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It gives me pl eas ure to be with you today to dis cuss consumer protection
under the Fede ral Foo d, Drug and Cosmetic Act. As you know, the primary
function of t he Food and Drug Administration is .to prote ct the health, we l far~,
and pocketbook of the consumer.
When we stop to think about i t , Federal l aws to protect the health of the
Nation's peop l e are of re la t ive ly recent o rig in, having been preceded by laws
e nac ted by a numbe r of States.
I t was through the efforts of publi c-min ded crusaders, such as
Dr. Harvey W. Wil ey , with the substant ia l a id of consumer groups and others,
. that the o riginal Federal Food and Dru gs Act was passed in 1906. Most of the
American people t oday take much for granted and do no t remember t ha t only a
f ew short decades ago our food supply was not generally safe. We had to
exerc ise the same unu s ual care domest i ca lly in the se l ect ion of f oods and the
places whe re we ate as those who now travel abroad in some coun tr i es.
We are proud of the f ac t that today the Ame ri can food supply i s
tremendou s ly improved . This undoubte dly contributes to our nat iona l well-being.
These advances did not jus t happe n. They res ulted, in part, from indu stry's
constant efforts to improve the food and drug s upply. Consumer demands and
competition fo r favor of the consumer are powerful influences in this direct ion.
And in part this progeess has res ulted f rom the type o f foo d, drug and other
health laws we have in this country. The Food , Drug, and Cosmetic Act, passed
in 1938 , has been a maj or factor in the improvement. Consumer groups have
played and continue to pl ay an impo r tant ro le i n securi ng passage of necessary
protect ive leg islati on, an d in su pporti ng active enfo rcement.
Five years ago, the Secreta ry of Hea lth, Education, a nd Welfare appointed
a committee of public-spirited individuals, known as the Ci tizens Adviso ry
Committee, t o study t he prog rams of the Foo d and Drug Adm ini stration and make
recommendati ons concerni ng the amoun t and kind of enforcement of t he Food,
Dru g, and Cosmetic Act an d related statutes, which would best serve the
in terests of the coun t ry . This commit t ee , after very searching inquiry, ma de
approximately 100 recommendat ions covering three broa d areas: (1) Personnel
a nd facilities t o insure cons umer protect ion, (2) new activ i t i es o r activities
which should be expanded, and (3) planning and administrative changes. A
l a rg e part of these recommendations have been or are currentl y being carried
out. Full accomplishmen t depends upon availability of funds and personnel.
Th e most importan t recommendati on was for a t hree to f our-fold increase in
personn e l and faciliti es wi t hin a five to ten year per iod. To date, we have
accomp li s hed approximate ly a two-fold expansi on .
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A headquarters building was propos ed to consolidate FDA's Washington
activ iti es, which are now scattered in six different locations. The site has
been acquired and the plans drawn . The 1961 budget will, if approved by the
Congress, provide funds for construction.
In keeping with the Committee's recommendation that we en l arge and
improve our consumer information act ivities, we have en larged the Division of
Public Information.
Additionally, we have expanded what we call a consumer consu ltant
program.
It has three principal objecti ves:
l.

T.o provide a channel of communication through which consumer
vi ews in matters relating to foods, drugs, and cosmetics can
reach FDA and thus promote more intelligent programming of
enforcement work.

2.

To provide a source of comment and criticism by which an
evaluation may be made of the effectiveness of FDA's
acti vities from the consumer's point of view, and

3.

To inform consumer groups regarding th e protection afforded
by food and drug laws and to promote more intelligent action
on their part in buying and using products covered by these
l aws .

Just recently, we appoi nted Mrs. Carla S. Williams as our Cons umer
Prog ramm ing Officer. She is charged with the planning and coordination of the
activities of our consumer consultants locat ed in FDA's 17 field districts .
Incid enta lly, we are fortunate in having Mrs. Frances Satterlee of Minnespolis
as the consumer consultant in this area.
I am sure that she would be happy
to discuss with you any problems of mutual interest.
The great technological advances that have occ urred in the food, drug,
and cosmetic fields require improved controls. They have been responsible
for such recent changes in the Federa l Food, Drug , and Cosmetic Act as:
I.

2.

The Pesticide Chemicals Amendment, which is concerned
with limi t i ng pestic ide residues on raw agricultural
commodities to amounts that will be completely safe
for consumption, and
The Food Additives Amendment which provides for the
establishment, by scientific means, of the safety
of additives before they may be used commercially
in food.

As indi cated, both of these amendments require us to find that the
residues of chemicals that may be permitted in food will be safe. We are
advised by responsible scientists engaged in cancer researc h that it i s not
possible with present procedures to determine a safe feeding level for a
substance that produces cancer when fed to laboratory animals. So it is our
view that both amendments forbid the establ ishment of permitted tolerance
leve ls for such cancer producers in food. The Food Additives Amendment has
a cancer clause specifically forbidding us to establish tolerances for
cancer producers.
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Within recent months, two developments have focused public attenti~n
upon the cancer question. A cance r-producing pesticide used to kil l weeds in
cranberry bogs was appl led improperly by some growers so that residues of
the chemical remained in harvested cranbe rri es. When the error first occurred
in 1957, the National Association of Cranberry Growers was able to impound
suspect lots and withhold them from distribution. A sim il ar error occurred
in 1959 by which time we had learned that the chemical does produce cancer
when fed to rats, but this time the growers were unable to keep contaminated
lot s off the market. So it became necessary for the Department to warn the
public last November of the ex istence of co ntaminated berries and to establish
a mechanism for examining lots on the market and properly branding those that
were free of the poisonous chem ical.
The second development stemmed from the use of a synthetic hormone-like
chemical, stilbestrol, in chickens. Silbestrol is a new drug so its proposed
use in chickens had to be cleared by us before it could be marketed commercially. We did grant clearance on the basis of evidence which led us to
believe that no residues of the drug would be left in edib le portions of
treated chickens. Newer testing procedures showed later that this conclusion
was in error, that when used in accordance with directions the st il bestro l
would l eave small residues in the li ve r, kidneys, and skin fat of treated
birds. Consequently, we fou nd it necessary to request the manufacturers of
stilbestrol to discontinue its production for use in poultry raising, the
poultry raisers to discontinue its use, and retai I grocers to discontinue
handl ing treated birds.
No doubt you have recently seen a numbe r of stories in the press
relating to the presence of antibot ic
and pesticide residues in milk.
Penicillin residues, as you may know, result primarily from the use of
penicillin preparations in the treatment of mastitis. DDT and other pesticide
residues result from the use of these pesticides for the control of insects
a round the barnyard as well as on feed and forage crops. We believe that milk,
which const itutes an appreciable part of the diet of infants and invalids,
should be free of poisonous residues. Beginning in 1954 and continuing in
1955 and 1956 we carried out a series of surveys collecting and examining
samples of milk from different areas. We found small quantities of penicillin
and DDT in a sign ifi cant number of samp les.
During and subse quent to this period we conducted an intensive
educationa l program in cooperat ion with the U. s. Department of Agriculture,
the U. s. Public Health Service, State and local food law enforcement
officials, a nd milk producers and distributors in an effort to e liminate the
problem.
Another similar survey carried out during 1958 disclosed a drop from
11.6% of samples showing penicillin contamination to J.r/o and a drop in

significant pesticide residues from 19.5% in 1955 to 2.5% in 1958. This
justified the conclusion that our educational activities had resulted in a
noticeable reduction in the occurrence of penicillin and pesticides in the
milk samp le s in 1958 as contrasted wi th the earlier surveys. Unfortunately,
it a lso demonstrated that the problem was not being solved by educational
means alone and it was necessary for us to set up a program invo lving
regulatory action as a supplement to the educational program.
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This proposed program was announced and initiated during the latter part of
1959. We have not yet found it necessa ry to seize shipments of fluid milk,
but a lot of butter conta ining DDT has been seized and we are in the process
of seizing some evaporated milk with the same adulterant.
About 10 years ago we sta rted training our inspectors and chemists to
deal with radioactivity in foods. In 1956, with the splendid cooperation
of consumers, we obtained many samples of foods packed prior to the first
atomic blast in 1945 . In this way, we determined the naturally occurring
radioactivity and are able to measure any increased radioactivity in our food
supply as a result of weapons testing or industrial uses of atomic mate rials.
We are continuing the monitoring of our food supply to make sure that the
radioac tivity levels of all products remain within allowable limits .
Synthetic colors have come in for a certain amount of discussion recently.
As you know, the law provides for the listing and certification of synthetic
colors which are harmless and suitable for use in foods, drugs, and cosmetics.
~le, and the courts, have held that the term "harmless" must be interpre ted ·
literally. Thus, for a co lor to be eligible for listing or to remain on the
list, it must be t ruly harmless. Within the past few years, new scientific
testing methods have shown that some of the synthetic colors which we re
certified for use as 11 harmless 11 are, in fact, capable of causing harm when
fed to animals in test concentrations that are deemed proper. Accord ingly,
ste~s have been taken, or are being taken, to delist them.
Some of these
co lors may be safe for use under tolerance restrictions but the present law
does not authorize us to establish such tolerances. This situation is
responsible for causing alarm in the food, drug, and cosmetic industries,
such as that set off by the manufacturers of l ipstick. Congress is presently
considering legislation providing for the establishment of tolerance
limitations and other conditions for safe use of colors which we hope will
clarify this situation.
We need your interest and help in dealing with problems such as those
already discussed. But we particularly need your active assistance in other
areas. I have in mind quackery. It is one of the Nation's biggest consumer
health prob l ems. We can dea l with only one phase of the problem - inters tate
commerce in foods, drugs, med ical devices, and cosmetics that are worthless or
dangerous for the i r in tended purpose or which are misbranded by fa lse or
misleading promotion. States and commun it ies, and c i tizens as a whole must
dea l with other aspects.
In recent years, three types of quackery have become of major importance.
These are: I. worthless cancer remedies; 2. worthless therapeutic devices
represented for the prevention and treatment of serious diseases; and 3.
nutritional quackery. The latter may take any one of several forms. Lectures
by self-sty led 11 experts 11 on nutrition, door-to-door promotion of over-priced
vitamin-mineral combinatlons with extravaga nt claims of prevention or
treatment of disease, and promotion of food supplements by mislead ing advertis ing and labeling are among the most common. The American Medical Associat ion
estimates that the public wastes over 500 million dollars a year on nutrition
nonsense.
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For some years we have been e ngaged in an intensive e ducationa l program against
nut ritiona l qu ackery. The Amer i ca n Medi ca l Assoc i ation, the National Better
Business Bureau, and 1nany other orga ni zatio ns are coope rat in g. The aim of
t hi s program is to provi de the facts by which persons may eval uate t he c l aims
of t he nutrition "quack," and t hu s help dry up the market for t he wort hl ess or
misrepresented product .
As we look into the future, we see many oppor tuniti es for further wor k to
pro tect consumers . Better contro l of hazardous hou sehold s ub stances that kill
many people, particularly chiidren, every year, is urgently needed. Th era~
peutic devices and cosmetics should be tested for safety by the manufacturers
before they are marketed. Drugs that perm i t t he user to escape from reality,
pr inci pa lly barbiturates and amphetam ines, are ill ega lly di stributed in bootleg channe ls in large qu antity. A better method of regulating them i s needed.
And, as I mentioned, a better metho d is neede d to control co lo r addi t ives
used in foods, drugs, and cosmet ics. Leg isl atio n designed to b r ing about
improvements in some of these fields is already before the Congress.
At the time that the Citizens Advisory Committee made its recommendation
in 1955 for a t hree to four-fold expans ion p rogram for the Food and Drug
Admini st r at ion we translated it into terms of a staff of approx imate ly 4 , 000
people. Since t hen we have been g iven other pres s ing duti es that will require
additiona l staff - for examp l e, obi igations to control pesticides an d c hemical
additives in foods. It is apparent t hat we need and will continue to need
t he utmost support from co ns umers t hroughout t he co untry if we are to do an
adequate j ob of protecting t he cons umer of foods, drugs, and cosmet ics .

