to lerances, standards and regu la­
tions to keep the sta te  law  up-to-date.

M ost of the sta te  food and d rug  law s have in them  the so-called 
“per se” rule— th a t no added poisonous or added deleterious substance 
m ay be used in or on a food unless its  use is necessary in the produc­
tion thereof or cannot be avoided by  good m anufac tu ring  practice, in 
w hich case the s ta te  is required to prom ulgate  regula tions lim iting  
the q u an tity  therein  or thereon to  the ex ten t it finds necessary  to  
p ro tec t public health . T his, as you know , is the sam e provision of 
the federal law  th a t w as replaced by the cu rren t food additives am end­
m ent. A lthough  m ost of the s ta te  people realize th a t th e ir “per se” 
rule is today  ineffective because of the im practicality  of developing 
the necessary proofs of tox ic ity  and need for the  hundreds of su b ­
stances in use, som e feel th a t the federal law, as am ended, opens th e  
floodgates for the use of chemical substances, som e of w hich m ay not 
be in the public in terest, and th ey  will be forced to  accept them  if 
they  am end th e ir law s by adop ting  federal language in toto. M any 
o thers feel th a t the federal language will ham per th e ir  handling  of 
problem s peculiar to  th e ir own sta te  or area. T hey  feel, therefore, 
th a t special language is needed to  fulfill th e ir  needs. S ta tes a tto rney s 
of some of the sta tes  have raised legal questions concern ing the  
adoption of federal language in those states.
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All of the sta tes  w ould like to  have language developed w hich 
can be adopted  by the sta tes w hich will enable them  to  keep th e ir 
s ta te  regula tions o r standards uniform  w ith  the federal act w hile a t the 
sam e tim e perm ittin g  them  freedom  of action to  handle problem s 
pecu liar to  th e ir  s ta te s  or to  regula te  em pirically the  use of substances 
w hich have been found to  be m isused or against the  public in te rest 
in those states.

Proposed Amendments to Recommended Uniform Bill
In  an effort to  accom plish this, the G eneral C ounsel’s Office of 

the  D ep artm en t of H ealth , E ducation , and W elfare, a t the request of 
th e  Council of S ta te  G overnm ents, drafted  some proposed am end­
m ents to  the recom m ended U niform  Food, D ru g  and Cosm etic Bill 
w hich the A ssociation of Food and D ru g  Officials of the U n ited  S ta tes 
fa thered  sho rtly  a fte r the enactm ent of the  federal law  in 1938, and 
w hich it has used since th a t tim e in prom oting  the adoption of uniform  
leg islation  by the states. T hese  proposals w ould add to  the  “Defini­
tion  Section” several new  definitions— “b u tte r,” “package,” “nonfat 
d ry  m ilk,” “pesticide chem ical,” “raw  agricu ltu ra l com m odity” and 
“food add itive .” I t  w ould  change the food adu ltera tion  section by 
rem oving the  “per se” phraseo logy and su b s titu tin g  language p rac­
tica lly  identical to  Section 40 2 (a)(2 ) of the  federal A ct and  w hich 
ties it in rig id ly  w ith  federal to lerances as provided in Section 408(a) 
and 409. Some sta tes feel th a t th is proposed am endm ent elim inates 
any  flexibility in handling  problem s peculiar to  some of th e  sta tes 
and renders inoperative the provision now in most state laws which re a d s :

In  determ ining the quantity  of such added substance to be to lera ted  in or on 
d ifferent articles of food, the . . . [agency or  s ta te]  shall take in to  account the 
ex ten t to  w hich the use of such substance is required  o r cannot be avoided in 
the production of each such article [food] and th e  o th er  w a y s  in  w h ich  the co n su m er  
m ay be a ffe c te d  by th e  sam e o r  o th er  p o iso no u s o r  d e le te rio u s  substances.

There is a feeling, too, that, as proposed, these am endm ents (and 
o th e rs  dealing w ith  drugs) w ould m ake the s ta te  law s dependent on 
p rio r action  of a federal agency or of the  Congress and th us m ake it 
Im possible for them  to act in th e ir  ow n behalf w hen necessary.

Need for More Flexible Language
W e of the  sta tes do no t feel th a t th is  rig id ity  is necessary  or th a t 

m ak ing  sta te  law s dependent on federal action is desirable. W hile  we
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appreciate  the  tim e and effort th a t has gone in to  d ra ftin g  these p ro ­
posed am endm ents, we feel th a t m ore flexible language can and should 
be devised. T h is  has been achieved before.

An illustra tion  is found in Section 9 of the recom m ended uniform  
bill, w hich reads in p a rt as follow s:

W henever in the judgm ent of the . . . [reg u la to ry  agency]  such action will 
prom ote honesty and fair dealing in the in te rest of consum ers, the . . . [re g u la to ry  
a g en cy  or  s ta te  g o v e rn m e n t]  shall prom ulgate regulations fixing and establishing 
for any food o r class of food a reasonable definition and standard  of identity, 
a n d /o r  reasonable standard  of quality  a n d /o r  fill of container. . . . T he 
definitions and standards so prom ulgated  shall conform  so far as practicable to 
the definitions and standards prom ulgated  under au thority  of the Federal Act.

State Standards for Foods 
in Absence of Federal Standards

So far as I know , definitions and stan dards th a t have been 
p rom ulgated  by the various sta tes  th a t have th is provision in their 
law s are uniform  w ith  federal standards. B u t—and th is is im portan t 
— m ost of the  sta tes  have prom ulgated  stan dards for foods for which 
federal s tan dards have not been adopted. F o r exam ple, in m y own 
S ta te  of Ind iana, w e have had sta te  stan dards for ice cream  for m any 
years. and they  have been successfully  adm inistered  du ring  those 
years while federal standards for ice cream have not yet been promulgated.

Another example will be found in Section 16(a) of the recommended 
uniform  act, which reads as follows:

No person shall sell, deliver, offer for sale, hold for sale or give aw ay any 
new drug unless (1) an application w ith respect there to  has becom e effective 
under Section 505 of the Federal Act, or (2) when not subject to  the Federal 
Act unless such drug  has been tested and has not been found to  be unsafe for 
use under the conditions prescribed, recom m ended, or suggested in the labeling 
thereof, and p rior to selling or offering for sale such drug, there has been 
filed w ith  the . . . [reg u la to ry  agency] an application setting  forth  (a) full reports 
of investigations which have been m ade to show w hether or not such d rug  is 
safe for use; (b) a full list of the articles used as com ponents of such drug; 
(c) a full s ta tem ent of the com position of such drug; (d) a full description 
of the m ethods used in, and the facilities and contro ls used for, the m anufacture, 
processing, and. packing of such drug ; (e) such sam ples of such drug  and of the 
articles used as components thereof as the . . . [regulatory agency] m ay require; 
and (f) specim ens of the labeling proposed to be used for such drug.

M any o ther instances can be given w here s ta tes have found it 
necessary  to  enact legislation or to  set s tan dards in the absence of 
federal legislation or stan dards on the  sam e subject.
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S tate  regu la to ry  agencies, s ta te  leg islators and state  a tto rney s 
feel th a t the prerogative  of sta tes  to  act for them selves when the 
need arises m ust be preserved in any am endm ents to  sta te  law s w hich 
seek to  prom ote the un iform ity  we all agree to  be desirable.

I feel certain  th a t sa tisfacto ry  language can be w orked ou t w ith 
the assistance and cooperation of in du stry  atto rneys, especially those 
associated w ith  T he Food L aw  In stitu te , the Food and D ru g  A dm ini­
stra tion  and s ta te  atto rneys. As a m atte r of fact, the presen t recom ­
m ended uniform  bill w hich the A ssociation of Food and D ru g  Officials 
of the  U nited S ta tes has used for these m any years w as drafted  w ith 
the able assistance of in du stry  a tto rney s and represen ta tives of the 
Food and D rug  A dm inistra tion . A t the p resen t tim e, the associa­
tion has a com m ittee w ork ing on the problem . I t is the C om m ittee 
for Revision of the U niform  Food, D rug  and Cosmetic Bill and 
includes the d irector of the Division of F ederal-S ta te  R elations of 
the  U nited S ta tes  Food and D rug  A dm inistra tion  am ong its m em bers.

I am presen tly  a m em ber of th a t com m ittee. W e solicit the 
cooperation and suggestions of anyone who can con tribu te to  the 
solution of th is problem .

Expansion of State Personnel and Facilities; 
Administration of New Regulations

A nother serious problem  th a t faces sta tes in th is field is the need 
to expand sta te  personnel and laborato ry  facilities and to  develop 
techniques and program s to  adm inister the new regulations once 
they are adopted. T he detection of m inute traces of chem icals in 
foods requires the use of the la test laborato ry  equipm ent and the 
tra in ing  of technicians in its use. M any of the s ta tes do not have 
these facilities or skills. T hey  m ust acquire them . Field program s 
m ust be developed th a t will enable the s ta te  agency, for exam ple, to 
acquire know ledge of w hat pesticide is being used on which raw  
agricu ltu ra l crop in tim e to collect and subm it sam ples to the labora­
tory. T he laborato ry , in tu rn , m ust be able to  p rom ptly  analyze 
the sam ple and determ ine if the lot from  which it came is sub ject to  
regu la to ry  action before the food itself is d istribu ted  and consum ed. 
Since m any of the farm  products are perishable, they are harvested  
quickly, d istribu ted  rapid ly  and consum ed w ith in a few days of 
harvest. T he tim e elem ent and know ledge of w hat pesticide has been
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used is of the u tm ost im portance if raw  ag ricu ltu ra l crops th a t contain 
excessive pesticide residues are to  be rem oved from  the m arket. I t 
is no t practicable to  go in to the m arket place and sam ple fresh fru its  
and vegetab les for labora to ry  analysis w ith ou t p rio r know ledge of 
w hat pesticide or com bination of pesticides w as used to  tre a t them . 
A bout 3,000 to lerances have already been issued for some 200 pesti­
cides on various fru it and vegetable crops. In addition, m any chem ­
icals th a t are used to  control weeds, insects and o ther oests, bu t w hich 
m ay no t be used on food crops, m ay have nevertheless contam inated  
them . T herefore, w ith ou t som e prio r know ledge of w h at chem ical 
has contacted  the food, the labora to ry  will find it difficult— if not 
im possible— in m ost instances to m ake the necessary analysis.

Imperative Need to Accelerate Pace
I t is not m y in ten tion  to sound discouraging. D espite the prob­

lem s enum erated  in th is discussion, the sta tes  are slowly bu t surely 
revising  th e ir  law s and acqu iring  the au th o rity  to b ring  th e ir regu la­
tions up-to-date. E very  year, one or tw o enact uniform  legislation or 
am end th e ir  law s to m ake them  m ore nearly  uniform  w ith the federal 
Act. B u t there  is an im perative need to  accelerate the pace and to 
assure ourselves th a t the new  or revised sta te  law can keep pace w ith  
the technological developm ents in th is high ly com plex field. T h is  is 
of prim e im portance no t only to the states themselves but to the Food 
and D rug  A dm inistra tion  and to  the in te rs ta te  industries.

Illustrations
A couple of illustra tions will dem onstra te  th is need :
W ith o u t the aid and cooperation of the states, the Food and D rug  

A dm inistra tion  w ould have been m ore seriously handicapped th a t it 
was in 1959 in try in g  to  sam ple and exam ine the thousands of ship­
m ents of cranberries, th a t had been d istribu ted  all over the country , 
to  determ ine how m any lots w ere con tam inated  w ith  am inotriazole. 
Although we do not grow any cranberries in Indiana, our entire staff was 
im m ediately occupied w ith  the task  of sam pling cranberries on the 
Ind iana  m arket. U n fo rtunate ly , our labora to ry  w as unable to  m ake 
the necessary  determ inations, and sam ples we collected had to be sent 
to  F D A  distric t laboratories. As sam ples w ere analyzed, d is tric t d irec­
to rs  telephoned us the resu lts  and we, in tu rn , expedited the in form a­
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tion to  m erchants w ho w ere holding the sam pled stocks. In a 
com paratively  sho rt tim e, we w ere able to get a clear p ic tu re  of the 
condition of cranberries in Ind iana  and to  assure the consum ing 
public th a t no con tam inated  cranberries w ere being offered on the 
Ind iana  m arket. M any sta tes  took sim ilar action, th us augm enting  
the overburdened federal field staff. Some were able to do the analytical 
work themselves, th u s  fu rth e r expediting  the com pletion of the task.

E arly  in 1960, an Ind iana  greenhouse grow er w as found to  have 
trea ted  his crop of Bibb lettuce w ith  a fungicide for w hich no to lerance 
had been established. T h is Bibb lettuce w as being shipped all over 
the country . Sam ples obtained in in te rs ta te  com m erce by the Food 
and D rug  A dm inistra tion  disclosed residues of th is fungicide in every 
instance. H ow ever, by the tim e labora to ry  w ork w as com pleted, the 
sam pled lo ts had been d istribu ted  and consum ed. Since the federal 
law  lim its the Food and D rug  A dm inistra tion  to  articles in in te rs ta te  
com m erce, in junctive action w as the only m eans by w hich the FD A  
could p reven t shipm ents. T he  tim e necessary  to com plete such action 
would render it ineffective since the contam inated  crop w ould have 
been d istribu ted . A lthough  we do no t have a provision sim ilar to 
the M iller Pesticide A m endm ent in our sta te  act, we w ere able, a t 
the  request of the  Food and D ru g  A dm inistra tion  d istric t office, to 
invoke a section of our law  dealing w ith  perishable foods and prohib it 
fu rth er sh ipm ents of Bibb lettuce  un til we w ere assured th a t no con­
tam ination  existed. S hipm ents w ere s to p p e d ; and w hen the grow er 
was unsuccessful in rem oving residues, he vo lu n tarily  destroyed the 
rem ainder of his crop under ou r supervision.

I do not believe there  can be any question  of the desirab ility  of 
un iform ity  betw een s ta te  and federal stan dards in these tw o instances.

Conclusion
In  h igh lig h ting  som e of these problem s, I am a ttem p tin g  to  show 

that the United States Food and Drug Adm inistration needs the states if its 
p rog ram  it to a tta in  full effectiveness and the  s ta tes  need the Food 
and D ru g  A dm inistra tion  as a focal po in t or po in t of reference in 
o rien ting  th e ir  sta te  p ro g ra m s ; th a t the sta tes w an t and desire uniform  
stan dards b u t m ust be able to  act each in his own behalf w hen the 
needs require i t ;  and th a t industry , the  consum er and the  regu la to ry  
agencies can and should w ork to g e th er to  b rin g  about the desired 
resu lt— uniform ity  betw een federal and sta te  law s and regulations.

[The End]
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1960 Joint National Conference— FDA-FLI

Panel Discussion of Questions
Submitted to the
1960 FDA-FLI Conference

A Question-and-Answer Panel Session on the Afternoon of November 
29 Concluded the 1960 Joint National Conference of Food and Drug 
Administration and The Food Law Institute, Inc., to Discuss Food 
Additives, Color Additives and Other Unresolved Prob ems Under the 
Federal Food, Drug, and Cosmetic Act. Mr. Franklin M. Depew, the 
President of The Food Law Institute, W as Moderator of the Session.

MR. F R A N K L IN  M. D E P E W : W e have now reached the final 
session of th is jo in t F D A -F L I conference. I know  you have 

found the prio r discussions to  be a m ost stim u la ting  review  of cu rren t 
problem s re la ting  to  the food law. O u r p resen t panel will supplem ent 
these discussions by answ ering  the  questions you have presented. 
W ith  these question answ ered, I believe th is conference will have 
served its purpose of b ring ing  you a full and up-to-date review  of the 
problem s in th is field.

I t  is now m y pleasure to in troduce our d istinguished panel. 
R ep resen ting  the Food and D rug  A dm inistra tion  we have M r. W illiam  
G oodrich, A ssis tan t G eneral Counsel of the  U n ited  S ta tes D epartm ent 
of H ea lth , E ducation , and W elfa re ; M r. W in ton  R ankin , A ssistan t 
to  the  C om m issioner of Food and D ru g s ; Mr. J. K enneth  K irk , A ssist­
an t to  th e  Com m issioner of Food and D ru g s ; and M r. F ran k lin  D. 
C lark, A ssis tan t to  the  D eputy  C om m issioner of Food and D rugs.

Representing industry and the consumer we have Dr. Bernard L. Oser, 
p residen t of Food and D rug  R esearch L aborato ries, Inc. ; Dr. B ruce E. 
E llickson, ass is tan t to  the d irector of research  and developm ent divi­
sion of National D airy Products Corporation ; Mrs. Ella H . McNaughton, 
ass is tan t to  the  executive secretary , A m erican H om e Econom ics A sso­
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ciation ; Dr. P hilip  L. W hite , secretary , the Council on Foods and 
N u trition , the A m erican M edical A ssociation ; Dr. R ichard S. Gordon, 
director of research, Agricultural Chemicals Division, Monsanto Chemi­
cal C om pany; and Mr. Joseph D. Becker, assis tan t to the d irector of 
the legal departm ent. Allied Chemical Corporation.

T he first questions a re : W e understand  seizure actions norm ally 
are referred  by FD A  distric t offices d irectly  to local U nited  S ta tes 
A tto rneys, w ith ou t p rio r discussion w ith F D A  in W ash ing ton . (1) Is 
th is policy applicable to enforcem ent cases under the food-additives 
am endm ent? (2) If not, does due consideration in W ash ing ton  of the 
necessity  of an enforcem ent action include the possibility  th a t the 
m anufacturers involved w ould prom ptly  w ithdraw  the product from 
the m arket upon request?  (3) Is there a policy regard in g  the cases in 
which publicity  and press conferences will be used as an enforcem ent 
m ethod—th a t is. are such m ethods em ployed against m anufacturers 
w ho have never been advised or who would have no particu lar reason 
to  suspect th a t th e ir p roduct m ight be, or m ight contain, an unsafe 
food additive.

Mr. W illiam W. Goodrich: On the first part, there is no policv 
in the Food and D rug  A dm inistra tion  of referring  cases for seizure or 
o ther crim inal actions d irectly  from our field s ta tions to  the  U nited  
S ta tes A tto rney , w ith  a few exceptions. W e do m ake direct-reference 
seizures in, T’d say, no t m ore th an  5 per cent of our c a se s ; over 95-plus 
per cent of the cases are first carried  th rough  the B ureau of E nforce­
m ent here in W ash ing ton  and then th ro ug h  m y office before they  go 
to  the  U n ited  S ta tes A tto rneys, so the answ er to the first question is 
th a t all these cases are seen and considered here in W ash in g to n  before 
regu la to ry  action is taken. I t  is no t a part of our enforcem ent program  
to ask vo lun tary  w ithdraw al of violative goods from  the m arket place. 
W e follow a practice of proceeding against the articles in accordance 
w ith  the seizure provisions of the law. T here  have been some recalls 
on new  drugs, particu larly  w here we had approved th e ir d istribu tion , 
and on some o ther dangerous products, bu t it is not a routine part of 
our enforcem ent operation to  ask th a t the product be vo lun tarily  
w ithdraw n.

In  the case of publicity, so far as I know there  is no program  of 
enforcem ent calculated to use publicity  as an enforcem ent tool. N one­
theless, the Department of Health, Education, and W elfare is dedicated 
to  the  proposition of being fo rth rig h t w ith  the press in answ ering
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inquiries and in m aking know n the reasons for its adm inistra tive  
actions. T he press conference sub jects are chosen by the S ecretary  
and others w ho partic ipate  in the press conferences. I do not hold 
them  myself.

Mr. Depew: W h at is the  s ta tu s  cf m ineral oil for use for bakery- 
d ivider or candv-equipm ent dressing? Can the qu an tity  be analytically  
determ ined? M r. K irk , would you like to  answ er th a t question?

Mr. J. Kenneth K irk: M ineral oil is considered to  be a food addi­
tive. W e have extended the effective date for th a t substance for use 
in bakeries to  M arch 6, 1961. In the case of candy you have a different 
s itua tion  in th a t m ineral oil, being a no nn u tritive  substance, is p ro­
hib ited  under the term s of Section 402(d) of the basic Food, D rug, 
and Cosm etic Act. T he qu an tity  of m ineral oil in a food can be de ter­
m ined by using  the A O A C m ethod, which w as orig inally  devised by 
Mr. W ink ler of our Division of Foods.

Mr. Depew: Dr. Gordon and some of the o ther indu stry  rep re ­
sen ta tives spoke against the an ticancer clause. S ecretary  F lem ing 
said, how ever, the  scien tists don 't knew  how  to set a safe to lerance in 
food for a chem ical th a t causes cancer w hen fed to  tes t anim als. How  
does in du stry  ju stify  its desire to  add cancer-producers to food in view 
of th is  fact?  Dr. Gordon, would you like to  com m ent on th a t?

Dr. Richard S. Gordon: I th ink  I should make my position per­
fectly clear, as well as th a t of the M anufacturing Chem ists A ssociation, 
which is the only in d u stry  group th a t I can speak for. O ur position is, 
I th ink , fairly  simple. W e feel th a t the problem — and my rem arks 
yesterday , as you will recall, w ere addressed to  the food-additives 
am endm ent—the problem  isn 't the direct carcinogen.

T he problem  is the agent w hich at som e high level offsets some 
balance and will a t som e long term  create a lesion w hich, in tu rn , m ay 
becom e m alignant. T he problem  is to define w hat is a carcinogen or 
a possible carcinogen.

T he position of our association is th a t we feel th a t, in term s of the 
food additives am endm ent, the recom m endations of the P residen t's  
special com m ittee (the so-called K istiakow sky C om m ittee) should be 
incorporated  in to the food additives am endm ent, and th is m eans largely 
a recom m endation th a t the next C ongress add the  same sort of advisory 
panel of provisions to the food additives am endm ent th a t now is part 
of the new color add itive am endm ent and th a t the scope of th is  panel
1960 CONFERENCE— FDA-F LI PAGE 45



be enlarged to  a som ew hat g rea ter ex ten t th an  the panel th a t is con­
vened under the  color additive am endm ent. T o quote S enator H ill, 
as I did yesterday , I th in k  the quote th a t “ th is panel is charged w ith  
the assistance in evaluation  of scientific evidence on the basis of w hich 
decisions p roh ib iting  or p erm ittin g  the use of certain  com pounds 
including certain  com pounds w hich m ay be considered possible 
carcinogens" m ight be made.

T he point, therefore, being not th a t our association is for add ing 
a carcinogen, bu t in the cases w here one is dealing w ith  w h at in m any 
cases m ight even prove to  be a sem antic problem , to  have the panel 
review the evidence, decide w h eth er or not the m aterial is a cancer- 
p roducing substance or no t and, fu rther, be able to  recom m end th a t 
it m ight be a possible cancer-producing substance a t som e level bu t at 
some o ther level it m ight be safe to  use. Even g ran tin g  the  argum en t 
used by M r. F lem m ing  yesterday, say ing  th a t in his opinion his 
scien tists tell him  th a t there  is no such evidence at the p resen t tim e, 
we w ould ra th e r see the concept of the panel p u t in the food additives 
am endm ent against the day w hen there  m igh t be such evidence. T h a t 
answ ers the question, 1 think.

Mr. Depew: I th ink  I ’ll address the nex t question to  Mr. Rankin. 
W ill the F D A  propose legislation to the  nex t Congress to  require 
poisonous additives to  be useful to  the consum er before they  can 
be used?

Mr. W inton B. Rankin: As M r. H arvey  m entioned yesterday, 
our legislative position before the nex t Congress will be determ ined 
by the incom ing adm inistra tion . W e do not have a legislative posi­
tion a t the p resen t tim e, so I am unable to  say w h eth er we w ould 
propose such legislation. As you know , the question of recu irin g  
food additives to be show n useful before they  can be allow ed in food 
w as considered carefully  by the tw o com m ittees in Congress before 
the presen t food additives am endm ent w as passed, and the require­
m ent w ritten  in to the law  w as th a t an additive should serve a 
technological purpose before it m ight be allowed.

Dr. Gordon: M ay I speak to th a t po in t?  I th ink  th a t th is  is 
actually  quite an im p ortan t point, from  the po in t of view of us in 
industry . D uring  the discussion of the food additives am endm ent 
there  w ere people w ho felt th a t the  Food and D ru g  A dm inistra tion  
should perform  a sendee analogous to  the one th a t is perform ed by 
the U S D A  in certify ing  the usefulness of a pesticide. T he  actual
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food additives am endm ent as w ritten , though , says th a t the petitioner 
m ust show  th a t the additive perform s the function claim ed for it, and 
th is  is a som ew hat different concept.

I speak not as a law yer bu t as a sc ien tist— it is our opinion, then, 
th a t w hen our com pany says th a t we have an an tiox idan t and th a t’s 
w h a t we w an t to  add to  feed, th a t it is incum bent upon us to  show 
th a t it is in fact an an tiox idan t doing th is job, and F D A  has to 
agree or disagree w ith  th is  data. B u t it is also our opinion th a t it is 
no t F D A ’s place to  sta te  th a t an an tiox idan t is necessary or unneces­
sary  in feed.

Dr. Bernard L. Oser: Isn ’t it so, though , th a t the law  says th a t 
th is evidence for the  functional— the physical or, ra ther, technical— 
effect m ust be show n in cases w here a to lerance is required?

Mr. R ankin : T h a t is correct, D octor.
Mr. Depew: Mr. H arv ey  gave som e reassurance th a t F D A  will 

agree to  extension of the  effective date of the  food additives law 
beyond M arch, 1961. W ould  th is  reassurance apply to  nem atocides, 
p lan t horm ones, defoliants and desiccants as w ell?

Mr. Rankin: I believe we should recall first th a t M r. H arvey 's  
com m ent, w hich is referred  to  here as “reassu rance,” w as a sta tem en t 
of the m inim um  requirem ents we feel should prevail before w e could 
possibly agree to  an extension of the  food additives am endm ent. 
A gain th ere  has been no decision by the incom ing adm inistra tion  as 
to  w h e th er it will request such legislation, and th a t w ould apply to 
the agricultural chemicals named as well as to food additives themselves.

Mr. Depew: I have a question here for M r. Goodrich. A pack­
ag ing  m aterial m anu fac tu rer is m aking and selling his p roduct under 
extensions un til M arch, 1961. H e is unsure  a t the presen t w h a t the 
s ta tu s  of the particu la r item  will be after M arch 6, 1961. H e is 
asked by his custom er: M ay I use inven to ry  which is purchased 
before M arch 6, 1961, a fte r M arch 6? W h a t is your opinion on th is 
question ?

Mr. Goo'drich: As a s tric tly  legal po in t or as a p ractical m atter?  
As a law yer, I w ould say the  law  becom es effective M arch 6, 1961, 
and the product will be illegal because adu ltera ted  w hile held for sale 
a fte r shipment through interstate commerce, if it’s used after that time.

I don’t th ink  th e re ’s any indication th a t the Food and D rug  
A dm inistra tion  on M arch 7 is going to  go ou t and round up all the
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packaging m aterial w hich h asn 't quite been cleared by th a t time. 
No m ore do I th ink  th ey 're  going, if the law becom es fully eftective 
on th a t date, to sit around for a year or tw o years or any th ing  like 
that while everything is used up even though it has not been proved safe.

T he po in t is th a t if the law becom es effective on M arch 6, 1961. 
there will undoub tedly  be a  planned enforcem ent program , and item s 
th a t have not been proved safe by th a t tim e will be proceeded against 
on a selective basis. If the hazard  from  packaging m aterial is in a 
high order of prio rity , the package will be in a high order of priority . 
Tt’ the hazard 's  in a low order, it will be down the list som ew here.

M r. Depew: A question for Mr. K irk : Since the S ecretary  m ay 
issue a regulation  on his own in itiative and since an om nibus petition , 
which pools in du stry  practice and p rop rie tary  inform ation on a given 
product is sub ject to  possible a n titru s t scru tiny , w ould it not be 
be tte r for FD A  to process and pool all pertinen t data  from the  ind i­
vidual com panies? In th is case F D A  could issue a general reg u ­
lation or specifications w here applicable and specific regu la tions as 
they  applied to  individual p rop rie ta ry  practices.

M r. K irk : T h a t 's  one I had n 't th ou gh t of before. T he m atter
of a n titru s t action has been discussed from tim e to  tim e by groups 
of rep resen ta tives from  different firms w ho go t together to trv  to do 
a job  under th is food additives am endm ent. T got the im pression 
(no t as a law yer) th a t m uch of the concern w as m ore apparen t than 
real. N ow  th is m a tte r  of tak in g  a whole bunch of petitions and pooling 
them  leads me to  w onder ju s t w hen you w ould stop, w hen you would 
decide you had all you w ere going to get.

T u t as a practical m atter, supposing you do have tw o or three 
petitions before you on essentially  the sam e subject and you m ay find 
th a t for a large part they  m ore or less duplicate one another. T hen 
they change in some specification or o ther feature. W h y shouldn 't 
we go  ahead and say : "W ell, we will issue a regulation  covering all 
th ree  of these because they can fall in to  the fram ew ork of the single 
set of specifications.” W e haven 't run in to  th a t yet to  m y know ledge. 
T h ere 's  no reason w hy we couldn't.

Mr. Depew: Mr. Becker, w ould you like to com m ent at all on
th a t question?

Mr. Joseph D. Becker: I haven 't a com m ent, but ano ther ques­
tion for FD A . T hose com m ents figured in m y m ind. In the  last
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session of C ongress a bill w as enacted au tho riz ing  the Secretary  of 
the In te rio r to  get trade associations to cooperate in doing research 
of a scientific kind on call. T he th o u g h t occurred to  me, and I 
w onder, w hether F D A  has given any th o u g h t to  the  encouragem ent 
of toxicological research am ong in terested  producers in a cooperative 
way in a form which would assure that they had no antitrust problems.

Mr. K irk: W ell, h asn 't th a t been done? I t  w as m y u n derstan d ­
ing  th a t we have received toxicological in form ation w hich w as pro­
vided by the com bined efforts of a num ber of firm s h iring  a particu lar 
toxicologist or group  of laborato ries to  do the  w ork for them .

Mr. Becker: But not without trepidation about the antitrust laws.
Mr. K irk: T h a t I can 't speak for.
Dr. Gordon: I th in k  we m ight add th a t, in the deliberations th a t 

we have in the Food A dditives C om m ittee of the M anufactu ring  
C hem ists' A ssociation, we have agreed th a t we will not as an associa­
tion file any petitions for th ree, eight or ten  of our m em ber com panies. 
W e will give them  all the  help th a t we can as an association, bu t they 
will have to  act e ither in concert or as individuals.

Mr. Depew: A question for Mr. G oodrich: T he  listing  of com ­
ponen ts on ingred ien t labels should be pu t in order of am ounts. H ow  is 
th is determ ined— on a dry basis or on an as-is basis?

Mr. Goodrich: T his is the kind of a labeling question th a t I very 
seldom  see, as a law yer, and haven 't any  real opinion on it th a t’s w orth  
very  m uch. I th ink  Mr. K irk 's  opinion w ould be b e tte r than  mine. 
I can say th a t the o rder of lis ting  of ingred ien ts is provided for by our 
regu la tions in term s of o rder of im portance in your m ix ture and th is is 
an in te rp re ta tive  regulation  a rising  under our false and m isleading 
labeling provision. W h e th e r it 's  on a d ry  basis or ar. as-is basis, I ’ll 
have to  ask Mr. K irk.

M r. K irk : U nless you have a very  unusual p roduct. I w ould say 
on an as-is basis because th a t 's  the  food you 're  selling and th a t 's  w hat 
you 're  ta lk ing  about. D ry  basis usually  ju s t gets in to  your analytical 
da ta  and pu ts questions of how to  go about se ttin g  standards, w here 
you 've go t to  be sure every th ing 's  on the sam e basis.

Mr. Depew: A question for Mrs. M cN aug hto n : In  his fine talk 
M r. Sullivan rem arked th a t consum ers failed to  a tten d  public discus­
sions on food problem s. Is  th is  because the press does not inform
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them  of such m eetings? F o r instance, I saw  no announcem ent of th is 
vitally im p ortan t conference in our local new spapers. Is  th is  the fault 
of the press or of public re la tions of T he Food L aw  In s titu te  o r the 
Food and D rug  A dm in istra tion?

Mrs. E lla  H. M cNaughton: W ell, I th ink the consum er is in te r­
ested in problem s th a t are of her concern. T th in k  she w an ts to  know  
about these. I th ink  there are certain  m eetings w hich technically  she 
m ight not find too m uch in te rest in. I th ink  the press covers topics 
p re tty  well. I th ink  they  b rin g  them  to the a tten tion  of the consum er. 
W e had several very  vital consum er articles in the papers the last few 
weeks. I th ink  T he Food L aw  In s titu te  is doing a fine job. I th ink  
that, really, the consum ers w ho w an t inform ation find the places w here 
they can go to  get it and they  are represen ted  there at the tim e th a t the 
m eeting  goes on.

Mr. Depew: In fu rth er answ er to th a t question, I -would like to 
say th a t T he  Food L aw  In s titu te  did release a press notice about th is 
m eeting  and I th ink  the Food and D rug  A dm inistra tion  did also.

Dr. Gordon: Can I m ake an official com m ent on th is?
Mr. Depew: Surely.
Dr. Gordon: I t ’s been one of the in te restin g  th ings to  us in the

M anufactu ring  C hem ists’ A ssociation th a t nearly  everybody tells us 
the kind of th in g  Dr. Em il M. M rak said th is m orn ing  and yet m ost of 
the chemical com panies, for exam ple, do not reach the consum ers. 
W e sell to  food com panies or processors, and I th ou gh t it m ight be 
w orthw hile  to tell you w h at we are doing th is year.

W e have m ade quite a substan tia l appropriation  from  our trade 
association budget to  concentra te  on giving talks to  the  teachers of 
home econom ics of dep artm en ts  of nu trition  in high schools and in 
colleges. As they  say in the scientific m eetings, “ ju st by chance T 
b rou gh t a few slides”— actually , I b rou gh t a list of w hat w e’ve m ailed 
out. T he  m ailing list is som eth ing like 45.000 hom e economists, teachers 
of dom estic science, dieticians, and so on.

W e first sent ou t the FD A  food additives booklet and its leaflet 
Food Facts V ersits Food Fallacies. W e got an am azingly  w arm  response 
to  th is, a lthough  the F D A  itself has not sent th is booklet to th is group 
of people, w hich surprised  us. W e sent ou t the K istiakow sky report 
and then we sent out the S uperm arket In s titu te  papers called “T he
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Good in Y our F oo d” and then  we sent ou t a booklet w hich is called 
Open Door to Plenty.

Now  besides that, in looking at the need, we are in the  process of 
w ritin g  a booklet called The Basis—a basic source booklet on food 
additives— w hich is in the process of being published and which will 
be sent to  th is sam e key list. T h is will be a ra th e r fact-full description 
of all the chem icals used in foods. W e are also m aking a u se r’s guide 
in it— how some of these chem icals th a t m ay no t be covered in this 
first booklet are used.

In  o ther w ords, as a trade association does no t deal w ith  the con­
sum er we have decided to  concentrate  on the educators wrho are dealing 
w ith  th is  problem  a t a ra th e r local, specific level and w e th ink  th a t we 
can be of service here.

Mr. Depew: A nother question for Mr. G oodrich: In  an article 
concern ing em pty containers in the F ood D rug Cosm etic  L aw  J ournal  
for O ctober, 1960, John  G. K uniholm  concludes th a t all “food addi­
tiv es” within the meaning of Section 201 (s) are not “ food” w ith in  the 
m eaning of Section 201(f). Does F D A  agree w ith  th is?

Mr. Goodrich : T h is  is an old question we threshed out last year 
dow n here about w h e th er a tin  can th a t had a poisonous food additive 
in it w as to  be sub ject to  seizure. I ven tu red  the opinion a t th a t time 
th a t there  w as an am ple au th o rity  to deal w ith  the  problem . John 
K uniholm  m ade a speech a t the A m erican B ar A ssociation d isagreeing 
w ith  me on half of m y problem — half of m y rationale—and said he 
w ould restudy  the rest of it.

As far as I ’m concerned, it is true  th a t “food add itives” w ere not 
specifically m ade “food” by definition w hen the food additives am end­
m ent w as passed. T he C ongress’ exp lanation  for th a t w as: “ I t  w as 
unnecessary  to  do so.” All th is  is discussed in Mr. K uniho lm ’s paper 
and I believe he did give our answ ers. B u t—to  resta te  them — if any 
container has a poisonous substance in it that is reasonably  expected 
to  m ig rate  to  food and the con ta iner is being shipped to, or is in 
the possession of, a food processor, we would not hesitate to attempt to take 
reg u la to ry  action  to  p reven t its use before food w as packaged in it, 
th ereb y  rendering  the food adu ltera ted . W e th ink  the law  is am ple 
to  cover th a t point.

Mr. Depew: I have ano ther question— I th in k  for you, M r. Good­
rich. A liquid being m arketed  under an effective new -d rug  applica­
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tion contains a trace of FD & C Red Xo. 1. M ay the Red No. 1 be 
dropped w ithou t a form al supplem ent?

Mr. Goodrich: Mr. R ankin tells me you have to  have a form al 
supplem ent. M y com m ent would he: I t had b e tte r be dropped
p re tty  quick.

Mr. D epew : Recently there have been press reports concerning one 
packaging  in d u stry 's  petition  w hich in effect requests the issuance of 
a regula tion  on the basis of the fact th a t all com ponents used in the 
in d u stry 's  p roducts are nonm igrating , prior-sanctioned, G RA S (g en ­
erally  recognized as safe) or covered by o ther regulations.

(1) H ow  does F D A  view th is approach to petition  filing and 
regulation issuance as a general concept w hich m ay be em ployed by 
o ther industries or o ther individual petitioners?

(2) A ssum ing th a t all the chem ical com ponents of the packaging 
m aterial are nonm igrating , prio r-sanctioned, GRAS, or covered by 
o ther regulations, is it sufficient th a t a petition  for regulation  sim ply 
sta tes  th a t fact w ith  no additional data being subm itted  or required? 
Mr. K irk?

Mr. K irk: W ell, th a t’s a big one. I ’m not sure I understand the 
question  fully. C ertain ly  no regulation  is go ing to  issue for a p rod ­
uct the com ponents of w hich are not fullv know n to us and about 
w hich we do no t have full inform ation.

T hen  th ere  is the question of w h eth er or no t all of these GRAS 
and prior-sanctioned item s rem ain as such or w h eth er they  react w ith  
each o ther and perhaps form some new com pound or com pounds 
w hich them selves could be food additives. I 'm  afraid th is is so gen­
eral I can 't give you a yes-or-no answ er. Y ou'd need all the t'acts.

Mr. Depew: T han k  you.
A nother sho rt question for Mr. G oodrich: A re labels th a t are

placed d irectly  on m eat in a retail store sub ject to  federal food-and- 
d rug  action ?

Mr. Goodrich: Since th is m eat is outside an inspected estab lish ­
m ent the M eat Inspection A ct does not apply. As I understand  the 
question, the Food, D rug, and Cosm etic Act w ould apply to the ex ten t 
th a t the p roduct—a m eat food product w hich becom es m isbranded 
w hile it is held for sale a fte r sh ipm ent in in te rs ta te  com m erce— is sub­
ject to action under the Act.
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Mr. D epew : Another short one for y o u : W hat happens to products 
packed under stan dards of id en tity  when present optional ingredients 
m ay im part a color, bu t color is no t provided for in the s tandards?

Mr. Goodrich: On th is I refer you to our recen tly  drafted  color 
regula tions w hich are to  be published in the Federal Register w ith in 
a few  days. In these regulations, our in terp re ta tion  of w h at is a 
color add itive is th a t food ingred ien ts w hich carry  th e ir na tu ra l color 
in to  a food m ix tu re—th a t is, orange juice or chocolate, or cherries, or 
som eth ing of th a t kind— are no t believed to  be color additives, and 
I th in k  th a t w ould answ er the question.

W e are no t tak in g  the position th a t the color from  a food in g re ­
dient is a color add itive unless it is deliberate ly  used for th a t purpose. 
F o r exam ple, beet juice used in m aking pink lem onade is a color add i­
tive. O range juice in a m ixed food is no t a color additive. T hese 
regula tions will be sub ject to com m ent. AVe hope w e’ll get a lot 
of com m ents from  you, and on th is po in t we will appreciate any sug­
gestions th a t can be made.

Mr. Depew: I have a sho rt b u t difficult question : T h is m orning 
Dr. K ing  said th a t several n u trien ts  are carcinogens. AArhat carcino­
gens are essential in hum an nu trition  ?

Dr. Oser: As I indicated yesterday , a lot depends on your defini­
tions. If the  definition of a carcinogen is so broad as to include the 
substances th a t are rem otely, ra th er than  directly, re lated  to the car- 
cinogenetic process, any substance, for example, that would produce oxylate 
deposition in the b ladder m ight be considered to be carcinogenetic. 
T h is  w ould include foods, of course, con ta in ing  oxalic acid : it w ould 
include foods w hich contain n u trien ts  w hich m etabolize to oxalic acid.

A scorbic acid is a case in point. O th e r n u trien ts  w ere m entioned 
by  D r. K ing  th is m orning— selenium  and chrom ium . I t ’s tru e  th a t 
these have no t yet been estab lished to  be essential in hum an n u tr i ­
tion, a lthough  th ey  have been established as essential in certain  types 
of anim al nu trition . T hese arc the only ones th a t I can cite offhand.

I w ouldn’t call heated fat or roast m eat essential n u trien ts  spe­
cifically b u t there  is evidence th a t hea tin g  and sm oking produces 
carcinogenetic substances, so th a t w hereas these are not specifically 
nu trien ts, they  are com ponents of our na tu ra l diet. A w ell-know n and 
unquestionab le carcinogen, benzopyrene, has been identified in roasted  
coffee and in sm oked bacon. I th ink  m any of our sm oked foods con­
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ta in  carcinogens if they were iso lated and identified in concentrated  
form.

Dr. Gordon: If you do n ’t w an t to take a chance, you can give up
food. (Laughter)

Mr. Depew: W h a t is F D A 's  attitude toward, and its estimate of the 
seriousness of, the problem of drifting chemicals or pesticides w hich 
m ay resu lt in unau thorized  residues on agricu ltu ra l com m odities?

If F D A  considers th is a serious and presen t problem , w hat gu id­
ance can FD A  offer to the processor w ho m ay be unaw are of po ten­
tial unauthorized  residues? M r. R ankin?

Mr. Rankin: W e are aw are th a t pesticides being applied a long
the borders of one field m ay drift and con tam inate an adjo in ing  field 
th a t w as not supposed to be sprayed or dusted. W h e th e r th is  is a 
serious situation  depends, of course, upon w hether the  drift leaves 
unauthorized  residues on the second field. W e have encountered one 
or tw o in stances in w hich illegal m erchandise resu lted  from  w h at the 
grow er to ld  us w as a d rift problem , and Dr. M rak called our a tte n ­
tion th is  m orning to  the  aw areness of the California au tho rities in 
th is sam e area.

O ur recom m endations as to  the steps a processor m ay take to  
gu ard  against such problem s w ould be th a t the  processor, in line w ith  
w h at we u n derstan d  are accepted procedures in canneries and freezing 
estab lishm ents today, have his field m en in the  field on the a lert to 
determ ine no t only th a t pesticides are used on the  crops he has con­
trac ted  for, in accordance w ith  con trac t specifications (w hich will 
gu aran tee  safe legal residues) b u t also th a t these field m en be alert 
for possible abuses such as drift. W hile  we are no t involved, th ere  is 
also the  defense th a t the innocent g row er has, th ro ug h  civil suit, 
against the m an w ho sprays or dusts his crop w hen he d idn’t w an t it 
sprayed o r dusted.

Mr. Depew: H ow  w as it legally perm issib le for F D A  to  give the 
B ronk Com m ittee, com posed as it w as of m em bers of the N ational 
A cadem y of Scienc.es-National R esearch Council, access to  new -drug  
applications in view of the provisions of Section 301 (j) g iv ing p ro tec­
tion to  trade secrets revealed under Sections 404, 409, 505, 506, 507, 
704 or 706 of the A ct? M r. R ankin?

Mr. Rankin: I presum e th a t the B ronk Com m ittee referred  to  is 
the com m ittee of scientific experts under the chairm anship  of D r.
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M iller, appointed by S ecretary  F lem m ing  to look in to the decisions 
th a t we have m ade in the new -drug  and an tib io tic  fields. T he m em bers 
of th a t com m ittee, as well as the secretaria t, w ere appointed  consu lt­
an ts  to  the Food and D rug  A dm inistra tion . T hey  took the oath  of 
office of a governm ent em ployee. T hey  w ere sub ;ect to  the sam e 
penalties th a t full-tim e m em bers of the Food and D ru g  A dm inistra tion  
are for unau thorized  disclosure of trade  secrets. T hey  were, for the 
tim e they  w ere w ork ing  on these files, m em bers of the governm ent.

Mr. Depew: M r. Becker, a question  for you. W h a t is the best 
w ay for m anufactu rers to  keep up w ith  the various law s and activities 
— for exam ple, the actions on the s tan dards of id en tity  for frozen 
desserts  ?

Mr. Becker: W ell, m y w ay is by g e ttin g  on the FD A  m ailing list. 
I don’t know  of any  other, b e tte r way.

Mr. Depew: Dr. W h ite , does the public get a false im pression of 
p ro tection  from  the M iller P esticides A ct? T he cranberry  incident 
illu stra tes  th a t the D ep artm en t of A gricu ltu re  can certify  dangerous 
econom ic poisons before F D A  has developed an adequate m ethod of 
de tec ting  residues of same.

Dr. Philip L. W hite: W ell, i t ’s certa in ly  not possible for me to
speak for the consum ers on th is question. I d o n 't th ink  th a t the public 
gets a false im pression of pro tection  from  the  M iller Pesticides Act 
so long  as the provisions of the  act are followed and so long  as the 
users of the pesticides follow label in structions. I th ink  the  difficulty 
com es w hen we have so m any agencies th a t are conflicting w ith  each 
other. As I recall, it was about that time that the U S D A  w an ted  to  take 
over the Food and D ru g  A dm in istra tion  and th is m ust have caused 
g rea t consternation  to  the consum ing public.

I do n ’t th in k  th a t the public is aw are of the provisions of the 
Mailer A ct, or the  M iller A m endm ent, nor do I th ink  th a t they are well 
aw are of the  significance of the  q u an tita tive  and the qualitative aspects 
of determ ination  of pesticides. I do n ’t  th ink  th ey  know, for exam ple, 
th a t there are a t least tw o steps in determ in ing  to lerances for these 
residues. I th in k  th a t the public is tak in g  each of these experiences 
as a  brand-new  experience.

Mr. Depew: T h an k  you. A question for M r. G oodrich: T he 
ten ta tiv e  regula tions for the enforcem ent of the anticancer clause use
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the  p h ra se : “if stud ies suggest the possibility  th a t a substance m ay 
be a carcinogen.” Such a ph rasing  appears to  go beyond the  requ ire­
m ents of the  color additives law.

In  legal m atte rs  of th is  kind, trad itio n  has estab lished th a t the 
evidence m ust show  gu ilt beyond a reasonable doub t before gu ilt is 
established. W ould  it  no t therefore be adequate to  use e ithe r of the 
two following phrases : “ indicates the possibility” or “suggests the p roba­
b ility ” ? T hese  a lte rn a tiv es show  th a t a  reason ing  process w as 
involved.

Mr. Goodrich: I recom m end th a t w hoever sent th is  question  in 
get the proposed regulation  ou t again and reread  it. W h a t it says is 
th a t a t any tim e we have evidence w hich suggests the possib ility  th a t 
the  product m ig h t be a carcinogen, the C om m issioner shall proceed 
to  determ ine w h eth er (and I quote) “based on the  best ju dg m en t of 
app ropria te ly  qualified scientists, cancer has been induced and the 
color additive and any of its com ponents or im purities w as a causative 
factor.”

N ow  th is is w ritten  exactly  in term s to  say th a t w henever the 
question is raised, the  Com m issioner is d irected  to  b rin g  to  bear on it 
the best scientific ju dg m en t there  is. I don’t know  of any  b e tte r w ay 
to  say it and if you read the w hole sentence I do n 't th ink  th ere 's  any 
basis for suggesting  the possibility  here th a t w e've m isread the  law.

Mr. Depew: W e buy frozen fru its  and ju ices for m anu fac tu ring  
preserves and jellies. H ow  do we assure th a t w e are com plying w ith  
the  law  as to pesticide residues being p resen t?  Dr. E llickson, w ould 
you like to  com m ent on th a t?

Dr. Bruce E. Ellickson: T he best suggestion  I have there is for 
you to  consu lt the  supplier from  w hom  you buy  the frozen juices ; find 
ou t w h a t his source is and have him give you assurance th a t he has 
contro l m easures in practice to  see th a t the  pesticides are kep t ou t of 
the  products he sells you. T h is  is a very  difficult question to  answ er 
because you m ay find yo u r supplier doesn’t  know  any th ing  about 
pesticides to  begin w ith.

Mr. Depew: A n other question for M r. G oodrich: P rev ious con­
ference questions and answ ers sta te  th a t F D A  b e liev es:

(1) E m p ty  cans and, presum ably, o th e r form s of em pty  food 
packages are no t foods, even though  produced for, and in tended to be 
used for, food packaging.
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(2) F D A  has the r ig h t to inspect a p lan t w here cans are m anu­
factured  and, presum ably, p lan ts w here glass jars, cellophane, and 
o ther form s of food packaging are m anufactured.

Could you explain the s ta tu to ry  basis for the au th o rity  to  inspect 
factories which produce food-packaging m aterial ? T hese  actions refer 
only to  p lan ts perform ing  certain  activ ities re la ting  to foods (or drugs 
o r cosm etics) as we read them .

Mr. Goodrich: Som eone's try in g  to  get me to m ake the foolish 
s ta tem en t th a t a can is a food and I 'm  not going to  do it. (L au g h te r)

In  term s of th resh in g  th is old question, I w en t over it a few 
m inutes ago. T he  question  of inspecting  these places has no t come 
up. As you know , our inspection au th o rity  is supported  by a crim inal 
s ta tu te  and of course is likely to  be s tric tly  construed. I m ust say, 
how ever, th a t if anyone will look at the polypropylene food additive 
regula tion  he’ll see th a t it is estab lished in term s of w hat w as used in 
p reparin g  th a t substance.

As a practical m atter, w e're not going to  be able to issue regu la­
tions, apparen tly , for som e packaging m aterial w ithou t doing it on the 
basis of specifications for the packaging m aterial. In  order to  m ake 
those regu la tions effective there will have to be an adequate inspection 
pow er. I don’t an tic ipate  any difficulty on th is nor am I here su g g est­
ing th a t w hen we b ring  our first crim inal case to  get a reliable in te r­
p re ta tion  of the factory  inspection au tho rity , we go in to som e can 
com pany to  sta rt. T he s ta tu to ry  basis for the au tho rity  to inspect 
w ould have to be th a t the food additive is a food because it is in tended 
for use which resu lts  in its becom ing a com ponent of food. W here 
th e re ’s an adequate public-health  problem  ju stify ing  the inspection. 
1 have no doubt th a t we are authorized to  m ake an adequate inspection 
there.

Mr. Depew: I would like some m ore inform ation on the labeling 
of de tergen ts under the H azardous S ubstances L abeling  Act. Mr. 
R ankin said som e detergen ts arc irritan ts. My question : W h a t tes t 
does F D A  use to determ ine w h eth er a detergen t is irritan t?  Wras 
Mr. R ankin referrin g  only to syn thetic  de terg en ts  or did he in tend to  
include ord inary  soaps in his sta tem en t?  M r. R ankin f

Mr. Rankin: T he in form ation th a t we will rely  upon in itia lly  as 
we d raft regu la tions under the H azardous Substances L abeling  A ct 
is largely  in form ation th a t has developed from  actual use of products.
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I t  is well recognized th a t som e of the syn thetic  de te rg en ts  do  irrita te  
people th a t use them . I ’m 'acq uain ted  w ith  a num ber of w om en— and 
1 expect each of you is also acquain ted  w ith  a num ber of w om en—w ho 
cannot use certain  syn the tic  deterg en ts  in the d ishw ater w ith ou t p u t­
ting  rubb er gloves on. If they  do, they  get a terrific rash. Som e of 
the de terg en ts  used in au tom atic  w ash ing  m achines are quite irritan t. 
I did no t in tend  to  exclude all soaps because we recognize th a t an 
alkaline soap likew ise m ay be an irritan t.

W e have no t yet arrived a t an anim al test, so far as I know , th a t 
gives the sam e answ er th a t the  hum an tes t I 've  ju st m entioned gives 
with respect to  irritan ts . O u r D ivision of P harm acology  is study ing  
the possib ility  of using  rabb it skins as a test m edium . Some m em bers 
of industry  are study ing  the possib ility  of using  the ra t  skin or the 
m ouse skin, and we w ould hope th a t su itable anim al te s tin g  procedures 
can be developed in the near fu ture.

Mr. Depew: A nother question for you, M r. R an k in : W hen will 
FDA issue the first regu la tions under the F ederal H azardous Sub­
stances L abeling  L aw ? W ill they  be discussed w ith  the in terested  
m em bers of in d u stry  before they  are issued ?

Mr. Rankin: W e are unable to  s ta te  a definite date by w hich tim e 
the first regu la tions under th is  law will be issued. W e hope it will 
be in the near future. W e are in the process now  of d iscussing p ro ­
posed regulations w ith som e of the in teresed  in d u stry  associations.

W c u n derstan d  th a t at least one association is d ra ftin g  proposed 
language to  b rin g  down and discuss w ith us and th a t one or tw o of 
the  o ther associations are considering the d raftin g  of proposed 
language. W e will welcom e such recom m endations and discussions 
before publication of ou r regulations, bu t we cannot, of course, com m it 
ourselves to  w ithhold  publication  of proposed regulations w hen they  
are drafted.

Mr. Depew: A question  for Mr. K irk : Section 121.3(c) and (d) 
of FD A  regulations indicates th a t the Com m issioner on w ritten  request 
will advise in terested  persons if a certain  use of a specific p roduct has 
been sanctioned or approved and if, in the  opinion of the Com m is­
sioner, the substance is a food additive.

(1) P arag rap h  (c) refers specifically to  sanctions and approvals. 
W ill the Com m issioner express an opinion as to  the safety of a certain
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prod uct for a specific use if such use by o ther parties is by v irtue  of 
a  le tte r  of opinion ra th e r than  by e ither a sanction or approval ?

(2) In the case of e ither sanctions or approvals or an opinion th a t 
a p roduct is not an additive, will the C om m issioner upon w ritten  
request by an in terested  p arty  indicate th a t the  sam e, or a sim ilar, 
p roduct m ay be used for the purposes specified if the applicant de­
scribes the  product and its  use bu t does not identify  the product as th a t 
of the o ther p arty  receiving such previous approval or nam e such o ther 
party  or furn ish F D A  a le tte r of au th o rity  from  such o ther party  to 
use the  data  previously furn ished by it to F D A ?

T h a t’s a little  bit com plicated. ( L a u g h te r )
M r. K irk: L et me try  it. As to  the first part, by far the g rea t 

m ajo rity  of your “ sanctions or ap p ro v a ls '’ p rio r to  the enactm ent of 
the  food additives am endm ent w ere by le tte r of opinion, so to  speak. 
E xcep t for chem icals listed in the  standards, m ost of the people go t a 
le tte r say ing : “ W e ’ve looked over your m aterial and we are satisfied 
th a t th is is O. K. for such and such a use .“ So the fact th a t it w as by 
le tte r of opinion doesn’t really m ake any difference.

As to  the  second part, if som eone w rites to us and says: “here 
is X product of o u rs : please advise w hether th is has a prio r sanction .” 
if we find th a t it has been “prior sanctioned” for a specific use we will 
so advise th a t inqu irer and we w on’t require any au th o rity  from the 
man w ho got the orig inal p rio r sanction.

H ow ever, it m ust be kep t in m ind th a t w hen we gave these prio r 
sanctions over the years, they  w ere not given w ith  the th o u g h t in 
m ind th a t they  w ould be a basis for a “g ran d fa th er clause” in th is food 
additives am endm ent. T herefore, we d id n ’t set up a filing system  
which would gu aran tee  th a t hav ing just the nam e of the product or 
ju s t the form ula w ould give us the basis for going back and finding 
th a t sanction. Som etim es we have to  say : “ No, we don’t find a sanc­
tion .” T hen we get a le tte r say ing : “ B ut you did give a le tte r of 
approval to  So-and-So back in 1942." W e go to  So-and-So’s file and 
we find it. So there  will be som e cases w here we m ay need the nam e 
of the firm to whom  the original sanction w as given before we can 
really be sure th a t we gave it.

M r. Depew: A nother, som ew hat sim ilar, question : l ’rior sanction 
sta tem en ts  from  F D A  often consist of le tte rs  s ta tin g : “ N o objection 
to  the  use of the  additive in food.” O ut of an abundance of caution,
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such le tte rs  have som etim es included a w arn ing  consisting  of the 
obvious legal fact th a t the  s ta tem en t of '“no ob jection '' w as not to  be 
considered as applicable to  standard ized  foods.

(1) Does the F D A  consider th is as being a lim itation upon the 
prio r sanction such th a t the additive will be held to be a “food add i­
tiv e” under the food additives am endm ent w hen one is seeking an 
am endm ent of a particu la r standard  to perm it the optional incorpora­
tion of th a t add itive? In  o ther w ords, w ould am endm ent of the 
standard  have to  be preceded by a petition  under 21 C F R  121.51?

(2) If the answ er to  the above question is in the affirm ative, does 
it m ake any difference if the w arn ing  sta tem en t in the prio r sanction 
w as om itted— th a t is, m ust all “prio r sanctioned " m ateria ls be con­
sidered as “food add itives” in a standardized food unless the standard  
already perm its th e ir  incorporation  ?

Mr. K irk: W ith  respect to the first question, w e’ve go t to  s ta rt 
w ith  the prem ise th a t any sanction we gave over the years m ust be 
stric tly  construed. Y ou read it for w h at it says and then  don’t say : 
“ Now. well, of course, le t’s forget the last few w ords,” and so forth. 
If the sanction le tte r did no t give approval for a standardized food, 
we can’t say th a t there  is a p rio r sanction for th a t p articu lar use for 
th a t particu lar product.

N ow  com ing to the second p a rt of the  question, how ever—m ust 
all “prior sanctioned” m ateria ls  be considered “food add itives” in 
standard ized  foods?— le t’s evaluate the “prio r sanctioned” product. 
W ho know s? P erh aps it m ay be found to  be a generally-recognized- 
as-safe item  now, because m any of these p rio r sanctions go back a 
good m any years.

Even if you do have a food additives question here, however, 
I hope you’ll all note the changes w e’ve been able to  m ake in the 
handling  of food additives and food stan dards provisions du ring  the 
past four or five m onths. W e th ink  w e've got a stream lined w ay of 
handling these and there shouldn’t be too much concern about th a t 
feature.

Mr. Depew: I have a few questions for M rs. M cN aughton :
M ost foreign countries do no t require th a t ingredients be set forth  

on the label. Now th a t we can rely on the safe ty  of ingred ien ts being 
established under the  food and color add itives am endm ents, I can see
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no need for th is ingred ien t sta tem ent. O f w hat value is it to  the 
consum er?

Mrs. M cNaughton: A\ ell. let s take the foreign countries first. 
I t  s been our experience in the A m erican H om e Econom ics A ssociation 
th a t we have had v isito rs from  m any foreign countries w ho come to 
us and ask us how w e reach the consum er. T hey are verv in terested  
in w h a t we have d o n e ; they  are very  in terested  in hew  we reach the 
consum er : and they  are very in terested  in going hack to  th e ir countries 
and doing som eth ing else for th e ir consum ers. M y point there would 
lie th a t I believe th a t in foreign countries thev  are try ing  to get more 
inform ation to the consum er.

Now, le t's  see, the  second p a rt of th a t question w as about con­
sum er labeling, w asn 't it?

Mr. Depew: Yes.
Mrs. M cNaughton: L et's  say it th is w ay : T he Com m issioner has 

said from  tim e to  tim e— and again and again— th a t the consum er has a 
righ t to  know  w h at is in her food. I believe th a t the producer has 
a very  fine oppo rtun ity  to  com m unicate w ith  the consum er by adding 
in form ation to  his label.

I believe th a t we need m ore in form ation given to  the consum er. 
M any of them  are in terested  in special diets. M any of them  w ant to 
know  w h eth er certain  ingred ien ts are in a p roduct. M any of them  are 
in terested  in the  nu tritive  value of w h at they  buy and if the label gives 
us th is in fo rm ation we can select—we can choose w hat we w ant.

I believe there  is also a responsib ility  there  of educating  the con­
sum er—give her m ore in form ation , no t less. L et her know  th a t there 
should be som e accuracy to  the inform ation th a t is given her. Encourage 
her to  read the label. I believe we need, as far as our food is concerned, 
to  know  w h at we are eating  and 1 believe the producer has an oppor­
tu n ity  to  give us th is inform taion.

Mr. Depew: A som ew hat sim ilar qu estio n : I see labels read ing  
in p a r t:  “sodium  prop ionate added to  re ta rd  spoilage,’' “m ono and 
di-g lycerides— harm less softener," “bu tv la ted  hydroxy  to luene (a p re­
se rv a tiv e ).” I am perforce becom ing acquain ted  w ith  these  chem ical 
term s bu t w onder about th e ir value to  the  consum er. T hey  c lu tte r up 
the label and take space w hich m ight be used for o ther inform ation. 
Do you agree? (L au g h te r)
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Mrs. M cNaughton: W ell, w h at o ther inform ation w ould the  con­
sum er w an t than the ingred ien ts th a t are in the package? I believe 
th a t th a t is w h at she’s looking for. I th ink  th a t here th ere  is, perhaps, 
som eth ing th a t has been b rou gh t ou t tim e and tim e again. I th in k  it 
w as b rou gh t ou t yesterday  th a t labeling w as very  im p o rtan t; th a t you 
w ere in terested  in hav ing labels th a t w ere readab le; th a t you were 
in terested  in hav ing the k inds of labels th a t w ere inform ative.

I believe th a t there  is a sort of a standard ized  nom enclature w hich 
perhaps we need to adopt as far as the consum er is concerned. Some 
of the nam es undoub ted ly  will no t m ean m uch to  her because she has 
never come in to con tact w ith  the product. She doesn’t know  m uch 
about the ingredients. B u t the very  fact th a t th a t ingred ien t is on 
the label gives her som e assurance th a t i t ’s all r ig h t for her to  have. 
O therw ise  it w ou ldn’t  be there. I th ink  it is in her p ro tection  or to  
her protection and I th ink  it is in the in terests  of the  consum er to  have 
functional and com m on nam es on the label for the consum er to  read.

Dr. Gordon: Could I m ake a com m ent? I th in k  th a t th is again 
speaks to the po in t th a t Dr. Mralc m ade th is m orning— th a t w e’ve had, 
for too long, too little  in form ation reach the consum er and, of course, 
th is is the reason th a t the  M anufactu ring  C hem ists' A ssociation , in 
cooperation w tih  the N u trition  F oundation , is try in g  to reach the 
teachers actually  in the high schools and the colleges w ho teach home 
econom ics and dietetics and nu trition , and so on, so th a t we will have 
m ore and better-in fo rm ed consum ers so th a t th ey  will recognize th a t 
these m ateria ls are there  for a purpose and th a t they  are no t zero 
or m inus, bu t th a t th e y ’re there  to im prove the  food.

Mr. Depew: M ost labels do no t show  the am ount of fat, carbo­
hydrates, proteins, etc., no r the caloric value of a given am ount of food. 
Do you th ink  th is in form ation should be given in the  in te rest of ade­
quate ly  in form ing the  consum er?

Mrs. M cNaughton: T h a t’s a very  in terestin g  question. Some 
packaged foods do give caloric conten t and they  also give the p er­
centage of proteins, carbohydrates and fat. H ow ever, I believe that, 
generally  speaking, m any of the producers w ould find it very  difficult 
to  pu t the  com position of the  food on the outside of the package. 
I th ink  it w ould create a real problem  for them .

I th in k  i t ’s in te res tin g  to  note th a t a consum er's survey has been 
m ade on new packaging th a t w e w ant. O ne of the questions th a t w as
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asked was: “ Information as to calories and vitamin content on labels 
.of all food: does the homemaker w ant them or does she not want 
them ?’’ And the homemaker decided—80 per cent of the homemakers 
decided it was a good idea. So the homemaker is interested.

Now that should be a pretty good indication for the purposes of 
the m anufacturers who are working on low-calorie food or it should 
also be a rather good indication for the manufacturers who are trying 
to put out very nutritious foods for the buyer, the consumer who wants 
to go to the store and get the most for her money. I think it shows the 
consumer interest. I think in some instances it is not too practical.

Mr. D epew : Thank you.
A question for Mr. K irk: W hat is the status of new products for 

use in food-packaging applications composed of an “approved” major 
component in combination with one or more minor components cov­
ered by extensions for their use until March 6, 1961?

Assuming no chemical interaction, can such products be con­
sidered to be covered by extensions until March 6, 1961 ?

W hat is the proper method for obtaining an opinion or approval 
for their use ?

How long a period can reasonably be expected to elapse before 
such an opinion can be obtained?

Mr. K irk: W ith respect to the first part, we need more informa­
tion to be responsive. For example, we need to know whether the 
components react with each other to produce a new substance and. 
if so, what the substance is.

The method for obtaining an opinion is to ask us. The method 
for obtaining an approval for a substance—a food additive—which 
does not have a prior sanction and which is not GRAS is via the 
petition route.

How long a period can reasonably be expected to elapse? If we 
get an inquiry we will process it as fast as we can, consistent with the 
other problems which are facing our people. Now, if you have a 
technical question which has to be reviewed by the folks in the Division 
of Food or the Division of Pharmacology, you’ve got to keep in mind 
that they have a great many such problems facing them not only in 
the form of letters, but also in the review of petitions. They are, I 
can assure you. doing the very best that they can. I wouldn’t want
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to give you a date. Of course, if it's a petition, we have the statutory 
time of 90 days or extension, if necessary, to a second 90. There, 
again, we w ant to do it as fast and as well as we can.

Mr. Depew: W e still have quite a number of questions; I suggest 
we try  to make our answers as brief as possible and see if we can’t get 
through them. Thank you, Mr. Kirk. I have another question for 
you. W hat is the differentiation between products which are used 
as food packages, those used in food processing and those classified as 
housewares? W hat is the status of each with respect to the food 
additives amendment?

Mr. K irk: Well, the food-packaging items and the food-processing 
items would be essentially in the same category where there is m igra­
tion from the package or the equipment to the food.

However, when you come to housewares such as plastic dishes, 
for example, which are solely for use in the home, and that sort of 
material, the food additives amendment does not apply. Keep in 
mind, however, that these materials may be subject to the amendment 
when used for other purposes. For example, a paper cup that you 
may use at home would not necessarily be covered by the food addi­
tives amendment whereas the same cup used commercially would be ; 
of course, regardless of where it’s used, it should be safe.

Mr. Depew: W hat is the proper differentiation between the juris­
diction of the Food and Drug Administration and the Departm ent of 
Agriculture in food processing and packaging? Are extensions granted 
certain products by the Food and Drug Administration honored by 
the Department of Agriculture and, if not, can the Departm ent of 
Agriculture grant extensions?

Mr. K irk: W e have the authority to grant extensions under the 
food additives amendment ; whether the Departm ent of Agriculture— 
the Meat Inspection Act or the Poultry Products Inspection Act— 
elects to permit the use of such a substance as may be extended, is 
entirely up to them, because they are putting their name or. the fin­
ished product. Agriculture does not have the authority to grant 
extensions under the food additives amendment.

Mr. Depew: Under Section 409(i) of the food additives amend­
ment of 1958, it is provided:
. . . the S ecre tary  shall by regulation provide for exem pting from  the requ ire­
m ents of this section any food additive, and any food bearing or containing
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such additive, intended solely for investigational use by  qualified experts w hen 
in his opinion such exem ption is consisten t w ith  the public health.

The question I would like discussed is concerned with what does 
the Secretary or the FDA contemplate under this provision of the law 
and how does one proceed to conduct the necessary field testing to 
justify the complete toxicological studies, assuming preliminary indi­
cations of safety, to provide the proof of safety required for the filing 
of petitions so that the introduction of new food ingredients will 
not be stifled?

Mr. Kirk: Quickly, the answer to that is in Regulation 121.75, which 
deals with shipments of food additives for investigational use.

Mr. D epew : I t  appears that the FDA has received many more 
petitions than it can possibly handle before March 6, 1961. Further­
more, it is well known that some companies are performing tests which 
cannot be completed before March 6, 1961. W ill the Administration 
request from Congress authorization to grant further extensions 
beyond March 6, 1961 ? If so, will you please detail the request to 
Congress which is contemplated by the Administration?

Mr. Kirk: I think the best I can do is refer to what I quoted 
Mr. Harvey as saying and what he said himself yesterday morning.

Mr. D epew : A number of so-called “blanket petitions” have been 
submitted to the FDA covering incidental additives which may migrate 
from various packaging materials and processing equipment. At the 
time of w riting this question, at least one of them has been officially 
filed. W hile at one time certain FD A  officials encouraged the blanket 
approach to this type of problem, it has been rumored that there has 
been a change of policy. Please clarify current policy.

Mr. Kirk: I think perhaps there’s some confusion here, maybe 
arising out of the use of the term “blanket” or as some people have 
said, “omnibus.” This has got to be an individual thing as far as 
consideration of hazard is concerned but certainly there has been no 
change in our policy that a petition such as the one submitted by the 
Can M anufacturers’ Institu te is proper and, as I mentioned yesterday, 
we are currently filing a comparable one submitted by the Adhesive 
M anufacturers’ Association. No change in our policy.

Mr. D epew : How far may prior sanctions on a package be ex­
tended to other packages; for example, we understand that the biscuit 
dough canister consisting of a spirally wound aluminum foil-lined
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paper tube with metal ends has been the subject of a prior sanction or 
letter of “no objection” from the FDA. Does this mean that similar 
canisters made by other manufacturers are also under this prior sanc­
tion? W ould this prior sanction apply to other acidic foods such as 
frozen fruit juices?

Mr. Kirk: The prior sanction given to one manufacturer would 
apply to the identical article made for the same purpose by another 
or as many as there happen to be. However, a prior sanction which is 
granted for biscuit dough certainly would not be regarded as extending 
to acidic products where you might have an entirely different extrac­
tion problem.

Mr. D epew : In many cases and, in particular, in linings for food 
containers one is permitted to provide materials for contact with food 
on the basis that the ingredients are listed in the Federal Registrar 
as being on extension until March 6, 1961. This date is just a little 
over three months away, and in the meantime the food-packaging 
industry is preparing containers which may not be used until after 
March 6. How can the container manufacturer assure the food packer 
that those containers now being manufactured under the extension 
provision will be acceptable to FDA after March 6, 1961 ? I believe it 
is essentially the same question that Mr. Goodrich answered.

Mr. G oodrich: T h a t’s correct.
Mr. D epew : The food-packaging industry requires written evi­

dence that a material used by them is acceptable under the provisions 
of the food additive amendment. The staff at FDA is not sufficient 
to provide these letters and most often does not have the information 
upon which to base a ruling. How can a food packer be assured that 
the materials he is using are acceptable to FDA? W ho is legally 
responsible—the packer, the container manufacturer, the coating man­
ufacturer or the raw material supplier?

Mr. Kirk: Of course, the easiest way to handle that would be to 
say if the material is covered by a formal regulation then he and 
everyone can take a look at it and see whether it complies. As far as 
who is responsible, I think you have to take into consideration all of 
the facts in any particular case and, perhaps, in some instances, every­
one that you name would be responsible. Do you agree with that, 
Mr. Goodrich?

Mr. Goodrich: Yes.
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Mr. Depew: W ill there be any attem pts by FDA to insure 
properly qualified, objective public disclosure of official information 
and to educate the science writers, etc., in objective interpretation 
to the public w ithout the use of sensationalism (also called “reader 
interest”)? Mr. Clark, will you make comments on that?

Mr. Franklin D. Clark: W ell, historically the Food and Drug 
Administration has always believed in an informed consumer and 
informed industry. W e have been and are using, and will continue to 
use, the proper methods to provide as much information as we 
possibly can.

Mr. Depew: What assurance does the consumer have that food
or food ingredients containing direct or indirect food additives will be 
labeled so that such foods can be avoided if desired?

(1) W ill trace level additives be labeled ? For example, will spice 
extractives containing a residual solvent with a tolerance of ten parts 
per million be so labeled?

(2) If trace level additives are required to be labeled, is there a 
lower limit for such requirement?

(3) Has there been any disclosure so far tha t a food additive 
having an approved tolerance and so labeled in a given food, is being 
used in another food within the approved tolerance level without 
labeling?

(4) Does the FD A  have a program in effect to uncover the pos­
sible violation referred to in (c) ? Mr. Kirk?

Mr. K irk : First, this m atter of labeling for ingredients would be 
covered by the specific terms of Section 403(i) (2) and (g) of the basic 
law. Certainly if it is not a standardized food, a direct additive would 
have to  be declared by its common or usual name. If it’s a standard­
ized food, then the terms of the standard would prevail. In general 
we would not regard this ten-part-per-million residual of a solvent from 
the preparation of a spice extract as a substance calling for declaration 
under Section 403(i) (2).

However, I hasten to say: L et’s not carry tha t too far. There 
may be some instances where the residual material or the incidental 
material, if you will, would have a definite effect or bearing on the 
finished food in which the particular ingredient is being used, and then 
we would have to consider not only the question of w hether or not it 
is proper for that food, but also whether a label declaration is called for.
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The next part—has there been any disclosure?—I don’t know of
any.

Do we have a program in effect? Yes. W e do have our inspectors 
making factory inspections regularly and as a part of their work they 
are checking on this food additives m atter just as they do other 
possible violations of the statutes.

Mr. Depew: W hat is the current status of ethyl alcohol as a 
food additive ?

Mr. K irk: W e regard it as generally recognized as safe.
Mr. Depew: Does the FDA have a project under way or planned 

to establish whether a considered selection of widely used food proc­
essing operations employing physical and/or chemical agents now con­
sidered to be GRAS are in fact safe as judged by comprehensive 
feeding tests?

Mr. K irk: I don’t know of any except perhaps methyl salicylate, 
which was on our original GRAS list and on which, last November, 
we decided to defer final comment until Dr. Lehm an’s work on feeding 
tha t substance had been completed.

Mr. Depew: W ould it not be more accurate and consistent if 
FDA tolerances were expressed as parts per million to the dry m atter 
content of a food rather than on the “as is” basis?

Mr. K irk: Well, we’ve considered that from the same standpoint, 
essentially, as we did this m atter of how you determine the order in 
which you list ingredients. After all, here is a specific food and we 
are setting a limit for that particular article. There may well be some 
instances where this dry basis would be a proper determination, but 
if you don’t have to  dry the thing to find out, let’s not put one more 
step into the chemical determination of the additive.

Mr. Depew: Another question for Mr. Clark: How can FD A  
reconcile an item listed as GRAS under the food additives law being 
provisionally listed under the color additive law until its safety is 
established?

Mr. Clark: Well, under the color additive amendments there is no 
provision for a “generally recognized as safe” list. Until final promul­
gation of the general enforcement and administrative regulations there 
would be no way to list a color additive under anything but the 
provisional list.
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Mr. D epew : For Mr. Kirk again: Substances on the GRAS list 
must be of appropriate food grade and be prepared and handled as a 
food ingredient. The regulations provide that upon request the Com­
missioner will offer an opinion, based on specifications and intended 
use, as to whether or not a particular grade or lot of the substance is 
of suitable purity for use in food. However, is it not possible to 
formulate specifications which, if met, would satisfy the “food grade” 
test for the general use stated in the GRAS list?

For instance, is it not possible to formulate specifications for sub­
stances such as calcium carbonate, calcium chloride, calcium citrate, 
and calcium gluconate for use as buffers and neutralizing agents 
which would meet the “food grade” test without regard to the particu­
lar product in which the substance is so used?

Mr. Kirk: Well, I think it would be possible to do that. As a 
m atter of fact, various m anufacturers have already done so and I 
would guess that most manufacturers of those substances have a 
“food grade” which, if we were asked about it, we’d say: “Certainly, 
we agree.”

On the other hand, keep in mind that this GRAS list to which 
reference was made covered 178 different items and, of course, there 
have been additional GRAS lists since then. If we had tried to work 
out a specification for each of those items, you wouldn’t have that 
GRAS list yet. There is a growing desire for a codex of these various 
items. R ight now, the Food and D rug Administration just can’t do it, 
although we are still willing to comment as offered in that notice.

Mr. D epew : A question for Mr. Goodrich : The cranberry episode 
has been associated with the food additives amendment. W asn’t it 
really an infraction of the Miller—or pesticide—Amendment?

Mr. Goodrich: Insofar as the seizures were concerned with fresh 
berries, it was a pesticide-chemical case; insofar as they were con­
cerned with canned products, it came under the food additives amend­
ment. There were few cases on canned berries, but mostly on fresh 
berries.

Mr. D epew : A question for Mr. Rankin: Among the recommen­
dations of the President’s Science Advisory Committee Panel on Food 
Additives was the proposal that the Secretary of Health, Education, 
and W elfare appoint a board to advise him in evaluating the evidence 
relative to potential carcinogenicity. Has such a board been appointed
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and has it considered the evidence with respect to the food and color ^  
additives which FD A  has interpreted as carcinogenic?

W hat is the present status of organic arsenicals, stilbestrol, and 
polyoxyethylene monostearate insofar as alleged or suspected car­
cinogenicity is concerned?

Mr. Rankin: The Secretary has appointed a committee to con­
sider the evidence on one chemical. The committee report has not 
been released, but our D epartm ent is following the suggestion made 
by the Kistiakowsky Committee in that regard. The present status 
of the organic arsenicals (I presume that refers to the use of organic 
arsenicals in animal feeding) is tha t those materials which were 
approved or sanctioned by the new-drug-application route or by the 
antibiotic-application route before the food additives amendment 
became law may still be used by the firms who have sanctions. They 
may not be used by other firms until these other firms have effective 
new-drug-applications or effective antibiotic applications.

Some question has been raised about the organic arsenicals because 
it is known that some inorganic forms of arsenic, specifically sodium 
or potassium arsenite can cause cancer. W e believe that before the 
Food and D rug Administration could approve a petition for an organic 
arsenical, saying that it is safe, it would be necessary to conduct 
further testing or at least a very complete review of the available 
literature to determine w hether those materials are generally recog­
nized as safe.

W e have recommended to the industry that it conduct literature 
research—that it conduct necessary research to resolve this question. 
W e know that some work is being done but we are not sure just where 
the industry is on that point. A t the same time, some of the govern­
ment scientists are reviewing literature on arsenic to resolve this 
matter.

Diethylstilbestrol, also used in animal feeds, produces cancer 
when fed to test animals. W e therefore are barred from approving 
further applications for permission to  add diethylstilbestrol to animal 
feeds.

Incidentally, last year when the Congress was considering the 
cancer clause to the color additive amendment, we suggested that the 
provisions of the Delaney anticancer clause should not apply to a 
chemical used in animal feeds, provided the chemical did not harm
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the animal itself and provided that under the conditions of use no 
residue of that material remained in edible tissues of the treated 
animal. T hat suggestion did not receive consideration by the com­
mittee considering the legislation. W e don’t know, of course, whether 
it will receive consideration in the next Congress.

If my chemistry hasn’t failed me, polyoxyethylene monostearate 
is the chemical designation of the product I know as M YRJ 45; that is 
the chemical that we’ve heard so much about yesterday and today. If 
I may take the liberty to summarize what has been said about it, 
industry representatives say that the government has made a terrible 
mistake in holding that M YRJ 45 may not be added to food.

I hasten to come to the defense of the government. The Delaney 
anticancer clause says tha t a chemical may not be sanctioned for use 
in food if it induces cancer when fed to man or animals or if it induces 
cancer when tested by other appropriate means. The anticancer 
clause doesn’t have the word “carcinogen.”

Now, there’s been a lot of discussion these two days about whether 
M YRJ 45 is or is not a carcinogen. This term is not used in the law. 
The question is whether, when you take a control group of animals 
and a test group of animals and you feed the test group a diet with 
M YRJ 45 added, and you feed the control group the same diet without 
M YRJ 45 added, the test group gets cancer and the control group 
doesn’t. Now that happened when M YRJ 45 was tested. I t  clearly 
is a cancer-producer within the term s of the Delaney anticancer clause 
and it clearly cannot be sanctioned in food in any concentration.

Mr. D epew : Dr. Oser, would you like to comment on that ques­
tion or the answer?

Dr. O ser: First, I should like to  make a general statem ent on the 
question of w hether a substance induces cancer. W e all must recog­
nize that the only limitation that is placed in this statute is. “when 
ingested by man or animals” and there is no limitation on the amount 
ingested or the conditions and the period of ingestion and anything 
like that so this is, at present, without limitation.

But I m ight a d d : Isn’t this just exactly a situation where the 
rule of reason ought to apply because these tum ors that we are refer­
ring to in the case of MYRJ 45 arose in animals receiving 25 per cent 
of the substance in their diet.
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Now, I should also like to point out tha t the very same evidence 
on which this conclusion of M YRJ 45’s inducing cancer is based was 
reviewed by the National Research Council’s Committee on the Evalua­
tion of Carcinogenic Hazards. I t  was also reviewed by the President’s 
committee and, w ithout unnecessarily lengthening this comment, I ’d 
like to read just one short paragraph from the President’s committee:

Poly-oxyethy lene stea ra te  fed to  ra ts  a t a  level of 25 percent of th e  diet, but 
no t a t low er levels, produced urinary  b ladder stones w hich induced bladder 
tum ors, som e m alignant.

Since the cancers are alw ays associated w ith the  presence of stones, m inute 
traces in the hum an diet are no t likely to produce b ladder cancer and can be 
trea ted  as any o th e r toxic m aterial.

Mr. D epew : I t  is reported in the press that FD A  has decertified 
and banned the use of Red No. 1 on suspicion it may be carcinogenic. 
Is it to be assumed FD A  may arbitrarily take such action on other 
colors or additives merely on the suspicion that they may be carcino­
genic or otherwise harmful?

Mr. Clark: The color was banned on the basis of liver toxicity— 
not carcinogenicity.

In relation to the second part of the question, the Food and D rug 
Administration would not delist colors for carcinogenicity w ithout a 
thorough study of the scientific basis.

Mr. D epew : A question for Mr. K irk: Is it true that food addi­
tive petitions are being considered as acceptable for filing in certain 
cases where information required under the statute—for example, 
reports of investigations to establish safety—is lacking? If so, is not 
the legality of any regulation perm itting the use of such food additive 
subject to serious question?

Mr. Kirk: If we don’t have the evidence I can assure you there’s 
not going to be any regulation that will be the subject of any question.
I know of no petitions which are being accepted for filing w ithout the 
necessary information. As a m atter of fact, the complaint I heard was 
that we seem to need more for filing than the folks w ant to submit.

I wonder if there’s any question here about one thing that we did 
say. W e have a regulation dealing with the submittal of published 
material. W e did say, however, that if someone is referring to an 
article which was published by the Food and D rug Administration, 
we’re not going to require you to send us a bunch of copies of that 
particular document. (Laughter)
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Dr. Gordon: Can I make a comment? I think one encouraging 
■ thing to us scientists in industry has been the increasing emphasis 
in recent years in the Food and D rug Administration to establish their 
own research programs, not all of which are concerned with immediate 
regulatory problems. I ’m only familiar with a couple of the items 
being done in nutrition, but I think this, to us, is a very healthy sign. 
I t  will make for much better scientific exchange; it insures that the 
government scientist keeps up to date besides the specific problems.

I think much more important, too, is that the industry m atters on 
toxicology have always been on an eminently fair basis, though I 
want to make it clear from any other remarks I might have made that our 
problem is more with the way the laws might be worded than with 
the treatm ent we ourselves are receiving.

Mr. D epew : A question for Mr. Clark. I t  is noted that FD&C 
Red No. 4, FD&C Red No. 2, FD&C Yellow No. 6, FD&C Green No. 
3 have not been cleared on two-year tests. These have been placed 
on extended testing.

(1) W hat is the status of these colors during extended testing?
(2) May we expect interim reports during the testing period?
Mr. Clark: I presume this question derives from the chart that 

was presented at the meeting on November 17, indicating that these 
particular colors are undergoing seven-year dog studies. Their status 
during any testing th a t’s being done is exactly as listed in the pro­
visional list and that is: They are at present under unrestricted use. 
I don’t believe any special significance needs to be attached to their 
seven-year test program except that it is part of the testing program 
to determine their safety for use. W e do not expect to publish interim 
reports on these studies.

Mr. D epew : A question for Mr. Goodrich: Is a product such as 
ice cream, made and sold w ithout crossing state lines but made by a 
company that is generally in interstate commerce, subject to federal 
law—that is, to Food and D rug Administration jurisdiction?

Mr. Goodrich: I t  is not unless it is delivered to a customer for 
introduction into interstate commerce, in which case it would be both 
a criminal offense and the subject of a possible injunction for a local 
firm to deliver a violative ice cream locally to another firm who carried 
it in interstate commerce. But as long as the ice-cream maker made 
and sold his product and did all of his business within one state, he is
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not subject to federal jurisdiction simply because he is in interstate 
commerce in other products.

Mr. Depew: For Mr. K irk: W hat is FD A ’s attitude toward 
industry-group-sponsored “qualified expert" panel expressions con­
cerning the GRAS status of definite conditions of use for definite 
materials ?

Mr. K irk: I'm not quite sure that I understand the question. I'm  
afraid that I'd  want to know more about this "qualified expert” panel 
before I ’d try  to comment. It just doesn’t ring a bell with me.

Mr. Depew: The Food, Drug, and Cosmetic Act now regulates 
drugs—both for man and animals; food additives ; color additives; and the 
various classes of pesticides and agricultural chemicals. Suppose a 
substance belongs in two or more of these categories. Is it necessary 
to file a multiplicity of applications and petitions or can the adminis­
trative process be simplified?

Mr. K irk: W e think we have simplified it. This comes up quite 
frequently with new drugs and food additives, antibiotics and food 
additives, food additives and pesticides, and some may recall we had 
one case where a product was a new drug, a food additive and a pesti­
cide chemical all at the same time. One filing, as far as we are con­
cerned, is enough to get the necessary regulations provided all the 
necessary information is in them.

Mr. Depew: The occurrence of bladder stones during the admin­
istration of an agent has been said to automatically place that agent 
in the carcinogenetic category because of the anatomical effects due 
to irritation. Is this necessary, or reasonable, when a dose response 
can be demonstrated and/or when the occurrence of the bladder stones 
can be related to solubility and doses of 100 or more times the expo­
sure level do not produce this effect in long-term studies? Mr. Rankin, 
would you like to comment on that?

Mr. Rankin: I am not aware that anyone in the Food and Drug 
Administration has stated that the occurrence of bladder stones auto­
matically classifies the material being fed as a carcinogen. I presume 
that the question relates back to the MYRJ 45 situation, in which 
cancers were produced in test animals that were being fed M YRJ 45, 
but we have made no statem ent tha t covers the field as this one does.

Mr. Depew: Dr. Oser, do you w ant to comment any further?
Dr. O ser: No.
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Mr. D epew : W hen a tolerance is established under a food addi- 
tiye regulation, is the analytical method whereby it is controlled 
published or otherwise made available to interested parties, including 
consumer testing laboratories? Mr. Kirk?

Mr. Kirk: I t  is not ordinarily published but certainly it is avail­
able to anyone who is in terested ; just ask for it and we will see that 
you get it. Of course, in many cases the method would be in the 
books, such as those of the AOAC that are available to the public.

Dr. Gordon: I ’d just like to comment that we recommend to most 
of our association members that it is advisable to publish all methods 
promptly in the accepted literature for just this reason, and we do so.

Mr. D epew : Thank you, Dr. Gordon.
A question for Mr. Clark: The language in the definiton for 

color additive “. . . is capable . . .  of im parting color thereto” is very 
broad. Many substances “derived” from a vegetable, animal or min­
eral source have this capability. W hat is the interpretation of the 
FD A  as to the scope of this definition? Does the definition include 
a great number of substances which have the requisite capability but 
which in the past have not been used primarily for their color?

Mr. Clark: Well, it’s certainly true tha t the definition of color 
additive in the statute is a broad one and it was the purpose of 
Congress to so make it. W e have stated in the proposed regulations 
(that Mr. Goodrich referred to) that a color additive would necessarily 
be one that actually transm itted color visible to the naked eye.

Even though it m ight not be a color additive it still m ight be 
necessary to consider as a food additive an article that did not actually 
color a food, drug, or cosmetic. W e have tried in the proposed regula­
tions to indicate tha t where a food such as chocolate carries its own 
color into a mixed food product, it will not be considered a color 
additive.

Mr. D epew : Another question for you, Mr. Clark: Can colorants 
other than those listed as safe be used for food-packaging applications, 
so long as they are not expected to  become a component of the food ? 
If so, w hat proof is needed that they do not become a component of 
the food and how can such opinions or concurrences be obtained?

How long a period would be reasonably expected to elapse before 
such opinions can be supplied by the FDA?
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Can such colorants be used in food-processing container or house­
wares in contact with food?

Mr. Clark: Well, th a t’s partly been answered and that is that 
we’ve defined—excluded from color the definition of color additive—a 
product tha t does not transm it its color to the food. Again we must 
consider the possibility of its being a food additive even though it is 
not a color additive. In regard to the length of time for an opinion,
I think Mr. Kirk has answered that. The answer would forthcoming 
just as rapidly as we could get it.

Mr. Kirk: You m ight use the Ramsay extraction studies to check 
on whether it m igrates or not.

Mr. D epew : Thank you.
Another question for Mr. K irk: Is it necessary to declare on a 

label an ingredient in very small quantity—for example, the tricalcium 
phosphate which is used as an anticaking ingredient in salt which is 
subsequently used at about 3 per cent in a product?

Mr. Kirk: Of course that must be declared on the label of the salt. 
W hether it has to be declared in a food to which the salt is added will 
depend on a lot of facts: w hat kind of a food; why it’s there. Some 
of these anticaking agents have been authorized only for use in table 
salt; they have not been authorized for use in other kinds of salt, and 
should not be present in them.

Mr. D epew : A supplement to that question: W hat about small 
amounts of aluminum oxide (less than 200 parts per million) from 
grinding stones in a product?

Mr. Kirk: I ’d like to talk to the scientists before commenting on 
that. [Later, FDA advised that while it is not concerned about the 
safety of less than 200 parts per million of aluminum oxide it would 
need more details before commenting on the legality of this situation.]

Mr. D epew : T hat concludes our question-and-answer session and 
the conference. I trust you all have enjoyed it and I think our panel 
here merits your thanks for their answers to your questions. (Applause)
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Acceptance Statement
of The Food Law Institute Scroll
for the Food Protection Committee
By WILLIAM J. DARBY

In His Remarks at the FLI Dinner on November 28 in Honor of the 
Food Protection Committee, Dr. Darby Described Its Role Now and 
in the Future. He Is with the Division of Nutrition, Departments of 
Medicine and Biochemistry, Vanderbilt University School of Medicine.

r I T I E  M EM BERS of the Food Protection Committee of the Food
and N utrition Board, National Academy of Sciences-National 

Research Council—the present members and those who have retired 
from the committee—the many current and past members of the 
subcommittees of the FPC, the current and past members of the' In ­
dustry Committee and of the Liaison Panel, and those American indus­
tries which have provided the academy with support for the activities 
of this committee all take pride tonight in the award which The Food 
Law Institu te has seen fit to bestow upon the Food Protection 
Committee. W e are justly proud that you should consider us worthy 
of the distinguished company of the previous recipients of this award.

It was but a decade ago that the Food Protection Committee was 
organized. And it is from the perspective of the decade that we may 
best assess the progress in this field—it is im portant not to appraise 
progress in the midst of a crisis!

Recall, if you will, those fitful days of the bread hearings, charac­
terized by distrust, by sometimes poorly designed studies, by the 
reign of the “per se” clause, by the widespread concern for “poison 
and deleterious,” by the confusion between toxicity and hazard— 
indeed, for the naivete which characterized our outlook on this whole
ACCEPTAN CE STA TEM EN T
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Dr. William J. Darby, Shown on the Right, Accepts the Scroll 
from President Franklin M. Depew of The Food Law Institute.

problem. Ten years hence many of today’s critical issues will seem 
as remote.

Consider the progress of the intervening years: the legislative 
amendments—the Miller bill and the amendments to the Food and 
Drug Law which requires pretesting—the widespread recognition of 
the usefulness and validity of metabolic studies in providing a basis 
for assessment of safety, the attention given to the subject of food 
additives by the international agencies and the tremendous influence 
of their activities in this field, the maturation of the subject of toxi­
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cology of foods, the support for research available through such 
agencies as the Toxicology Study Section of the N IH , the better under­
standing of the considerations of carcinogenesis, and the ever-increas­
ing understanding and good will, respect and trust between those 
powerful trium virates of industry, government and university scientists.

The Food Protection Committee would be immodest to claim any 
major role in bringing about these developments. It would, however, 
be dishonest to deny a sense of pride and satisfaction in the contribu­
tions which it has made to progress in the field.

A t the same time, it would be unrealistic not to acknowledge the 
many points which give us great concern for the future. May I indi­
cate a few examples.

W e must have much more attention by the scientif.c community 
to the basic problems relating to assessment of additives. W e must 
have research on methodology. W e must remain alert, fiexible, youth­
ful and imaginative in our assessments of scientific studies. W e must 
be realistic and scientifically unprejudiced in our interpretation of 
data and, particularly, in projection of these results from the laboratory 
to their significance in the human. As individuals we must provide 
guidance for those responsible for the formulation of our laws and 
regulations, so that they may formulate protective measures which 
are not unduly restrictive.

Role of Food Protection Committee
W hat is the role of the Food Protection Committee now and in 

the future? Indeed, what do the words ‘'food protection’’ signify? W e 
have always interpreted them as signifying protection against debase­
ment of our foods and protection of the health of our population result­
ing from contaminated or debased food substances.

In earlier years the function of a Food Protection Committee would 
no doubt have been to reduce the hazard resulting from bacterial 
contamination of foodstuffs or from deceitful debasement. During the 
past decade we have been concerned with the removal of the last 
possibility that additives might be harmful to the customer.

I see a need for the further evolution of our thinking aimed at 
attaining these latter goals. W e have techniques for obtaining scien­
tific answers to many of our questions today, but we are w anting in

PAGE 79ACCEPTANCE ST A TE M E N T
A



feasible and simple methods for assessing many properties of food­
stuffs or additives. These we must develop, and the FPC may con­
tribute thereto.

The FPC can aid further in codifying information on additives 
and much of its present effort is so directed.

More difficult, however, will be the education of the public at 
large concerning the gravity of our food situation. Present-day 
surpluses of food have given widespread credence to the notion that 
we are producing too much. Such an interpretation supports the 
view that we can afford to return to “the good old days,” when one 
farmer worked diligently to produce sufficient food and fiber for three 
people instead of 25 to 29.

The United States Department of Agriculture has estimated that 
in order to meet the population increase expected by 1975, that is, 
15 years hence, some 200 million additional acres would have to be 
in production if we assume today’s productive capacity per acre to 
hold. W e do not have 200 million additional acres of land for cultiva­
tion. W e do not have trained or educated farmers to manage such 
acreage. Fewer persons yearly are entering farming as a career. But 
fewer insects, rodents and other sources of loss of agricultural products 
are not pertaining. Neither is there a decrease in the num ber of misin­
formed individuals relative to foods. The vocal followers of Long- 
good, of Rodale, of Sir Albert Floward, of Estelle Davis are constantly 
making themselves heard in legislative and other groups.

In order that the United States and the world at large may have 
an adequate food supply, we each as individual scientists have a 
personal responsibility and, collectively, a moral obligation to support 
and prosecute research, to make available in a completely unbiased and 
responsible manner the findings of our studies, and to interpret these 
findings objectively. W e have a further responsibility to examine 
our laws and regulations and proposed new legislation in light of our 
knowledge of science and of food needs of our population today and 
tomorrow, and to make certain that these laws and regulations are 
such as to assure the fulfillment of needs and to permit scientific 
agriculture and food industry to provide the most wholesome, nutri­
tious, safe, attractive, acceptable and economical foods to nourish in 
all good health the ever-increasing population of this country—and to 
set the pattern which other less fortunate nations may follow.

[The End]
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