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roHE EDITORIAL POLICY of this

Journal s to record the progress of
the law in the field of food, drugs and cos-
metics, and to provide a constructive dis-
cussion of it, according to the highest
professional standards. The Food Drug
Cosmetic Law' Journal is the only forum
for current discussion of such law and it
renders an important public service, for it is
an invaluable means (1) to create a better
knowledge and understanding of food, drug
and cosmetic, law, (2) to promote its due
operation and development and thus (3) to
effectuate its great remedial purposes. In
short: While this law receives normal legal,
administrative and judicial consideration,
there remains a hasic need for its appro-
priate study as a fundamental law of the
land; the Journal IS designed to satisfy that
need. The editorial policy also is to allow
frank discussion of food-drug-cosmetic
Issues. The views stated are those of the
contributors and not necessarily those of
the publishers. On this basis, contribu-
tions and comments are invited.
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REPORTS

This_issue of the Food Drug Cosmetic
Law Journal contains the conclud-
ing papers of the 1963 Jornt Natronal
Conrerence of the Food and D q
ministration and the Food Law 1nsti-
tute, Inc which was held m W sh-
ington, C. on Decemper 2 1963
Exce t for the remarks made by William
T. Brady, Chairman of the Board of
Trustees of The Food Law Institute,
the entire proceedings of the conference

are recorded in the December 1963 and
January 1964 issue of this magazine.

The President of the Food Law In-
stitute, Franklin M. Depew, declares
that it is time that both mdustr and
the FDA reappraise their mdrvrdual
responsrbrhtres In an article appear-
ing at page 9, Mr. Depew concludes
that “under the best regulatory systems
we have YH heen able to devise, the
pubhc |s rgely dependent on the re-
sponsipility of “business management
omplete ?overnment regulation 1s not
economica I¥ feasihle nor socrallly desir-
able. Therefore, |% is onl rea strc to
search for ways of assisting b
ernment and mana%ement better to per
form their respective functigns in a
cooperative effort for the benefit of all.

L. T. Coggeshall, Vice Presrdent of
the Unrversra/ of Ch |?a 0, discusses

the close” working relationship that
exists hetween unrversrtres and govern-
ment agencles, especraly the Food and
Drug Administration, In re(t;ar to re-
search efforts, he declares that “the FDA
must call upon the assistance of the

REPORTS TO THE READER

TO THE READER

university scienfist because both [r))
sess common long-term goals,

have skills to share, ang the talent |s
too scarce to waste and the problems
are too |mgortant to wark apart.” This
Informative article begins on page 12

Continuing professional education in
the field of public law is considered by
the Dean of the Graduate School of
Public Law at Georﬁqu Washrngton
University. Louis H. Mayo advocates
an expanded program in the area of the
food,  drug and” cosmetic regulatory
process in an article which begins on
Page 21, “Because of the changes in
he¢ scope of re%ulatrons which™ have
taken place conterning foods, drugs
and cosmetics, ther ?eem to he an
ever-expanding need for the offerin
of specrfrc Programs in the field of foo

ag aw-which will equip attor-
ne s an prosPectrve attorneys to deal
with the Ierq rights and obligations
of the regulated mdustries, As IS the
situation wrth every law, in order for
there to. b groper administration, it
IS essentral that not only the regulators
? tt 0se who are re u]late Know the
ull extent of their rignts responsibili-
ties and obligations.”

“Proper public response to science,
industry, (T;overnment and education IS
essential if consumers are to have ro
tection of their rights, and maintai
enlarge the spheré of protection grven
This “is the opinion of Dr. Hazel K.
Stiebeling, I an_article on consumer

(Continued on page 8.)
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Loss of a Friend.—Franklin M. Depew,
Pregldent of the Food Law Insfl ute,
made the following statement on learn-
mg of the death "of an old and ver

special friend of the Food Law Institute,
Mrs. Harvey W. Wiley. _

“I report with sorrow the passing of
Mrs. Anna Kelton Wiley, widow” of
Dr. Harvefy W. Wiley, on January 6 at
the age of 86. Mrs. WI|E¥ had & lon
and distinguished career in_support 0
A R
articularly in support. of sou isla-
Elon and yadm_mPs@ratlon In thegfood
and drug law field.

“It was mHmvnege to present Mrs.
W|IeY with The Food Law Institute’s
Outstanding Service Award on the oc-
casion of our Dinner In hopor of the
Food and Drug Administration on De-
cember 2 last. Mrs. Wiley in acceptmgi
the award responded with her usua
wit and good humor and seemed to
thoroughly enjoy the evening’s pro-
ceedings. o _

_ “l'know ¥,o_u join with me in my feel-
ings of gratification that we werg able
\tﬁayonor and please Mrs. Wiley in this

“Funeral services [were] held on
Friday, January 10, at St "Margaret’s
Episcopal Church, Connecticut Avenue
%dCBgncroft Place, N. W., Washington,

Mrs, Wiley’s late husband, Dr. Harvey
W. Wiley, was Instrumental in drafting
the Puré Food Act of 1906.

A graduate of G_forge Washmn%on
University, Mrs. Wiley was a member
of the Citizens Crime’ Commission of
Metropolitan Washington.

She is survived by a son, John P.
Wiley, mission director of the Agency
for International Development in Para-

%Jay, and afgrandd_aug ter, Henrietta
. "Wiley, of Washington.

r significant con-

In recognition of h ,
er understanding of

tributions to a bett
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Food Law by furthering the outstand-
ing work In this field orwnated by her
husband, Dr. Harvey W. Wiley, by
cooperating with consumer organiza-
tions and the Food and Drug Adminis-
tration, and by fostering cooperation
between industry and Eu lic agencies,
all of which weré of outstanding service
to the American People.

By
THE FOOD LAW INSTITUTE, INC.
December 2, 1963
Washington, D. C.

LETTER OF APPRECIATION
“Dear Mr. Depew:

“I write to thank you and._ the mem-
bers of The Food Law Institute, most
sincerely for the great honor bestowed
upon me and Dr. Wiley by inviting me
to that beautiful dinner on"December 2,
at Madison House here, and byfglvmg
me that eloquent and beautifully frame
award, for the work | have “done to
advance the cause of pure food and
drugs, over the years.

“l was greatly pleased and deeply
touched by the great kindness shown
gnv\?alrr& bestowing upon me this beautiful

“The Award is now hanging in the
dining room and | shall have pleasure
every time I look at It,

_“May the Fo%? Law_Institute can-
tinue, 1ts Vﬁlua e aﬁsw ance to Dr.
Larrick In the days ahead, in the cause
of pure food, drugs and cosmetics, for
the benefit of the public.

“l had the pleasure of knowmg Mr.
Charles Wesley Dunn and on séveral
occasions | went to New York City
to attend functions arranged by hini.
S0 | feel very close to The Food Law
Institute and” most grateful.

“Sincerely yours,
“Anna Kelton Wiley
“(Mrs. Harvey W."Wiley)”

FOOD DRUG COSMETIC LAW JOURNAL---JANUARY, 1964



Mrs. Harvey W. Wiley, shortly before her death, received The Food Law Institute’s
Outstanding Servicé Award from Franklin M. Depew, President of the Institute.
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Anthony J. Celebrezze, Secretary of the Department of Health, Education and Welfare, is shown delivering the Welcoming
Address at the 1963 FDA-FLI Joint National Conference. John L. Harvey, seated, was also a speaker.




Participants in the 1963 Joint  National Conference of the FDA-FLI are shown in the above photograph. In the front

row, from left to right, are:  Paul B.Willis, Dr. Paul R. Cannon, William T. Brady,John L. Harvey and Franklin M.

Depew. In the back row are:  Edward Brown Williams, Robert L. Gibson, Dr. Fredus N. Peters, Jr. Dr. Theodore G.
Klump and Winton B. Rankin.




(Continued from page 3.)

activities which appears at pa%e 26.
Dr.. Stiebeling Is a former depusy ad-
ministrator of the Agricultural Research
Services, United States Department of
Agriculture.

. Consumer achievements and opportuni-
ties are discussed at page 29, in a_paper

Edna Poyner. program assistant,
American Home Economics Association.

The Public Relations Director of the
Cooperative League of the U. S, A,
David V. Angevine, discusses “Our
Rl%hts and esponsllflhtles as, Con-
sumers,” in an “article appearing at
page 31 Mr. Angeving, who is a nfem-
er of the Consumer Advisory Council,
Executive Office of the? President, ex-
plains _ recent actions of the Councll
re ardln? pending legislation. He points
thaf _consumers have certain re-
SﬁOﬂ_SIblhtleS._ The consumer must use
the . information to ?(rrlve at rational
decisions, in the marketplace, ang this
information must also be used to insure
the consumer’s safety. He mentions the
responsipilities some consumers have
accepted to serve themfelves, as co-
operative owners, Finally, consumers
have the resRonsmlljty_t orgcanlz_e po-
[itically, so that their”influence will be
felt in"political arenas. Mr. Angevine’s
?_aper concluded the 1963 Joint Na-
ional Conference of the Food and
Drug Administration and The Food
Law” Institute.

FDA’s Work—John H. Guill, Jr.,
Director of the Chicago District of the
DA, spoke at the recent Food Update
Conference of the Food Law Institute
in Chicago. In his concludmﬁ remarks,
he offered this advice to the al’tlﬁl-
Pants: Flrft, as a consymer, read the
abels on all of the products you pur-
chase and follow the directions care-

r-0=
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fully. Second, if the product offends
you, tell us what the product is and
Why you object to_It, permjtting us to
ex”)_and and intensify our effectiveness.
Third, it you are a manufacturer or
distributor; consider _¥our product and
k/our promotion of it carefully under
he law and if in doubt of full ,comPh-
ance, submit your best effort with full
Information to the FDA headquarters
or your district office for appraisal and
comment before yqu begin- distribution
to the public.” His informative paper
Is at page 47.

Adverhsm&;_ and Cosmetics— Charles
A. Sweeny discussed some considera-
tions used in evaluating advertising for
cosmetics before a megting of the” So-
clety of Cosmetic Chemists. "Mr. Sweeny
Chief of the Division of Food and
Drug Adyertlsmtq of the Federal Trade
Commission, stafed that se,lf-re?ulatlon
by industry and the_individual™ adver-
tiser is important. “The results would
Indicate that al| too often the cosmetic
chemist, who knows more about the
products than an¥0ne else, is the qne
person excluded from the advertising
council.”” He urged the cosmetic chem-
Ists to take an active role In advertis-
Ing in the paper which begins on page 53.

Consumers, IndustrY and Govern-
ment-—This was the topic of an ad-
dress given by George P. Larrick, the
Commissioner”of the Food and Drug
Administration, before the fifty-fifth
?nnual mee}mg of the Grocery Manu-
acturers. of America, Inc. He cited
communlcatl?ns, _efforts  to limit the
occurrence of serious accidents, and the
continuing need to develop closer rela-
tionships amon? all scientists concerned
with food problems as matters of mu-
tual concern. egin on
page 59.

His comments

0 S
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FoodDrngCosmetic Law

“A Time of Testing

By FRANKLIN M. DEPEW

Mr. Depew Is President of the Food Law Institute.

HIS YEAR WE CELEBRATE the 25th anniversary of the
Tstron est food and drug law in the world, the Federal Food, Drug

and Cosmetic Act of 1938. The Food and Drug Administration has

displayed an ability to adjust to new and burdensome duties which
merits the respect and continued confidence of both the public and
the regulated industries. | trust we are not unduIP/ immodest in
thinking that these annual conferences have been helpful to the FDA
in so capably coPlng_wnh these problems in this complex field. These
meetings have furnished a vital means for strengthening essential
communications between mdustr% and government which in turn has
been instrumental in bringing about a better mutual understanding
of the Problem_s in living up to the requirements of this important
law—all of which has been in the public interest. We have accom-
plished much. But I shall not dwell on accomplishments, for both
Industry and FDA have been increasingly criticized in recent years.
The times thus call for a new look at our responsibilities, if we are
to overcome these criticisms,

We are meeting today at a time when the results of scientific
research are straining our capacity to adjust to them without disavow-
ing our deep-rooted beliefs that ‘independence of action needs to be
nourished and cherished and that our established system of freedom
under law has fostered this independence. The problems resultlng
from the dangers inherent in newly discovered drugs on the one han
and from the confusion of consumers attributed to new methods of
packaging and sellln% on the other have been troubling us in an
Increasing degree. That they may be solved without doing violence
to the fabric of our present system of jurisprudence is of great impor-
tance to many of us.

1963 FDA-FLI CONFERENCE PAGE 9



I cite the following as examples of the efforts under way to deal
with these problems:

(1) An Agency Coordination Study has heen conducted by the
Subcommittee on Reorganization and International Organizations of
the Committee on Government Operations of the United States Sen-
ate, under the Chairmanship of Senator Hubert H. Humphrey. This
subcommittee reviewed inter-agency cooperation in drug research and
requlation, particularly as it related to new, experimental drugs. In
Senator Humphrey’s Background Statement with reﬂard to the Ex-
hibits compiled from August 1962 to March 1963, he said that he
hoped the materials might pave the way for further sound decisions
and actions in the public interest.

(2) The Dru% Amendments of 1962 were enacted to strengthen
the authority of the FDA in respect of new and experimental drugs
as well as in"other respects. The law and the regulations issued there-
under have been criticized by some in industry and the professions
as putting undue restraints on research and development. If this is
s0, the law may retard, or prevent entirely, the discovery of new drugs
needed to fight the diseases that afflict mankind. FDA held a confer-
ence on February 15 1963 on proposed regulations under the law.
Subsequently, some 37 drug firms challenged the new requlations
covering labeling and advertising of prescription drugs. Many points
of difference have since been resolved in government-industry con-
ferences.

(3) The hearing record on the Hart Bill, S. 387, for a Packaging
and Labeling Act, contains charges of many violations of the existing
laws regulating the field of packaging and labeling. The Bill was
dlsa? roved in principle bﬁ the American Bar Assoclation on August
15, 1963, on the grounds that it would delegate excessive administra-
tive power to issue regulations without adequate standards, and that
in consequence action might be taken which would unduly restrict
freedom of private action for product improvements, variety of con-
sumer choices, and purchasing economies. The bill has been reported
favorably to the Senate Judiciary Committee whose further action on
it is awaited.

So swift and revolutionary have been the advances in science and
technologJ that have brought these g_rgblems into being that we are
now faced with a challenge to our ability to adapt to them in a way
which will best serve the public interest. The task ahead of us is an
onerous and exacting one. However, faith in man’s ability to adjust

PAGE 10 FOOD DRUG COSMETIC LAW JOURNAL--JANUARY, 1964



to new problems offers an optimistic prospect of their due solution.
| believe we can achieve that solution, it our legislators, administrators
and industry representatives, act responsllb(ljy and cooperatively to that
end. | especially stress the need for industry leaders to act with
Brud.ence and fore5|g|ht. Such action is not only in the public interest,
ut in their own enlightened self-interest as well. This may involve
taking appropriate legal steps to test the validity of regulations. It
certainly involves making careful judgments on the propriety and
Ie?allty of their products and labeling. Manufacturers can never
tolerate violations on the ground that their competitors are dom%l the
same thing. They must so carefully avoid any infringements of the
law that even technical violations will disappear. |f management does
not devote itself to this task it may expect a public clamor for new
Iegt!slanon further restricting the public’s and their own freedom of
action.

Government Must Serve Public

On the other hand government must act responsibly, too. It
must avoid making moves which are aimed at attracting the attention
of the public rather than of serving it. It should correct industry
abuses In such a Wa% that the public does not suffer greater injury
from the correction than from the abuse. No action should be taken
as protecting the consumer without first We|?h|ng the relative values
involved. 1t follows that government should seek solutions which
will not stifle or discourage innovation and improvement in food and
drug manufacturing. The problem faced by the legislative and
enforcement branches of the %overnment is avoidance of oversimpli-
fication—how to determine what actually does serve to advance the
interest of consumers, industry and the national economy. This judg-
ment.reti_uwes a rejection of uncritical formulas. It calls for unbiased
examination and consideration of all the facts in a search for the
g}reater good—not just a consideration of how most quickly to still

e complaints voicéd about a particular situation.

In the final analysis, under the best regulatory systems we have
yet been able to devise, the public is IargeI?/ dependent on the re-
sponsibility of business management. Complete government regula-
tion is not economically feasible nor socially desirable. Therefore, it
is only realistic to search for ways of assisting both government and
mana?ement better to perform their respective functions in a coopera-
tive effort for the benefit of all. The speakers who follow me on this
program will discuss how this may be accomplished. [The End]

1963 FDA-FLI CONFERENCE PAGE 11



The University and the
Food and Drug Administration

By L T. COGGESHALL, M. D.

Dr. Coggeshal! Is Vice President of the University of Chicago.

its citizens has been a constantly changing one. It grew slowly

at first with the acceptance of limited guarantme duties and provision
of medical care for the merchant marine. But the impulses in general
welfare legislation have carried the interest of the government into
far-reaching public health measures, into areas of education and re-
search, hospital construction and patient care. It is in these areas that
the universities and government formed a close working relationship,
particularly in the past two decades.

It recognized early in this century that the individual states
could not cope with problems now handled by the Food and Drug
Administration.

After overcoming g1reat resistance it was Fiven long-needed au-
thority to prevent adulterations, assure cleanliness and fight fraud
in goods and drugs. A quarter of a century later, these powers were
enlarged to encompass broader requirements for safety. And in
another 25 years, a new task was given to the FDA. Beyond monitor-
ing functions, it was given the assignment of passing on the usefulness
of new drugs.

The evolution of the FDA shows how a policeman is becoming
a professor. Historically, the stress was on prevention. Prevention
is connected with punishment; wron%doerswere punished as examples
to restrain wrong doing. Then, in the late 1930, the elixir of sulfa-
namide disaster occurred. A new law gave the agency more sophisti-
cated chores. It was asked to rule on the safety of new drugs. To
be sure, the assignment was phrased in negative terms: that new

PAGE 12 FOOD DRUG COSMETIC LAW JOURNAL---JANUARY, 1964
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compounds not be harmful. But such surveillance required new
scientific standards and they were met.

How well they were met is best demonstrated by thalidomide.
It was the old legislation and an unusual scientist working with it
that stopped thalidomide from becoming the disaster in the United
States that it became abroad. Under the old regulations, Dr. Frances
0. Kelsey, who holds both the M. D. degree and the Ph. D. degree
from the University of Chicago, exercised her talents and insights
ahout this fateful compound. This reassuring act took place in the
tradition of prevention in the Food and Drug Agency and in many
ways typifies the best of that tradition.

Was Prevention Enough?

However, the threat of thalidomide produced great apprehension.
Was prevention enough? The onward sweep of science was produc-
ing drugs of ever greater potency. In breaking the barriers of limited
remedies, science in the past 25 years also has eliminated simple
remedies. Modern medicines are indeed complex—in their concept,
in their origins, in their operations. From complexity comes compli-
cations. With the advances in the new pharmacology, an old impedi-
ment revealed itself. This lay in the human mind, struggling with
the limitations of predictability, of knowledge, of understanding. It
Is no wonder that the apprehensions stirred by thalidomide were real.

Two forces have been pushing the evolution of the FDA: the
law, representing society’s need and science, representing ﬁro ress. The
operation of these two forces can clearly be seen in the thalidomide
episode. New legislation came with unexpected suddenness. Con-
gress really intends that the producers do everything humanly pos-
sible and feasible to protect the patient. It placed a new charge upon
the agency. Can it help pass upon the usefulness of a new drug?
Will 1t help? Will it do what doctor and patient hope it will? Can it
make things better?

University Becomes Important to FDA

Any medical practitioner, any scientist, indeed any lawyer, will
immediately recognize such questions as being different from the old
order. The shift is from a negative to a positive Pomt of view. Be-
fore, there were “yes” and “no” questions: Is it toxic or not? Is it
pure or not? Is it properly labeled or not? But now these questions

1963 FDA-FLI CONFERENCE page 13



blur into more complex considerations. When someone asks, “How
good is it?” we must begin to talk about the quality ofjud%ment, not
the rendering of justice. It is this quality of judgment that is new
in the affairs of the FDA. The significance is clear—the change adds
to the agency’s administrative law role in the scientific community.
It is in a scientific capacity that the agency must operate in its new
sphere. And it is in this context here and now the university becomes
more important to the FDA than ever before.

This may be new ground for the agency, but it is not new in gov-
ernment affairs today. Indeed, it is hard to tell science from govern-
ment these days. The defense department has become a laboratory
for weapons systems and captains of computers rank with captains of
infantry. The post office is automating and the departments of com-
merce and labor are automating their research to study the problems
of automation in the post offices and throughout our society. NASA
IS new science; agriculture is old science.

Fruitful Relationships Between Government Agencies and
Scientific Community

There are many wholesome examples to fruitful relationships
between government agencies and the scientific community. The
National Acadamy of Sciences and its operating arm, The National
Research Council, manifests one of the soundest and most productive
relationships between government and science. The National Insti-
tutes of Health, the National Science Foundation, the Atomic Energy
Commission, the Office of Naval Research—these and other agencies,
all have worthwhile experiences that bear upon the immediate prob-
lems of the FDA. And perhaps the most striking contribution is the
importance of the nation’s universities and their scientists and scholars
In assisting these agencies to carry out their scientific responsibilities.

The wellspring of scientific progress and talent in this country
is the university. The scientific community extends far beyond the
nation’s campuses, but the scientific enterprises on those camFuses
constitute, in large measure, the source of the hasic new knowledge
whose rapid development characterizes our age. The university
scientists themselves have been asked to take direct roles in the scien-
tific councils and undertakings of the government in these perilous
times. Their utilization has been so extensive, that in military terms,
we are in danger of using up our reserves. The limitations are strin-
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gent upon manpower presently trained and competent to participate
In the many tasks related to government and the training process is
slow, for the universities cannot relax their standards if they are truly
to serve the nation.

However, it must be admitted that the close relationships with
the universities and other health-government organizations did not
apply to the FDA. There was no antagonism; there seemed to be
no great need. Before 1963, few in university circles could have iden-
tified the FDA or would have expressed any continuing concern with
its problems. Now, the situation has changed. There is a genuine
feellng_throuPh the universities of this land of the reality of the
scientific challenge facing the FDA. As the result of a major preoccu-
pation with this problem during the past year | can state there is
great concern plus a willingness to help. There should be no diffi-
culty in obtaining necessary medical committees and the assistance
of the most able men in the country.

[t is true that the agency will have to give careful thought to its
present role—both in discharging the new responsibilities and in work-
Ing with university scientists. First, if Congress expects to get the
improvement intended, the FDA must be provided with more staff,
and adequate space and laboratories. Then it can carry out more
effectively its exganded role. A level of scientific competence must
be attained which will merit respect and cooperation from the scien-
tific community. Because | am concerned that the nature of the new
tasks may not yet have been fully appreciated, let me first restate
them from a legal point of view:

~ “Quite clearly, these are not always matters of demonstrable
scientific fact but rather in very many instances matters of opinion
about which there can exist simultaneously honest differences. As-
saying the role of arbiter of medical opinion will be a most demanding
and difficult one for the FDA. It is fraught with perils for all. The
concept of ‘official or accepted opinion’ is foreign to our science and
one fervently hopes that it will always continue to be an alien view.” 1
Luther made these remarks at the Conference of Professional and
Scientific Societies sponsored by the Commission on Drug Safety.
Or, if | may, let me state the problem from a personal point of
view, drawing on my own experience in malaria research.

“James H. Luther, Jr. Analysis of Regulations of the Food and Drug Ad-
the Current Investigational Usé Drug  ministration.
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Malaria Cure

Malaria is a disease whose ravages have altered history. Until
our era, there were two compounds that had considerable effect on
the disease. Yet neither prevented, neither cured. And although
both were in adequate supply during World War I, malaria was the
number one disease enemy. Plasmoquin was discovered in the 19207s,
It was highly toxic. Further, its efficacy was not of a hI%h order. If
judged on these grounds alone, this comgound may well have been
ruled out. But investigation continued. Several modifications of the
molecular structure were achieved. They were successful. Preven-
tion became #)ractlcal and possible. So did cure. And today, the
elimination of malaria on a worldwide basis is a reality affecting the
course of history. No longer need we fear malaria as a severe war
disease. The first obvious lesson from this example is not to let a
Botent]ally useful new drug, for instance, one effective against cancer,

e assigned to the discard file prematurely. The first example of the
eventt_ual successful one is quite likely to be fairly toxic and relatively
inactive.

FDA to Enter Scientific Process

The second equally obvious lesson is that the scientists of the
FDA are going to have to become part of the scientific process to a
much greater degree than before. Rather than remaining agart to
maintain judicial independence, ther_ are going to have to become
more involved as participating scientists, fully aware of the ramifica-
tions, providing perceptive understanding of the decisions that must
be made if progress Is to continue. They bear a responsibility in
helping make them succeed. | am reassured that this is presently the
aim and plan of their leaders in the FDA.

And to return once again to the quality of judgment, this require-
ment means a continuity of professional relationships and integrity
based on values shared with the entire scientific community.

The universities, of course, are aware that government involve-
ment is a two-way affair. The government’s presence on the campus
is no longer either furtive or occasional. 1t’s obvious. And it’s there
to stay. A significant portion of the curiosity served in the university
laboratories is finance by government agencies. Graduate students
look to federal support almost to the same degree that cadets in our
national service academies do. The ivy has already climbed a con-
siderable height on walls erected with matching capital funds from
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federal sources. When the Fg}overnment Presence on the campus tends
to pale, it is refreshed by the trips the faculty make to Washington.

Through all this involvement, the universities have remained, in
large measure, true to their historic purposes and have not been
grossly deflected from the pursuit of knowledge or the duty to impart
Iit.  With this confidence on the university side, the Food and Drug
agency can, in_its considerations, take confidence that its mdeFen-
dence and special area of responsibilities will be respected as well as
served. The response of university ﬁ.eople.to the thalidomide emer-
gency demonstrates how strongly this point can be made. | can
testify to the character of this response because of m¥ association
during the past year with the Commission on Drug Safety. Nearly
200 scientists—most of them from university positions—have ﬁal’tICI-
pated in the Commission’s efforts to bring together the best thought
on the fundamental nature of the problems of modem drug testing.

Workshop on Teratology

~One example of the manii ways in which the government and
universities can and must work more closely together in view of the
new responsibility is a Workshop on Teratology gh_e science dealing
with the maldevelopment of the embryo). It is eln% sponsored by
the Commission. There was practically no evidence that therapeutic
agents such as thalidomide when taken by humans would result in
deformed infants. Even today, the mechanisms involved cannot be
identified; hence, there are no reliable tests that can detect in advance
similar episodes.

The Workshop will be held at the University of Florida in Feb-
ruary, where 11 of the rn.ost_dlstln.?mshed scientists from the United
States and Canada in this field will serve as the faculty in a 10-day
session.  The workshop will familiarize in excess of 60 participants
and observers from government, industry, and universities with the
concepts and methodology involved. In addition to the immediate
practical value, I hope the more important long-term intangible re-
sults will be the stimulation of needed research in this neglected field.
Regulations aimed at protection are impotent without adequate scien-
tific data and facts.

~The Commission’s task is nearly done. It may be unusual in a
society prollferatmgi with organizations to report that the Commission
on Drug Safety will go out of business when its final report is sub-
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mitted next year, but that is the truth. The problems, of course,
won’t go away. In recognition of that fact, the National Academy
of Sciences-National Research Council, as you know, has aIreadZ
instituted a committee to work in the academic traditional framewor
on the problems of new medicinal compounds.

Final Report to Commission on Drug Safety

~ The role and attitude of the university community is well-expressed
in the final report to the Commission on Drug Safety by the sub-
committee on the responsibilities of the universities in this field. It
was prepared under the direction of the Dean of the School of Medi-
cine of The Johns Hopkins University, Dr. Thomas B. Turner. The
report reaffirms the critical nature of the research in new drugs which
s undertaken by university scientists. It is this research on which
the flow of new drugs, in preponderant degree, is based. It reflects
the widespread response on almost every university campus with
medical establishments that resulted in establishing groups of author-
ities to work on problems of drug safety. In fact, these new groups
offer the FDA a ready structure on which to develop its new univer-
sity relationships.

The report displays the attitude of the universities with recom-
mendations that “universities be encouraged by financial and other
support to continue basic research in the mode of action of drugs and
the mechanisms of drug reactions.”

In a recommendation to the pharmaceutical industry the sub-
committee urged that the industry “work with universities in the de-
velopment of clinical facilities for drug testing.” The universities
themselves were called upon to take a “greater degree of responsibility
than at present for dissemination of information about drugs and
drug reactions to practicing physicians.”

Should the FDA and the universities cooperate on this one rec-
ommendation alone, a great service will be done for medical progress
in_this countrK._ The communication channels are choked or non-
existent and this critical problem urgently needs research and per-
formance, for information of importance to human life lies too often
fallow and too soon forgotten.

Another recommendation asks the universities to give more
emphasis to clinical pharmacology in the training of doctors. It
proposes that “within the regular medical curriculum greater cogni-
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zance be taken of the growing field of drug therapy and the importance
of basic education of the physician in areas pertaining to this field.”

In addition to the training of medical students and practjcingi
physicians, the education of specialists in this field is a vital nationa
need. The nation has 85 medical schools. A most conservative esti-
mate would place the number of authorities in this area who could
be of assistance in some role to the FDA at well below 1,000 men and
women. In. a nation of 180 million peo,ole whose health is increas-
ingly dependent on basic pharmacological progress this is few indeed.
The FDA must take measures to encourage the education of special-
ists in its field of special interest; perhaps fellowship programs will
have to be developed by the agency to assure the nation of their
development.

Government Research Expenditures Tapering Off

As the Agency steps into its new role, it will find that, in relation
to the Congress and other governmental agencies, the climate favor-
ing research will have changed from its pattern of the ﬁostwar years.
The rising curve which has carried government research and develolo-
ment expenditures to the 15 billion dollar level is tapering off. In
fact, it may fall from the heights of recent years. The Congress is
asking a more detailed justification for each research dollar. Iron-
ically, the university community, which perhaps is directly involved
in less than one-tenth of the multi-billion-dollar federal Research and
Development expenditure, is the most firmly established in demon-
strating the mtegrlty and the value of its type of research program.
The FDA would do well to orient its scwnhﬁc(rrograms in"such
secure and productive ways, based on extensive and open cooperation
with the nation’s universities.

When the new requlations to enforce the new post-thalidomide
law were put into effect, there was genuine fear in university circles
as well as in other areas, that the scientific process would be impeded.
The apprehension was not merely aimed at the added paper work as
an additional bureaucratic intrusion, but to a larger degree expressed
at the restrictions imposed on the qualified investigator. Dan?ers
were raised that the quality of the scientific inquiry would suffer.
The FDA through its scientific staff and program must demonstrate
that the dangers do not exist. In contrast, it is called upon to show
that masterful encouragement that leads to the solution of serious and
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painful illness and ailment. It is asked to join, in the true scientific
spirit, in the tasks of this modern era.

Conclusion

Thus far these dire predictions have not materialized. The FDA
has a job to do and it is doing it well. It must not compromise on
safety or fraud. But it must realistically face up to a greater respon-
sibility of encouraging potentially new useful compounds with the
same intensity it would seek to discard new harmless and ineffective
compounds. Nothing must interfere with our research efforts. In
this task the FDA must call upon the assistance of the university
scientist because hoth possess common long-term goals, both have
skills to share, and the talent is too scarce to waste and the problems
are too important to work apart. | am confident the leadership is
equal to the task and it will respond. [The End]

FEDERAL TRADE COMMISSION CALLS FOR CODE
OF FAIR CIGARETTE ADVERTISING

In addition to pro osmﬁ trade regulation rules for the advernsm%
and Iabelmg_ of cigarettes, the FTC has sulggested_ the promulgation o
a code of fair cigarette advertising as eithera Guide or Trade Practice
Rule, In a statement accomp_anylng[ the 1ssuance of the proposed trade
regulation rules, the FTC said that this code of fair cigarette adver-
tlsmg would be intended especially to protect the youth "of the nation
against unfair or deceptive acts or practices in cigarette advertising.

e extensive advertising on television on programs widely watched
y young FeopIeJ continugusly prodectmg_ an image of cigarette smokmﬁ
as a socially desirable and actepted activity, consistent with good healt
and phryns,lcal well-being, may have a great impact on impressionable
young minds, the FTC said.

In discussing the need for the proposed trade regulation rules
the Commission said that it has reason to believe that _manY current
uqarette advertisements falsely state, or ?lve the impression, that u?a-
rette smoking gr_omotes health %r Ph[%/sma well-being or Is not a health
hazard. In “addition, 1t said that much current advertising suggests
or R)ortraﬁ] mﬂarett? moking,_as belnrg v&)l?a urable or_ desirable,” tom-
‘pat le with physical health, fitness or well- elng, or indispensable to
ull personal develogment and socjal success. Such massive ,adver,tlsm%
depicting and cons antl¥ reiterating the pleasures and desirability o
uggrette smoking, but Tailing to dliclose the risks to health, alppears
to_be a potent Torce In increasing sales of cigarettes, despite Increasing
scientific. and ove_rnm?ntal _recognition of the existence and serious-
ness of the perils involved in snioking. _

A public hearln? on the@ro osed rules will be held on March 16,
1964, in the Federal Trade Commission Building, Washington, D. C.
All interested persons, including the consummgdpubllc, may file written
data, views or argument concerning the prol&ose rules. Twenty copies
of such views must be filed no later than March 2, 1964. In addition,
Interested persons may appear at the hearing and present their views.
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Continued Professional Education
in Public Law

By LOUIS H. MAYO

The Author Is Dean of the Graduate School of
Public Law at George Washington University.

T WILL BE MY PURPOSE to consider briefly with ¥OU the
I matter of continuing Erofessmnal education in the field of public

law. Since we have had the satisfying experience at the George
Washington University over the past several }/ea.rs of observing the
growing interest of lawyers and of other professional people in the
evolution of the food, drug and cosmetic regulatory process, | also
wish to make a modest suggestion for an expanded program in this
area. | do not purport, of course, to speak as an expert in this highly
specialized area nor even as a professor of administrative law, but
rather as a (l].raduate school dean with an intense interest in the general
field of public law. My comments, therefore, may more appropriately
be directed to the broad administrative process than to an isolated
segment of the federal regulatory scheme.

Apart from the question of political philosophy, we must take
notice of a definite and continuing trend toward the enlargement of
the executive-administrative function. This is a reflection of the
growing number and complexity of activities within society and the
need in many cases for some supervisory mechanism to police such
activities, to resolve disputes, to inform the public, and to recom-
mend changes.

The “Public Interest”

Since most of the modern administrative function has a relatively
short history reaching back only to the 30’, (although food and drug
requlation has a somewhat longer history) it is understandable why
the agencies, the regulated industries, the practitioners and the inde-
pendent commentators remain less than satisfied with both the ade-
quacy of concepts and implementing practices. We continue to
struggle with the meaning of the most basic concept of all, namely,
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the “public interest.” 1 would like to sugaest tq you that we not onl
need ?o rethtn[< this concept and tﬁe mec %ntcsw whtcﬁ it Is A A(Iiuceé
p] erational_ter Jns but that our enera onpnta hon Bowar this tas
snoulld be revised. One of our major |cut|es S been  tend eni
ot Ink_of tpe pub C Interest asa tattc tormuat atcnlnvarl)
ut in clear an exact dtermtnp This view reflects a asp
u an nee or secunt an certatn and servest p }/ ractica
eed of agenues and Bactt oner% Tor. aworkablb evel of predicta-
llity. Y&, we know that the public interest |% no measstatlJ
tat except as an a stract roposition, the puplic. interest must
nt of In, terms ¢ chat{t gcgptent slﬂntftcant |mpI|cat|on
mthds asser tl(ﬂt 8 cmteresh ever xt can-
etne Spe dtcarystpats 5 etewoeran% emands
roug an extende ﬁ lod of time, then It must be subject to con-
tinuing re-gvaluation and restatement

More Comprehensive and Effective Measures for
Evaluation Needed

ThIF groposmgn carries with it the ecesslt to Introduce a device
tor evaluation and revision Into the desian (parttcular S tems
This arﬁar}%emen aoud rovide a more .&ffectivi of sas n
the neF I periodic, re-e mtnattontan osgasmo ic, ad ho
VIEWS acktnf% ti]ntlnunlua a sense. of pro ressl 0 natg
Ht anism rttst var wit gctesan]d da ents an
onte arttcu ar re atorly nction, the Ingdustry organ-
OP Mthel Practu on fhe cconvent % gomea Mcles
Ind_ that an office of performance ap |sa should be bu t|nto
e e uatp structyre.  Others, may Teel that fomt government-
tngust u]ts are desirable, while some ma wish to commission
Indrviddal sc ars or supportauntversny -pased program. Any con-
tinuing evaluation device selected will” have somé disadvant tages.
Nevertheless, the growmg complexity of the requlator process re-
quires more comprehensive an effective me (asures for over-all and
special agency evaluation than now provided. Sych a_program, is
needed t0 coUnteract the incessant tendency for the ad |n|strat|ve

8¥0C ss to deteriorate mtp an irrational and”uncoordinated structure
ministrative parochialism.

lﬁ]tve an effective deqr (ee of contln Yto an advanceg profes
ftona ptlon We have touj]t that a modest program must be estab-
ished with an interested Qirector who can-organize his activities
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hrough a period. of time, including course Instruction, s LPecral con-
Brences, geblrcatrons and so forth.” In this way {n se cag
e mace of past experience, and |deas can be col syntnesize
?nd se ected concerfiing projected activities requiring hrghest priority
or analysis and stuay.

Better Definition of Standards Urged

It is recoenrzed thﬁt thec c to{acor&}rnu oysl changr H
Irc mter st rases complex ro S OF perioqic a utmento -
f] procedures, Itasotensto con |cvr what man
teoverrr Ing nee or 1( mFg eggflter stabilit |nto the a nur

|strat|ve rocess JH naly, or ex &e In a not
erreso rticles in Je arvard ew Review aesavrgorous
e(? for a better definifion of ?tandards "his frrtr es’ were
ddressed primayi R/ %oteregu ator eencres certamytetheme
|s one hrch mignt have reevche oalaencres nd epttments

% |n admi |sllrat|ve proce OUrSe, | erﬁh con-
facontrnugu evolvin gg crnterest oréhe cal ora eer
de Inition of standards 15 advanced with an. unyel mg nsistency, this
could qive rise to a seri LiS conflict of ob ectives. erhaﬁ hirou h
this cIb ghe best a%/arla e system woul eerﬁn A &1

eelvrsa e owever, for reasors o gconom e, the adequac of
the resulting recommendatjons. and the arntenance of ar on ous

e atronsr 9 ?mon those mY]oIve%t attemaAter 8 iven deliper-
ate, analy Ical treatment rat prermrte egenerate Into
rreconcifanle and damaern g, conflict. This Is to s%¥ agarn that .an
mmense onortunr exIsts forte e-examination ministrative
aw and related activities. aPay In orme crrtrfrsms In recent years
ave em[r)hasrzed the unsatr ctor Hatus 0 hée administrative
grocessr Mman res ects, atrve little 1S berng one, how Ver, In
Xstematrc a |mprove the S uaﬁron rosnpec of a per-
nt administr trve ?onfererfrce ? H B tu Irversrtres bar
assocratrons and the ta ents of Individual scholars An aw aqd gov-
ernmental Pr 06ss are a ?neee to encourage and accomplish”the
WOrK required In this complex field

Common Problems
i Exhortations C?aﬁr wn the eeneral roblems of the administra-

J\f?rcﬁﬁggssofarrerrd?vr a esr?crgs CO\%St e,gs rﬁ%mﬁrggntehceesgretcu r%r

treating some matters of & given agency within their own specific
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context, useful insights may be gained through comparative apalyses
o?the procedures o? ine Variouys g encles. Pegnaps g?eater unitor |¥trt
an be Introduced even { hou gns exist for distinctiv treatmet
8 certain. matters withi vr%ua gencres ome problems mag
evrewed In_common oeus t n\rs mfctrr()p hetweey a Judrcatrv
nd ruegnakrn procedures; te[ mrnrstra Ve |scret|on
the. quali reat|osof and decisiona technrgususe X ean%
eim Ircattronso etnstrtutona ecrsronte fl

ﬁﬁ"é]eﬁs ft (ﬁr and the opll tlonﬁ an aggn(;?/ i’ eeeql#eng
requlated ind %%? € Progucts or services

Informe ers assocrat with

denifying characteristics of th t es. of educati |o al progr
thea %ratr proces freét IOerI [)e re%urre an vﬁ
eveoe |n t e next ecaeare now emerﬂr As activit |eé
eégan .50 oest eaccompangrng knowledge.  THis means increase

IS must be given t tsectr fe dpr 08SS wrth re? ect bri

tern orm tronﬁ mg to the focus o tterfttrono professiona Per
sonnel and to the, content of programs of professional education
Contrnurng specralrzatron to some gegree is inevitable. At the same
time lawyers, in all t%pes of specral areas, are finding it increasingly
necessarg t0'join with members of other professions’in the analgsrs
of comp cated publjc polrc ﬂuestrons These férctors emghasrze WQ
Imperative needs: (‘1 continuing professional education for review of
current developmen sand to provrde Insight |nto prospectrve develop-
ments; (2) sharpening the apprecratron for mo eso analysis of multi-
variable problems which. can be dealt with only by an aggregate of
persons having diverse skills and conceptual equipment,

was with such considerations in mind that our Gradyate School
PuE) : : t%lle ver%cfl ¥or lawye

h
|ctb Yvas or |zed o rovrdeasurta [
to treat I |c g emf |nt eIr tota conﬁext rather than meeey
o Isolate and ana zg their oca V%L spects.  Henc
ers ree coura to uarn(t) emseves econce ts and
an %/tr es of ot ur am In. Goyernment Con-
trac nvoves ers eco omrsts public ad |n|str%tors Qu
eseart: |nt0 blems of [aw an Syc latry, the Federal Trial
amrners Se |nar and sych courses as “The ecutrve Function,”
Modern C dporatron “Use Fnd Control o tomrc newv
and ‘Labor Relati srnJeFedera Servrcea r] “which We
8 estudepts t0 consider important areas ot public law’in a cross-
Isciplinary Torum.
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Expert Llegal thuutjﬁn?e Is Essentltﬁl for Affectedd Indus]:crles
Uite relev e foregoing is the increasing degree of syper
v%o% xermsed% t?te ooo[ a% Brug ﬁmmtstrat?on gver rogﬁcts
% ect to Its Jlurlsd (ftton n the couIse of t e fis year since e actment

a ratﬁer ?Nelradefmﬁd le ré‘ Ea%ua tOSWaestI%fevgforPeﬁ Er}IethAsa SI (2 xa?lton

15 comparable to t ken place 1
tnﬁ. fse §ur|t|es regulatton Furtﬁer the type Wntr% exermtsed by

eral gove nment in this area has eq gét% % rom a
g icin licensing s stem as ﬁew the veo ment
nd e an3|o? 0 ne controls, ant |ot|c cont éICI e
controls, and food and co or ddt%ec ntro Expert gga Ul ane
Is_essential for members of the affecte mdu tries |n oraer tg com g
éh the requirements |mPosed Tne role ?ft eattor[t In atdmg

In ustrlest] msure Co rR ance with these laws ISH %erasti IC
?ne eti er 1S It a simpje ong, - Prospects are that agditjona Ig

ation wil ge enacted which will further requlate the food, drug and

cosmetic Industries.
Beeause of the changes in the sc eof rePuIa lons which have

taken é)ace concernm oos dru ogtsf co metIcs, there seems. to he
rexHan ang % rm Peu Ic programs in the
leld of foo rug IaWW|c |p atorneys and prospective
attfrne s to dleal with the Ie al i V&] tsa dotf V9at|0ns 8f the requlated
Ustries. (ﬁs |ste3|tuaton Iy la (f rortere 0
epro er administration, It IS e(ssentt% fat not onty ereguators
out’ th % Who ae‘e reﬁulated now the full extent of theif rights,
responsibilities and obNgations.

|n this connectjon assummg the substaF kaltt of the array of
Brobems presented In the Spring1962 issue 0 dmmdstrattve aw
eview on “Procedural Tec N es In Food ang Drug Administration
Proceedings %here |saseC| orunhty or the devgl ment 81‘
continuin pr%es |o grams which the Food an gA
ministration t u and co? metic in ustry an seIectﬁ uni-
versms g Biarttmpal]e thh valuanle mutt”bneftt Why not
make t PrtIC ar regulatory act|V|tyamode or the entire admin-
|strat|ve structure?

In cI03|g Iwo |d I|ket ?topltments to the Food Law
Instit te rttcu P/ r the generqus assistance
H}row eelI ooI o the a vanc ment of ett I under ta dtrItE% (!
IS vital area o pu I|c concern,
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Consumer Activities
By DR. HAZEL K. STIEBELING

Dr. Stiebeling, Former Deputy Administrator, Agricultural Re-
search Services, United States Department of Agriculture,
Introduced and Summarized the Remarks of the Two Con-
cluding Speakers, David W. Angevine, and Miss Edna Poyner.

WE AtIL ARE CONSUN”ERS and would I|I<e to take |de in
%rs Ves as_smart mé ent, nd rationa % ers a Sers
ofthet ousangs of ﬁoods and sefvices t are va|Ia to ura Uent
socrt]e 0 %tm's” 0at \?vheoarenﬁ F equ aet ttoe ace. et[p %tr)ses
[pnvt; evhether thts ?duct [hgt &/LP est serve ouy needs.
manY instances we really do not know what we tru nee orwant or
re the com aratjve values of the aLernaﬁ( hach 0|
m| t be made. ooo nwelackthetec nica nowedetatwou

eus to ask the rignt questions, or even to Interpre the Informa-
tton We are 0 eretp abogta(” d

It is little wonder the that (W 'oeo le woulti be content)to
avearﬂa%tc ({)ush utton that would tel %In exact wat 0
t havin % ay’s goods

é tq think about what they rea
%e market situation are ver corrgr

50, consH ers have

uan ert aut P i)rotectton n t ﬁ exerclse

thet hts g ticularly the case | ematter

sa tg usan cosm fics. We must ePen on sue?tt IC
8S an tralne ment to evaluate, ate, ang enfo

expertn h % {ce
8v uction ang ?g)ectt rocequres, t (} wil ermt onyusel
holesome and safe products to be offered in the market.

On the other hand, we d? not waltt to relinquish ang rights that
We can andsoutel EXEICIse 8r oureves We antt abundance
anq variet olesome and usefu rodu?ts rﬂoder sclence
ah techno og can put on out]markets Weﬁsowah1 e Information

h] e us o akec0|ce among them—choices t \X/t re n
aecor W|t our sense of val ue% nd our economic, si t%?tton now
that to whatever extent we exhibit ignorance or indltrerence, we may
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fail to et Lull va!]ue and satisfacti a?qeve(i Of?IVI Hpurchases and fail by

Just so uch to achieve our potenti

Proper be“? Tes onse to science, ndustrty egoyern etand
catdont essentla onﬁume[]s are to ave_protection of their ng
and maintain or enIarget e sphere of protectt N given,

h Con];sumerT: Jusht Clamﬁs in t?e Marketplace d
e Rt ML N
overnment-indystry cog eratl n for:
on safeaduse 0ods, drugs a csmetts ntemark n
suentthc and e chnological advances for Improving mar
necessg On their side ﬁcon umers must be prepared to"give the

ry support to this effort
 the nght to be |nformed to bet?wep

the acs neeged to. make en tene choices, and to be pro

aamst misin maéton ungcru% us a ver SI rﬂ Ima(gte Uate
or other fraudulent ece 9ross Pl Islea ractlces
coriSumers have to depend on smence nusg or ment t0
a lIJ { ﬁnd dlsse&nlnaelnfor % n]ah ut: t a3|c g Heeds
ealth an In eren valu so 000, drugs
ang cosme |cs on the ar et Y be used ad van a%emﬁ
Iposm e dangers om m|suse an e uantit far
acteristics of goods In pack a%es On thelr side, consy ers must leam
to recognize Valid authorities In these helds be willing to learn, and

then to"practice what they know, For example, labels are useful only
if they can be and are read, and if the information is put into practic.

Ri ht to choose.—T0 be assured access to a anetY of products
at co |ve p|ces free enterprise 15 essentlﬁ Wise . consumer
ch0|e ema Jget(nclaaﬁe IS notaamEIem ter Pwe er: it Invol! e?

sychological an ants as. well as physical an ogica
Re%ds thﬁﬁ litSt o 1

ht to he a nforme _F(i
0

€ €C0nomic me %Ehglfst%e con-
Ere10re, ConSUmers of

aware of the aspec
n] g at are |mportant to t em In 8nf]?erent Situations, al?td lhow
to recognize quality.
i Ri tt be t]eard 0 be assured of full ang mpathetic %tten
fion In é)rmu atlong (government %ohcg and that Interested and
Informed Individuals a nlzatl]ons %vme |nt eseb{natbers
consumers must earn the rignt. They must be knowleagea
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|%sue,s, wnderstand Il the facts in thg situation, and be real(isgc a%,to
the implications of thelr recommengations as to costs and benefits.

Rights brin dut*'es anp.res onsibiliti)es. This sityation calls for
continuous two- ear% low of information between 8ro ucers and con-

sumers,_rg;overg nd_industry, CFnd _suepce, vernment and the
consuming public, (Aﬂ of uss?vul strive for c§nsurﬂpt|o pattern
that are more satisfying to all of us, and redound to t epLEb#c %oo(ﬁ
eEn
REVIEW OF FDA IN 1963

JIndustries inspected by the FDA voluntarily completed 2,047 cor-

rective _actions to imprové consumer protection during the calendar
ear 1963. In%Iuded in this figure were 319 plant improvements at a
total cost of $16,/60,828 by food and drug manufactyrers. The food
Industry voluntarily destroyed or converted to animal feed 23,950,886
ounds’ of food in 1281 Separate actions, where the products were
ound to have become unfit for human consumption.

The drug and medical device industries voluntarily destroyed prod-
ucts with an” estimated total retail price of nearly 5 million dollars in
447 separate actions during the year. In all categorles, voluntary com-
pliance statistics showed impressive gains over 1962.

More than 63,000 inspections were made of food, drug and cosmetic

establishments during the year. Inspectors collected 94,000 samples and

DA field chemists “analyzed 86,000 samples to determine their com-
pliance with the Federal Food, Drug and Cosmetic Act.

. The educational value of an FDA sanitation msEectlon in assisting
industry compliance is brought out by fiscal year 1963 records showing
that reports suggestln% Improvements were issued to 6,608 food estab-
lishments, about’ one-tourth of those inspected. Inspectors prepare
these reports and give them to an officer of the firm when insanitary
conditions are found which could lead to violations.

Criminal prosecutions filed in the federal courts in 1963 totaled 214,
Adulterated or misbranded foods accounted for 67 of these, while 184
were concerned with defective or dangerous drugs and medical devices.
Of the latter, 135 _char?ep_ |Ilegal sales of dangerous drugs without pre-
scription or authorized Tefill orders.

DurinP the ¥ear, 29 injunctions were requested from the federal
courts. . Efeven ot these were to prohibit shipment of illegal food items
and 22 involved drugs and devices.

. Food seized in 463 federal court aétio_ns totaled 6,996 tons. Other
seizure ?ctlons Included 278 drugs and devices, 70 hazardous substances
and 2 color violations.

The total number of pesticide residue tolerances established since
the Pesticides Chemicals Amendment of 1954 passed 2,600 during the
year. About 130 pesticide chemicals are covered.

Many scientific advances were made during the calendar year 1963.
A new and reliable method of identifying. fresh and frozen skinless
fish fillets by_an electropharesis test came”into _general use to prevent
the palming off of cheap varieties for more expensive fish.
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Consumer Achievements and
Opportunities

By EDNA POYNER

Miss Poyner Is Program Assistant, American Home Economics Association.

HAVE LONG KNOWN ABOUT THE FOOD LAW INSTITUTE
and Its c?]nfe‘[enc?,s 10 bring to %ther the leaders In law, ?overn-
ment and the “public” to distuss the Interest shared in proble stgat
revolve argund Lo%essmg, marketing and consumwagrt egaﬂons 00
sup g Through_homeeconomists” whq have addressed you, | am
awar ofh_the ofitable interc ?n e of mformatlog and am pleased
to have this opportunity to establish a more than nodding relationship.

Today the consumer aware that he. is _b%mg reSnresented in more
and moreplaces IS a s_umwi? mé)re of his ng S, Sometimes he does
not choose to express himselT'and again he may be very vocal.

This interest in the “consumer"—the all-inclusive term that
means you and me—has heen of concern to many of us over a I_onq
period Of years. The American Home EconomicS Association migh
claim the Title of being the first organization to_champion the calise
of consumer inerests. ~ At least from the very first—at its organiza-
tional meeting in 1908—part of |ts_pro?ram Wds devoted to the buying
Rroblems of the consumer. The inteest and needs of the consumer

ave heen a part of its program since that time,

_ tToday our current program includes the following directives. We
aim t:

gl) Inform and advise members about changes and develop-
ments in the consumer field. _ _

(2)  Provide current information and represent the interest of
the consumer. _ _

(3)  Investigate and seek evaluation of questionable products and
SEIVICES,
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()) Develo;) effective means for educatrnq the consumers to use
all resources effectively and to as&ume resgonsrbr IX for market con-
Itions including actiort to correct detrimental practices.

Consumer Message

\We were aII roud when the [at Presrden Kenned%senthrs Con?umer
Message to ogress 5 Irst time In the history of. our
oun Iy that the consumer clearly recerved executrve e o?nrtron
ore ectrve consumer representation |r“ deral overnmen His
messa?e will contrnuet Serve as a g or the course and programs
thataedeveIoFed or the ever present needs of the consumer.

mmediately following the message, every department of the
Immediately foll th department of th
ouerment apolred 2 feron (0 2ct g 1s e Wettattvtv%tuae
the ta% a%hrn ect of tnerr activities. But It rssf to say that
atteﬁresent |me we are |vrn%1 maﬂeno when t econs Mer’s
neesadvrews are being given ttentr e nowt gawarenes
teconsumer 1S, bem ﬁognrze wgnteFoo and Drug A
ministration finds it advisable™to ex an ItS onsurBeIr Consultant
program from a part-time activity to a tull-time responsiolity.

We kn ktOW that the D art nt ofrA riculture has long been
advocate 0 consumer rrg san rivileges—y providing screntr
Information that helps families an mdrvrdual consumers select and
Use mtellruently the goods and services of everyday living. This was
demonstraled recently at a conference where fequirements for pestr
cide regulations were reviewed and discussed. ~The meefing—of a
technical nature to be sure—indicated, however, that the intérest of
the consumer was not overlooked.

European-American Symposium on Agriculture
A recent event which took Jolace was the European American
Kmposrum on Agricultural Trade held in Amsterdam last month.
This all-inclusive egting had important implications, for although
the symposium was held 8rrmarr|y to discuss international trade,”a
gart of the program was tevoted to the interest of the consumer—
nd you kn w Without the consumer there, can he no interational
trade; As a partrchant on the program | listened to many different
Pomtso view and became well aware that the voice of the’ consumer
S Important worlawide. There are no boundaries.
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ds %ood that we all have different nr])ornts of vrew These are
reflected M our programs to meeé consumer needs and wans. We
trnd It profitable to meet with leaders in government and Industry t
rscuss roblems of mutual concern.  With this. free eéchan? ot
opinion, we then can retgrn to our own rganrzatrons and approac
the various ways which best suit the needs of the consumer.

From time to fime representatives from.the American Home
Econgmics Assoclation meet wit re[PJesentatdves of other Fatro a
or%anrzatrons to diIscuss rorogramsa groce ures heneficial to the
f umer eourse assoclations and organrzatrons ave een
eaders In deveorn ective cons%rmer Rr grams.  Together these
oroganrzat|onsp th a valiant effort in behalf of th consumer

mention on he American Assocratror] nrversrt

\Women, er Council on In ormatron General Federation of
Womens sAF CIOsoonsrigr rogram, an éhe Consumer’s
League. T ere are others that would corme to your min

Importance of the “Unwritten Assurance™ to Consumer

We are all famrIr rwrth the fact that th consumer has an aware-
ness that laws have B aeto protﬁct Im ers aw reo an

‘unwritten” assurance anout the food fuys n the mar gtﬁace
This Ieac‘ s him to ex ect that hrls food Is safe o some and nutri
tlous. Athou h tec rcal gr#]a%]e afy Im, sclence and
technology, wi era mrnrster dence

The consulmer contin es {0 demonstrate his awareness and con-
frdence In the readily accepting new food products streaming
Into our marketp aces.

Research carried out in the Uni Fd State Department of Af
culture, slt%e experi ent tatros colleges an UnIversities, and
mdustry oratories oun t)eans er to man rmporaanu
tron dna In so dorng as contributed to safer more wholesome
or tTe consHmer ) e o k d t

hrough our research, we continue to now rean ore abou
ofents of oo h”ahetb

T L G

su er to tt SIS rnain
the consum% foog attractrvely anléyconvenrentr]y pac age)é In ea%
transparent

he consume[) wants everything concerned with his food safe.
He expects this to be s0.
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The ubI| as well as the retailer, is ugset and_ disturbed when
te at caut|0 must be ta ena? ut certain foo products
secuné/% y 0. We onot want anything to Intertere with our

Consumers Safety Is of Prime Importance
nkmg of tn] e most recent proli em the FDA faced—the

outb eak o % Ism. ofr em t ar} believe the mass medja
handl thl%m ormation af% ood pro léCt rich in protein
on which the_livelihood 0 X V\}dersons enen 3 must mamtam
%cce fance. There %oud areness of p) dﬁrs Invo ved

ut ot nove -emphasis ea[)e fortunah ﬁlnga eto con

our ng s0_that an oufbreak such as this~can he qwc
checked Sa ty is of course of prime Importance,

Not on rﬁ/eeoes tEe consgmere ect his folcd to be safe, bulbhe

ants It § standards whnerever he buys in toda
|V|n? (ﬁb %7 éose aprobvi/em since tn dmtr but|0}n orpfoo
requlate y era oea not automaticall % gw to Intrastate
co mercg Obvious ¥|t ar yseems alr to the eage consumer
that fo standars hat meet’the requirements o Ant rstat
merce o not aPpyto Intrastate commerce and thus do not o erte
SameItpr(necllob d, | believe, that | t to f
shauld be recognize elieve, that laws pertaining to fo
in the Umteg States ﬁe federa %evel are ma ep ralltge eo?
State d er Jg the|r aws erta|n|P% to_food: for exam Ie We
find stan ar s of Identity t atagll ood ditfer from sd;ate ostat
Are consumers aware of this?  HOw man consumers ou hm
are aware that enrichment of bread is n wcomrtJ sor ay
states LIS est|rna ed that about 60 pﬁr cent of the w |te bredd In
n|s C?H nriched. |n am sure that many consumers assume
at all the bread 1s enriched.

Consumers Look for Standards of Identi

é)vgr the ?/ears gne cofnsu er has been ﬁccustome to look for
Bnar This wor ?] amiliar one—one that makes rncomfort
e He knows thatt IS tern assurﬁ Im a certain qua %

|t ms he purchases. él If he wishes, get the exact In rmat|on
which covers a certain stan ard,

. rﬂ\ gandard |sas%mbé>l of grotecdo? With %ur Increase in ecg
%a Hormanon on velv\}amento fOOd;P ucts, new met
00d preservations, and new ways to market products In a more
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acceptable form, some of the standayds formulated are no longer
ﬁ%a%e The orange juice stangarJ recently rewseg would seR/

aE an example.

A standard gives the buyer a measure. or, to say it another way,
means ena ng the processor, the retal er andte rtos

fne same n e In nera consumer has no conce |ono

1S Involve mulating a standard. Hec d.prove t reater
DA M e o
|rect his reactions, %e could express what he has obs rvt?goncern
opgctnr?ﬁ% ro tbcts in the marketblace.  This woudma Im a more

Uyer,
rers, producers End a]dvertlselr)s wauld have us

Somﬁ manu éactH
believe that stan gre ento stacles w ncur Initiative, hetter
mar etmg practtces an (ftl le research.  On the con rarg experience
over th eyears has prove é at the consumer whq with confidence can
? dchase a nt) g abele Joro uct to meet speuflcatlons IS the satis-
led consu continues t
For i |ns ance, a r%uct WhICh |s roger ct/ abeled and meets con-
tﬂn tsatl( actlo the on purch se avallabﬁln any area.
0T US nowt at t es opper oes not alwa 0ys make her purchases
n_only one supermarke ecausen one manag ment can
offer all the brands of stalt?ard uality which are available to the
consumer. We often travel long distanCes to shop for our needs.

Standards Should Be Established for Fresh Fruits and Vegetables

Not onlg In, the are]a of Processed foods do we need tanﬁards
but |n this_éra In which we live, a real source o {/Jtot ome
aker are fres ults apd veg etables. These, tog, shalild meet stand-
han these Items to Insure the Hhest nutritive
content grc a dneeds urther attention. U ess foods are
ery at t e pmn] 9 even m? ern methads o
portatlon 0N ec the wholesome nutritious
pro uctttwasmtende atheshoul ave,

. Bef reasta dard can be ubllshed a reat unt o |nvest|

tion_an researc IS Necessary. e aware of the problems thiat
confront overnment |n bringin toge ert encessar t\)/artles to be
eard. an tecarefu cn3| er |ven to aI 0 thee Ience at

resene ere 00, t se epresenting the law
?fser ET elaying tactics. Standards to be effe gtlve shou(id be formu?ated
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wrthrnareasonable —Pth of time. May we su oestgreater oorltera
tror} gall concerne]d naustr conswfo nment and the legal
profession, to give the consumer his rightful protection,

Informed Consumers Advocated

As home economists we have %s beIreved n consumer ed
cation._ One of our lea ers Dr.. Helen Dean of earvﬁ
State Coflege of Home (fonomrcs at C or l%mversrtg Chair-
man or e Consumer A VISOry COUHCI| this to s Yy d OUt con-
sumer education :

It is my conclusion from a good mane/ gfears of experience in the fields of
economics dnd t]ome economics, thaft the basic problem underlyi Hg all so-called
consumer problems” is the lack of education. " It is not enough, In fact It s

gossrble to represent consumers in a meaningful way if they are ill-informed

irresponsible. It is not enough to offer them 1sola ed pleces of information
Bout sRecrfrc problems it the% do not have. g broad framework af understanding
out their role in our econo y as responsi le consumers and citizens.

We recogni e that it is important. in. toda sworld 0 Iook to
Info med lea rs Ip.  The home economist sco (i]errl( brin mci
{0 t e omeowne—w 01ISa consumer—t eIl in 0 hech ICa
Information, and at the same fi Jng (oreserve a d] [estore the main
sources of human motjvation and decision. She helps the consumer
to agjust to changes and new discoveries.

Confsumerg need sound information on which to base sound [u de?
ments—for judgment cannot be better than 1 formatr%n The g
?crentrfrc Infor atron that comes from researc g knte rprete
the consumer. For example, researc conducte uman
utrrtron Res arch Drvrsron oL Unite Stﬁtes epartment of
?ncuture nrnt rpre ps 0 urd the consumer In her
se ction of foosrntemar et ace Tec[arielso overnment,
n]try and con)sumer1 or%]a}n ﬁ(trons are available to tfie consumer
that’he mag/a tain the right Bd of Information, based on scientific

etr %ust & VIGorous programs to kee
mrsrn rmatron outnt%ostromtheconsumerg g P

Effects of Misinformation Can Be Harmful

Afher all the years that horEe £e0 omrﬂs here and around the
worlg ﬁve contribyted to H sic fact that ca rte% do coun

wonder how any aut or wou f |t |lucrative to lish a boo tat
CanrresD n't Count, but one did. duesso or IS never done!
So, from this illustration It seems that misinformation has a greater
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Ppeal to.the gonsumer than sound technical information. The process
education of the public I a never ending one.

Mlsmformatlon can affect the health and well-being of the Amer-
ican f [%/ear to come and att e samle time ha e Ifs Il effect
Bont c y 0T OUr Cou dW or% EIP We|| meanm?
tungua e erson?]srea he word that milk ang milk products
were contaminated wi trontlum and shovld therefore be severely
restricted, It not f]orﬂ pletely. 1yrtale Know edg %gersons became
50 concernefi with this misinformation zils to cause the United Stateé
clla?rlag Health Service to warn the public against such unwarrante

" hﬁ an0 read% seF thlet r?(t§r|ou?0aﬁsesclt0 %ms CO%'aan&VG orn r%gr lnfap
PmlcnatT rﬁl Q YV UJ cts ?rom% Jlets of FtJhe?r chsllg]rp rY
The health ofthe Whole naﬁon coyl I$\‘\]/e e Jeoaar Ized. This Infor-

mation Is confirmed in an article |[‘]Ju In Military Medicine, Au%]ust
%3, We have constant responsibilities to combat misinformatfon

ResponS|b|I|t|es of Home Economists

Yes, the consum haﬁ rights and res OnSIbI|ItISbUhhe needs to
be made aware of wr tl are (%ur 1:e % consumer
recognize nis re3ﬁons ity and avail himself of the e rts eln% made
In his behalf. The American Home Economlcs Association continues
to find effective wa%s and means of he gmg the consumer solve his
problems, increase his knowledge, and assume his rightful place in
contributing to the health of the ation.

As home economists, we recoqmze the responsibilities that face
us.  One of our man%/ Tesp on3|b Itles |s to work_for informative
labeling.  Consumers have a rlg ht to know what is In their food.
Labels"should be free (?f extraneous m?]enal $0 that |mPort nt infor-
matlon 15 easy to read, Consumers should know what information

% can expéct to find on the label, This basic information about
eac product should be easily accessible.

There are home economists, the dietitians, who are particularly
concerned for they need certain information on the label in order to
make their work more effective,

In the dietary field, dietitians have a respansibilit % to work for
the best possible” labeling of dietary foods. " The home economics
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nutrrt 8nrst he%s a Sgreat contribution to make in the revision of label-
Ing of dlietary foo

Ang | rn all of thrs—gﬂettrn this information to the consumer is a
res onsrbr It e eonomrsts—ﬁartrc larly the h me ecri-

ICS tea er It.is Important to teac A ents—n high schoo
college and unjversity—anout consumers an efo?(d (?nd drug field
toorqs the revolution In our kitchens from home-cooked to processed

Throu h_our efLors to influence the We#| -eing of families, we
a(face to face wit rob ems that con ront t e proper growth

and development of umang rsonalitie w the average home-
Maker—a onsHmer—rs |nt? ent dc’ thou hfo | andt af %ﬁe 1S aS
much rntereste 9 rt}/ an e?ﬁrrmanc% as hn cost  She wants
freedom— reedom of ¢ (?c She knows t atteunderyrng rin-

SRR o R e
h MaKeS Ner a res onsinfe consumer. Even thotgh the educa-

rocess IS a slow one, the consumer needs knowledge which
[t]rls ttP soung judgment based on fact. ’

The consumer should become aware of the w ess the Fo
and Dru? A mrnrsbratrR sma nl? In rts difictilt job, an

contwrrbuton made by the o Ind s\ overnmentt rrng
to the consumer the™finest ood supp trsc ry has ever nown.

ResPonse ho changes and new drscov ries 8omes throygh creatrvg
o\ersn The challenge tq r{nprove e education of Youth an
% SﬂEVﬁr been more vital. ~This IS no trmet [un wa?/ from
eprob emst at con ronttﬁ We need the hemr ho afe con-
cern e consumer constantly informed of the

raprr? pace o? tggﬁnrctgl agvgnces
D

We need more heI[% from the Iegal
Mtusy We need to Tind ways to Use
elp the consumer to recognize and accept his responsrbrlrtres
[The End]

~—
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Our Rights and Responsibilities
as Consumers

By DAVID W. ANGEVINE

The author Is Public Relations Director, Cooperative
League of the U. S. A., and a Member of the Consumer
Advisory Council, Executive Office of the President.

M DELIGHTED to be here today to Elscnss the rlghhs buYers

ave the duties elncrln ema[]etpfaCﬁ e[ aﬁ

ers ace sellers, an It's this rg a\lons ﬁ hemarketﬁ ace that
con sn? nts and Imposes, responsibilities on both parties, however
Impersonal the transaction there' may be.

Forty years a 0 Dean Rosco% Pounal exeﬁlalned that our sub-
stratum, of JaYv Je ts on relatio s —the relation o masteg and
mechanic, [ and tenar]t of mortg ewor an mortqageer
0 e{ %np enger hese‘ Mshlev e “tendenc doa xdutles
rh ja tles mdenenden ? |llci those bo pES sents
Irst solvent o indivigualism 1n our law,” Poun ts
mes and res on5|b|IHt|es arse “not from express un erstan
or rom te erms 0 any transact|on Igor from) vo unta{g/ wrorf]
om? cu DD eactmn t.simply and solely as inci ?ts 0
relation.” “Duties and liabilifies r Imposed” on @ maB acturr
Rrocessor or retarler in his re atlorT] ? E customer “not ecauste
as s0 willed, not ecaUSﬁ e 1S af ar necause the nat%re the
relation 1S deeme %o call tor |F eng fs ag espon3| Itles, of
constimers sPnng fom this “fundamentdl mode of thought,” this
“mode of dealing With legal situations.”

Consumers’ Just Claims in the Marketplace
uye[s have spo l}en of their rights for decades. Yet it remained
not ?( aWyer, n or an eccino st not forﬁconsumer sPokes an
to collect, to systemanze to classify these rignts. It remained for a
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Pren%e nt of th United Staes, Twentg/ onthsaoPr%ndetKe
nedy geclared teconsumersn ttosfet his rignt to be n orme
nis rwht 10 ch ose anét ? %tto be heard. | Want to emphasize
not the parttcu ar Wor s Of th Pre3|dents urwrece ented. cansumer
n}es #C% at er nt to empnasize the significance

effort est 0 |C|a of our 0 codify the rights
that everyone o us has en he enters the marketp ace.

In, time we may realize that consumers, as a matter of right, have
other just cIatms nd W 88 se f0 those gte late gresn}ent
st%te amen ose four ng ts or expan Pon them. But

atever we we shall awasg ack to_this CD nt in time—to
{e3|dent Keﬂned” this statement tote87 ongress In 1962
ter more t alf-cen ursy of turmoil in_ the mar epaee and
conflict %tnfeen buyers ang sellers, the President stated wnat the
consumer holds as a matter of right.

Three- gttartets of a mtl(!enntaa 0, out of turmoil and conflict the tn
En lish noflity found words to extiress their J”ﬁtcf'ms agatnstt
OVErgign. Ne 200 ea}sa 0, afwscore olonia egre entalves
un orst] Xpress w e?/ fetwere the| ustc Ims to . |ife
ert and t Prsuno nappiness.” And. no ﬁ fremdent
Ut |ntc% WOras cons mer ]tust claims in t e mat etplace—the
ng to sa ety, to be Informed to choose, and to be heard.

n?we know is that these f htﬁ—or an nghts—musé he
nforce they’re to mean an e hs Specified |
theat har hweren’tse%r |IteBnH ament enacte
em Into aw eworsoie ecarattono ndependence achieve
rea |t on throg the Bill of Rights, the laws of Congress, the
gems prgme Cour, ang”the en orfement machinery the
resident and his administration has availab

So, Wétht _ghts gf cRnsumes These four nghts are widel
recqanize toeﬁl ven 0se who ofter no more than tt)servc
totem But are no un|v rsally accepted. W en the tuna fis
Hconta inateq, when the T co mercbal 1at Invades your

ecepttve an 'Whenever you face Snft choice | the

iy L 5 R g Vel s

Our late President said the consumer has a right to the facts
he neesto make an n? Qchome ro? % r(tJ

m easure o
\évghncttrl]ea%ﬂnt/ chr of whjt \INteea,\s}ea r?é“ Pe%ates 10 fa(c)tnsst%t{rongnln?grr
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S. 750— Truth-in-Lending Legislation

mple, weavrsdPresrd t Kennedy to support Senator
Pa I Dou%’fl prut mcien ing legis I?atron (l T%S V\Pej tnis as
ance t otetecfnsumrs asic righ ?be mforme wr te
su stance of law twrl%ve consamer the facts VYF need to
ratrona chorces re%\ardrn% euseo credit, If t b IS enacte
now hbefore We borrow or before we comm* 0urse ve%to an
msta ment contracé oW much we_ must %ay n mancrn? charges,
expressed hoth n dollars and as a simple anriual rate of interest.

With this information, a cons merc n cho se rationally betvveeg
B In aplroductto ay when he doesnt avete LPu&chaep H
Ing It [ater when ehssave emo%)q/ nert |s

onsumer would have the ata he needs to Ia]nce rmmedrat trs
actronsa a‘ Iarg uture satisfactions. |the gro 0se |n
mation ﬁa im, the consumey. cou daso pare credrt
costs and shop for the least expensive credit.

Rational consumer ﬂror g |[r this field would grotect ethical ?nd
efficient len erfs —Wwho f ose their cre At ch ges— rom un

C0m etition of those w JPFIGSIEUCG eceit and concealment. It V\ﬁ"
mvr cirate ETICG com et %rn onsumer ﬁl'e It, and as COHSU{P?

For ex

oos B35 expensive - r rt ey’ 21 ? elr effective deman
8?0 S and Seryices. Te %r tion wi consumera ecome aware

rising credi J costs In hopm times anddclrnrn%cre It oﬁts urrrr
recessions, and their decisions may Introduce a new, stabilizing ele
ment into the nation’s economy.

S. 387— Truth-in-Packaging Legislation
The Cons mer Advisar ?ouncrl also advrsid the late President

to support trut In ckar Islation, (S. 387), In this too we se
teo[%%ort%nrty to%othegth% nsumers%asrc |gﬁrt {0 %e rmeg
with the substance of law

In the past three ye ars Senator Phr Hart s listened to the
wrd%sgread dls?onte% acka |n mg an rrcrn actrces
ﬁ Frevar the modern S rma et ecau ers a
snrewd listener, Senator Hart ha? eenf eto devrse Ways‘<
ernmer]t can assure consumers of the facts they need to Make ore
rational decisions Inthe s op ping center.

ure |, don} need os&n trme here detarlrnrlr the ﬁacka%r

nd \ae sins of Industr constmers
or ratronagchorce Prorﬂatg persuasr esk’Whave ca?le Busrnes-
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rﬂen ho reo n%{rce and | have no illusion that I could succeed where
ave falle
et me, therefore, . simply. mention fractional-ounce containers
whrcln make |t Im ossrble—\krlrtl[r[out a sf Ide rqe or other egua?[y
Intricat % evrce—or consumﬁrs to eéermmet r- our]f
tuna s rfot to chips, or was mg powder, And let ereca the ga%k
age that ﬂ S biooer than it tsed to butc tains less,
gcka e whose statement oé net contents rs effectivel |d en from
but the most tr]mrne buyers. H esoa arrr(es no
statement .of net erg t hecayse’it somenhow slips u[tsr et ef -
tions and s not a food nor a ru% nor a cosmetic. And the sla %k Illed
onta ner. And the meanrn less designations of Packa e size that foul
ecanne of communrc |on as the consumer atte Bts to make a
ratron% ‘rorce nsuPermar ket shelves no |sa120nce medrum
size’ oteo salad ol riend o mrnemo a? spent f‘ﬁ
te food ust (ess sashe never Tsawas aller botteo sala H
the new “medl Iy t me simply reca aere
nam—wlhrch s’tIa eIed as watered ham. Food retailers me
o sl sl ey, Jecoveteq fom tis convoversy (WAl
éonsumer ArSvrsory Councr'quef’11 [t)g/hould P
Such labeling and pack ractices effectively deny consumer
tﬂ 8Rortunrt ?or ration F%lr % Wﬁen Presrr\! rY Kennedy state
sumer \ﬁht tg choose,” hesoke of “access hoavrretyo
roducts and ser ces i) unless horce amo (? IS vanetX
roaucts c%n be atron can. be ased nreason and objective evalua-

lon, then the rignttoc 0088 S Meaning ess

. Industry can halt, those pra rces which, from_ the on umers
lewpornt ave Cr ated aos lJoermarkeé Thro esrm
Ifleg Pr ctice an commercra stan 03 procedu es o art
ento Ommerce, busmessmencnermm fe mu oft |s con

¢ Consumer A vrsor ncr

Ty aeemert. Ye aat s aghinery g e 13 CO-

Prnte out; indystry hasnt Use
inued fo expand those practices “which imped& intelligent consumer

choice.”

ImcontrnuaII am at sa eanut butter manufacturer
who cries ? y ri Y nengver It’ sur%;esteg thtnrs
Product should be. Backed in DAl poun pouna Houn con-
ﬂje Now, peanut utter differs. Some IS oﬁenrze Some |
fashioned.” Some I crunchy. It comes in refrigerator jars an
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eer steins anﬁ ﬁell% ean%[sea And consumers will consider these dif-
erences In maki Ir decisions.

But why Is thrs brg peanut-butter man unwrllrnr{r to have hrs
rodut om red 0n 4 per-ounce-cost basrswrth c% E n pro

06S he he can't stand the comp etrtdon e sa rn e%
fnat essuha hcost Inefriclent progucer of gean utter t

If he’s orce rcon%umers In or ation So they can easrycom
Pare rce eout usrn%ss Dogs this rn real Y gﬁfer fo
ustt 1te of IS product to the_composers of TV [I Lrn e tan {0
teratrona ud me so United fSt%te consumers? Ipara e of
In uslert ? etes Ifle agarnst Senator Hart’s truth-
In-packaging bl ma e one think so

he Presrdents Consumer Adyjsory Council feels we need this
Ieg?aron to mahe a ratronaf Inte \ﬂ ht cﬁorce The brﬁ wrﬁjﬁg

ee|, promote one?t comRetrtron grdtect consumers against frau
and hepoureconomy unction more efficiently.

This legisla dtron rnvolvesq added lon tefrm costs. Indeed thr%u&]
Hreater sta rdization, It holds great hope for Iong -term c?st e (t
ons.. As t e regulations are rss over the, years, some firms will
experience certar conversion ems an r onvenrences that rn
Crease J errsorhterm COStS, onsu ers will %ytese ust steg
ga% Industry’s other costs Whﬁther ese have been overstated to Fh
ate subcommittee | dont know. Perhaps no one does. S
however they dont worry me.

As | sard we know that rights—if they are to mean an%thrn at
all—must be won. Srm {0 ex ressthem IS not enoug Ther
of consumers must be cked rslatron such a8 the truth rn
Iendrnﬁ and_truth-In-packaging rop saIs and by the enforcement
machifiery of government.

Consumer’s Interest and Producer’s Interest Different

. Another thrng wee leamned from the common law concept of
rights as an expréssion of relationships is that sellers arent buyers,
that merchants aren’t consumers, tha the man who offers [%oods for
sale 1sn't the. man who buys them. This ma seemeeme

It’s worthwhile stom)rn for a moment to realize that this_ idea of
reIatronshrps on which “both rights and res[r)onsrbrlrtres are founded
estaplish esago arrt%/o Interests. The consumer’s interest and
producer’s interest are different, They may be equally matched. They
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[ybeeS%%t]eermtnous They may even be complementary. But they are

L#St as We cannot, expect the éndlord 0 Wadtch oyt for tt\e inter-
ests o n fenant, an?Hust as we do not depend on the employer to
Protectt nﬁerestso e |Qyees, Hust 50 ?o not expect vendors
Fromotet mterestso cuso ers. All the fin state ents
[]% %cogsumers {0 re?/tm | —X etender sentiments, of mer-
and manufacturers E nd nothing more. For the interests
?ﬁ‘ consumers and the interests of this nat|ons corporations are not
e same.

Unﬂuesttonably langlords have bunt many fine homes_that serve
the|r te ants well. "Emp Iocyers ave paid |gh wages to their workers.
And businessmen have created a ma nificent drray of serviceable
Products that enhance the American consumers LIV ? standard. But
hese things they have done to promote their own Inferests—not the
Interests O conSumers. To bring forth a new product or a better
product or a less expensive product, a businessman’s pnmar%/ %o

must be increased profits, not the' consumer’s Interests
otherwise, he risks failure as a busingssman.

To be sur the s e course of prdpcwcer action sqmetimes serves
the |nteres bot ec nsumer an ro ucer. . We should con-

stant see t|p Instances when these interests parallel
eac ther an ent ey (%o fo se(hefsuch opportunities. But these
Interests are not the same.” They are different

Consumers' Responsibilities

This bnngos me logically to our rgquon ibilities.as consumers. For
If sgll IS cann tbe expected. to geu% uyers’ interests, who can?
the answer, .of ¢ {se is the huyers themselves. We' consthers
ave the resBonSIbgltty or promoting our own Interests, aﬂ ave
the responsidility for"using such techniques as are available to us.

First, we have ({he responsibility_for using the |nformat|on—
which we are entitled to as atte[ of fup [ame tal i m{vt—to arrive
at rational decisjons |n the mar tt)a In SF% ay ¢an con-
sumeri reward the wisest and most e |C|entue anor, capital, and
natural resources.

arently businessmen don’t expect consumers to make rational
deusnPr% 8ythepl Hon want tp er lgorte act 1 t%ey 0a
great deal to thwart the exercise of judgment.
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For example, impulse buying is, | take it, the ogﬁosrte of ratronaI
choice. As you know better than’l, advertising men d_merch an rsers
exert tremendous effort to stimulate rm'oulse uying. Th e}/ gt or
|arger packades on the supermarket shelves and‘more shelf space for
thelr product. They design labels, packages and brand names ]
as 10 entice the unwary purchaser. . They probe sex symbols and
daydreams. And the purpose of all this is impulse buying:

| take it, also, that rrratronal ag)r(teals are the enemy of rational
choice, “As a consumer, Industry expects me to buy a particular
cigareite because If tastes “[ike 4 cigarette should,” or because—be-
lieVe it or not—of “the wonderful, wanderful world' of softness QOne
manufactur?r tells me to buy a particular whisky because “the first
taste will tell you why. Anews nthetrc fabrrc rsagood u;g because
there’s a new'kind of warmth.” The producer want$ me o by asot
drink because It contains “a Kiss of emon akrsso rme

like being kissed twice, I'm afraid this leaves mostl J G ona ed
water,) And I'm fold to (r;et a particular cold tablet pecause It contans
the ngredient doctors recommend.” (Since this ingredient remains
nameless, | suspect It's aspirin.)

These subrr]ectrve a oeals are calculated to Induce consumers to
gurchase merchandise for spurious reasons. err Eur DOSE 1s—as my
oIea?ue Dr. Richard Morse, says—commercial mesm enzatron These
alp eals are Irrational, and the% contnbute I’m sure, to th egrowmg
rationality In our sociefy, No onger are consumers, expected t
have coge t IogrcaI safi factory reasons for our decisions n the
arketgl what |5 Wo IS6°in a democracg/ his irrational aﬁtr
fude carries rnto the olitical arena. When we behave Irrationally,
hatred and bitterness follow.

Somehow, the consumer must see through, or ignre, or over
come the irrational ag eals, for he]hajs the respon rbrIrt to mae
rational decisions. To some extent, he ossoarea elieve he

will do so to an rncreasrn% extent in the futyre. ave few
formaI channels for the constimer to gain skill in buymanshrp These
we must expand. .| believe we will.” Already consumers respond to
mcreasmgIY frantic_efforts to woo our urc as ower wrt a
towenn% d sbe} ef The Amerrcan Assocrat on of Al srng A encres
study, released last spring found. consumer “indifference,
cism,” and “much discounting of individual ads™—even of the ads
they could remember.
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The con erelsecond re%ponsrbu eyt heing so like pnto this, |

Imentron onip riefly. He is responsiole for usig the Infor atron—
which 1s IB r t—o assure nIs own safet Itsunthr abethat
we shoul poison srm bec o r]t are

sometime mrgt et hrs oFfsg 0 ah ear

ans, Keﬁp out of reac ren o[) Keep away rom ope
ame,” it’s the consumer’s responsrb Ity t0 ODey.

Responsibility Through Cooperatives

IJd | want to tntentrpn the respons brlrtp some consumers hlave

accepted to serve themselves. % ogeratrves 4 million

Unrte St tes families own the sp1 permarkets, service ftatrons apart

ment pull p% urnifure stores, pharmacles, ﬁ? stores, credit

ﬂencres electric tﬁrlrtres hardware stores, eath %nd Insur-

e{co Ranreﬁ ere the érret the r%oods an %ervrcest want.,

ac p tgse le .2 number Of consufer-owned factories, refineries,
oil wells and electric generating stations.

These consumers, have accepted the re3ﬁonsrbrlrt for operatrnP
these usrnesse? In thfrr own [nterests. T prov de the capita
esa |sh 1thep iCles, elect th]e drrectors pa e taxes, and divide up

\s tatteendoeac ear, nt(eo usrnesswer]pett
sma Pere arf 513cons mer-owned sh ﬁ]rn centers t
asse the million-dol arah/ear mark. .Never E S, these Include

e a[gest supermarket in Chicago and nine in suburbs of the nation’s

For%rn ma%az ne says the bgsrnessman IS “scientist, artist, ltrh

venTtor utlder stat smap oncentrated industria Hp nger Wi
50 few mﬁn malﬁrni% the% ecisions, denies most men [ﬁe {0
exercise these fa Throuoh cooperatives, however, these n}r”r]%rrtﬁ

of cpnsum IS have cJarmep t 3t opportunity.” 1t Is for many o

an almost arIy EXErCISe IN 1reeao

. As.more and morﬁ consumers, accegt thrﬁ r]es onsrbrht for meet-
mp their own need? e can begin to estab overer over this
nation’s ec nomd Ife, p]rese éconsu ers are en tnacon
tinuous referendum on suc pr1 ucts and Services. usrnesi
choose to submit to the In the marhet place. With tneir dollars,
CoNSUMers ¥ote g/esr no and t tlt US exercise tremendous
economic influence.  They have the power to dispose.

Economic initiative, however, remams in the hands, of Ipr%d Cers,
They propose. Consumers buy or refuse to buy what industry believes
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anis ? % ¥ il Or manufacturers to uncover such
wants as it Is protitanle to Supply

We'e had enough exgerrence with certam types, of cooperatrves
to know t OFrt they cdn offrconsumgrs full sove ergnw reﬂrt elec-
tricity, insurance are oufstan rng examep hro g credlit
uniors, roductron creddt assoclations, and ‘ed 0(al land pan ass cra—
tions, crrsumes have evised savrn%s and SErVICeS, th
meet thelr ne%s ore cons Mers accepte thrs es nsrlﬁrl suc
servrcesd exist. ro ucer as wr Ing to %

ag tEese onsu er-ow e credit Institutions have many
rmrta ors y eepternrtratrvet ey acquired 30 years ago.

ThroH h e‘ectrrc C0-0ps, rurﬁl conspimers acce t d respons J)llrtg
for ﬁro themselves with, the kin o SeVIC neee
coul Eor Commercial utrlrtres gerf]er werent (! gto t%
pe [13KS thou h now that thrst eo service has proved sticcesstul,
these rrms are agerto Uy up th oops

f] otentrall%/ pro{rt?]ble 0 Pr duce. Consumers don’t announce
their

Through rnsur NCe. C0-0ps, co ers de ed an mbe of t}/pes
ofcoverag that ot firms eneregL elt co n’t beo (ht g ﬁ
that cons mers wou pay. oday ese po rcres are stan t

out the Industry.

Frrﬁrlly, consumers ha\re | believe, gre resgonsrbhlrw 0_0rganize
&olrtrc? otn an,}r Ear SaN m?nner ut to exert therr influe ceg
Itical arena. The silence of the consumer In Washrngton an
In the ¢ Iprtals of most of the Dstates Is notorious, For too"long the
consumer has relied on the “countervailing power” of giant Pro Ucer
Interests to assure his welfare. Increasingly, consumers realize they
must look out for themselves.

| presume this reﬂects the growin lJoreoccupatron with consymp-
tion. For a while we know we can proguce al| we peed in our society,
were Ulte uncertain whether We can rnd politically accePtabIe was
for us oconsumewat we produce. T econsumers OWIN
\Wareness rs reflected in the 1surr{rrng circulaty on of Consumer eports
now over 800,000). It's reflected in a million JJus circulation o
verybod s Money, a quarterly that first appeared less than three years
ago. "And'so on.

QOur late President has clearly stated, for %l thme to come, th%se
rr hts whrch are ours as consumers—rights which are ours, not

Se of any corruption among producers, not ecauset ese rights are
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wrr%en intoas ecrfrc c% ntrac, not b c Use consumers hav%won them
e Supreme Court, but i tsw are ours simply because we
ﬁre con? mers. 1t IS freme os mportant at t| oment In

or this naéron to clothe the er| ts Wrthterea tyo aw

Istor
Ven as oyr Presigent su ested2 IS |s a
fiut t%t*all uponu [ am c?nrpdent coﬁsumers L L

[espo srbrly l 25 beenarea gasure Br me to be here toda
and {0 utrne lefly these rights and responsiilities, asls%e then{

PRESCRIPTION DRUG ADVERTISING
REGULATIONS PUBLISHED

The Food and Drug Administration_has announced publication of
requlations controlling drug advertising. Regulations issued last October
became fully effective’ January 13. They spell out the manner in which
Information must be presented in prescription drug labels and adyertise-
ments, so as to insure a halanced presentation of the facts regarding the
drug advertised.

Effective in 90 days is a re%ulatron published January 10 with
regard to the su ortrn data which will be required for advertisements
of“old drugs.’ rug Cosmetic Law Reports, f 3405.

As orrgrnally proposed this regulatron would have required that
advertisement for old drugs, as well“as for new drugs, be supported b
“substantial evidence” that the drugs would have the efféctiveness advertised.

Substantial evidence of effectiveness is defined in the Kefauver-
Harris Drug Amendments. to mean evidence obtained through adequate
and well-controlled scientific investigations.

The point was made by the drug industry that some old drugs,
long in use In medical practice, had Substantial clinical ex?errence tQ
support their claims, although they have not been subjected to the kind
Pofrcggtroélredgsclrmcal Investigations that are needed to Support the claims

w dru

Under. the revised regulation, FDA will accept adeqduately docr
mented clrnrcal experrence () squort the advertising claims “for old
drugs.. Industr ?ejectrons have been withdrawn. The revised regula-
tion erI becomé eftective in 90 days.

As revised, the redulatrons permit the advertising of these old dru

for UfeS “for which there exists substantjal cI|n| I experjence,

quately documented in medical literature or by other ata to be supp

to the' FDA, 1t requested), on the hasis 0 which 1t can farrl and

Wonsrblal be ﬁoncluded by qualified experts that the drug is safe and
tive for such uses

The regulations require prescription drug advertisements to present
information” concerning. side effects and_Contraindications for u%es
recommended or suggeSted In the ads and for any other use_or uses for
which_the dosage form advertised js commonly prescribed. There must
a?e adfﬂlgrs balanCe between the desirable and any undesirable effects of
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The Work of the Food and
Drug Administration

By JOHN H. GUILL, JR.

The Director of the Chicago District, Food and Drug Admin-
istration, Delivered This Address at the Food Law Institute
Food Update Conference in Chicago on November 5, 1963.

HE FOOD AND DRUG ADMINI TRATION is a consumer-
T tective en orce nt agen of the DepartmeRt of Health,
e e, ol St o
?oma?(?ecurP ty A mtms?ratton t?te Offtceo Egucatton and the Wel-
are Administration.

_ In 1955 the F of and D Admlnlstran?n was studied inten-
5|ve agroupo sttn UIS C|t|zens the Irst Cltizen Adwso
|te ade ove 100 rec end ttons gne of t
ngnt cant stat e Were wg yun taffe tw
ge assn[qn fo US and we shou eex ane ree to
ourfold in the next five to fen ars eave or |n
In 1956 we ha apPromma y850 peoR/| s yar u et
auth onz%s more than' Tour times as many, Meanwhil ow ver. our

resdaons llities have grown matenaL W|th Jae pasqbsqeo teF
Color Addgttves men mentst Hazardous  Sustances Labe |ng
Act and the Kefauver-Harris Drug Amendments of 1

. imately 40 per cent of our people are in sh|n ton serv-
%r a mtntgtra o?s wjao establtsttjﬁte) B les 0 t%e ordanization
an setteﬁropgrtton of our fime we SUW Pen 0N various
Hustnes The administrators so recerve In (EntW lon an con5| er
terecommen attons rom the field orfices an ource

ﬁhm gton we have man ex ert scientists, % 0 a 3
researc In man¥ areas, devel n test methods of analysis an
SEIVe as our expert advisors on sclentific matters.

e remaining 60 per cent of our people are distributed in 18 field
offtcesqocate {ntﬁe prp nmpa?c?tteso ouPcountry Atyp(tjcaq aztastr?ct

WORK OF THE FDA PAGE 47



has about 120 peq Ie—tﬂree to four are admj nritrator 50 to 60 gre
Inspectors, 3510 40 are chemists, 15 to 18 are clerks, an the remainder
are atdes Who assist the Inspectors and chemists.

Three Major Functions of FDA Inspectors

Thei ms tors have three major (t]mcttons Tlhedeto tt%e vanoua
es o est |s ments o eratm under the six laws We enforce aH
exammet r@ e raw materials, t eequrﬂn\entt
rng roceues aelrnd and storage facilities (lee
ro uc o orte rug orthe cosmetiC being studied. They
re see g to etect vrolatrons n this operation.

The second inspectional dut \y IS the collection of officig) samgle
T ese are coIIecte representatively from a large lot or as arge
Evm uct as We can iInd In in erstate com erce; usually we (lea
a h? esale level, T esamples usually are generous, amounting
or exaﬁtge tQ two t% our ca eso vanoust eso et Us say, canned
dP gen mgi oW muc} seg lﬁ ﬁexam e abu
afo the sample and go e remainder availa ec rrngt EFHOC
interest, as requrre y law, Tor anyqne wno capn.est ab IS, a
|t|mate connection with” the goods assrp er orcarman The
ector must document the In rs ate. move en the product d
te ransporta lon recor emvorce and determrn
te?dce)r ave first- and nowledge of ther enttty of the product

ur inspe tors also malﬁ e invest] atton& These are frf%HentI
Com ex an i Ways ead to thie making of an estab
Insp ctton ort e co ection’of a sample.

The Chemists' Role

Our chemists have the nénawob of analyzing the. aamgleé for
¥v|hat ver violation 1s suspecied, such as excessive estr(c ues
rom n}]sanrtarg/ production, or other orer norun care
Eonens g y EXErcise . ther curios! fter checking Tor te
ected violation afnd] ex mme or.a viola |on t eY nl] s ect,

%Pger cent 0 mrss time 1 evote 0 thé develop-
ment and't stmgo met odso analysis.

Ourr ec ors d}chemt fs are collee raduates The i nspc
%rs must 0 ours o sclence I rcurncul , While't
emrfts m st have 3) hours or more of ¢ emtstry to quall eare
ctrve?]/ seeking competent empo eF s In these “catedories an ure
that ahyone who Is basically qualified and Interested contact oUr
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Washington or district oﬁrceB A Food and Drug Administration
career is Interesting, varied, public- protectrve WOrK.

The lerks (o the t | andf n nd marnt in our other records
so that In ormatron 1S re)e/rgr )gavarla en neede

We enforce_six laws: howeyer, the two most important ones are
the Haz rgo ?hst%nces Labejrn Act passed *n 190 and the much
amended Federal Food, Drug ana Cosmetic Act of 1938

Enforce enﬁ ftprs latter law consumes most of our time and
energles. 0,nterstatg shipment or t ecarryﬂng n 0{nter
state commerce 0 ar} %ug,terate or. mIs ran% evice
or cosmetic. It also forbids the rece L,oto suc rrrﬁ ucta er IrP
ent In Interstate commerce and, Turthermore, pro 0l g
of any act with respect to a food, drug, deyice or cos etrcw |c
been ‘recelved from an mterstaée S0Urce W |c woul resut n these
gro ucts heco mgi adulterated or mrilbra . T Is last sectl
les frequently To sm rePacker% rc pro 1ucts n u
which com J em under S gle ut c [ect els he Pro uct
IS Ie acka% into smal er containers and labeled with misbranding
claims which violates the law.

he Federal Food, Igru and Cosmetic Act carries a. mf»fnm m

ena t¥fon conviction of er count an ({ora ear In jail_fo

|rsto ense andtforasecon ense or fraud threg years in jail and
00 per coun

Eight Procedures FDA Uses to Achieve Compliance
While we mutst hqhe a strong Eenalty sectjon to deter vrolahons
We have atotal 0 erg t rocedue through Whrch We try to achieve
compliance,  The first is th rou% eugatron Talks such as thrs help.
We Wil talk free of charge to any indust g/group composed of mem-
bers from more than one firm or to loractrc |1y any group of consumers.

Also under_education, our fred drstrrct offices, our Division of
Public Information and Division of Advisory O rnrons n Washrngton
answer many consumer |nqurr|es dai be ho e and etter When-
ever an one”has a new produgt or Foposes NEW USES for a Froduct
it would e wrse to sen the formula and a rough draft of all of the
%rc\)})osed label and all_of the proposed promotional material to our

Ision of AdvrsorY Opinios for Its canstructive comment. These
laws are quite complex, but they are public and it Is the duty of those
In businesses affected by them to comply. However, we are glad to
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assist with this comment when full information is provided on the
proposal.

membes o Daageen g Nt '”St)e%t&ﬁo‘r?s P

re UITES Olir d ent% l%IVG a Wl’lt?ﬁn ?trce OJ/ IS Intention tO Inspect.
edrate ¥ d ter Issuance, it Ii egal to re US tO ermit his It‘hg

(J We are also re U e {0 eave a recer at rials gat FEd

uring an msoectron If we observe rn Y trons or rac-
tices, We mus eaveawrr ten statementr entl n ore
exgerrenced |€ Pectors comment o obv efects
ever, most la Pro ems ﬁre compex an requrretestudy and
response ofourex ts In Washington.

The thgrd method. is Ioty Ietter The Iaw rov des th t in the
mcrdence 0 amrntir viglation, t Secre caI It tot e atten-
tion of the particular firm or In |vrduaI drng a letter to this

party. This'ls occasronally one.

In method number four, citation, we write |n lain. Englrsh to
the ftrm or mdrvr%al citing 'the pr vrsron of the law violated by a
Specific produ esetada% nd time, ortp Eartg/ ressed. to
come to ouro ce for an infor a IScussion o hi WS Qoncernr
his groduct under the charges. é)ar%)( sse Ig noret
Rotr e wnteﬁ etter of response, send a frien rs attor K 0r come

sfe f in (irmal annsper |tad|scussrono the charges
and frequently result in effecting comp ance

Method number five is a Bublrc rotective measure which involves
serz%re of goods that are adulterated or misbranded.. These actjons

are rou% trouB the Department ofJustrce on evrdence submitted
ey Food and ruogﬁAdmrnrstratron eopIe havrngademonstrable
légal Interest In the

ending product ma pRear as claimants ang
n the event ofacontest 3 Jur¥ftrrér of the ¢ arges may be held in

federal court. Frequently the offending roductcnbercondrtroned
or refabeled and be legally restored to rnterstate channels of trade.

~ Method number six is orosecutron This action is taken a%arnst
firms and persons who violate the law sig nrfrcantl% These actions
move rather slowly because oft eman reviews of the evidence made
In our organrzatr n and In the De rtment of Justice before the
charges aré filed Rublrcl with the federal court anh case brought
has Tive such consicerations and some ma /_%/ be studied by as mdny
as seven sections before the case is filed. Any of these revrewers may
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stop the case. Thus you can accurately conclude that any prosecytion
actPon ﬁleg on FDA'’ syre uest 1S %eheve%l %y US to represe tg sgchant
violation and to be a serious matter.

Meth(od number seven |s the injunction prﬁvmon of the Food,
ftu r] Cosmetic Act, 1t IS use Igamst those who cannot_be
effectively curbe tt]roggoh s Izure and/or prosecution. An | (Jyunchon
the.c ugtdarﬂounts to a court order not to

cor]sente to o a
VIO %tete aw ansz)more i Viola the action is contem t of court
tInetC IS rS|tuat|on e penalty on conviction Is set af the discretion of

he elﬂhth methoq conce{né comptrac Whenever wo or more
eoge con |v% 0 wo ate a Tederal law t eé/ ec arged with
con plracy The penalties on conviction are usual Ity heavy

gou gncounter an oroduct Whtch offends. you and ¥ou believe
|t IS 0 Rerour urisdiction wewoluda reciate your [eporti g(s
{0 US ay tr)teor letter,  If you belleve F ave been Injured.
YOU 3) qto fing SUit aegr n?tt 0se resg(o h(e we can ot art% cipate
ur litigation, Nevi ess we ne rto now \ etails of your
experience |n or ertlo rotect t erest ublic from a similar
Inrjté[ly We need to know the Pme% ro uct Its nﬁmufacturer
strlbutor as shown qn the label, the code, Jf any (]]
arg ICIVeVn(%;e you ontained the product, as well as the nature of ts

The Amerjcan foog sum[ Is the most abundant, Wholes me and
nu fritious Jn the wor oSt of our oro Ucers and m %act rers
ﬁllve continua It/ not onj%to maintain the standars M ave

pe to set, huf also t0| rove on thecea mess and wholgsome-
e of thelr out ut. peop m violate the law are unaware

their transqre slons untll We c Il them to thelr aft entlon Then
teeyare usuaYea er to brin e|r product into full com I|anfe

enoourag his procedure rather than resort io court action Tor
each Infraction. . As entloned ote we urge all shippers of prod
ucts under ourturts ot|on su m|t thelr ehn ang formulas to
our. Division of Advisor |n|ons |n Washing on or comment
designed to avoid their vio atm the law,

Diet Study of a 19-Year-Old Boy

Late last year Food and D”ﬂ;ge Adminjstration rePorted the find-
Rgs on a total’ diet study 1t has been con uéng In five cmes acrosa
thé country. Foods sucn as the ordinary miadleincome family wou
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Hse a[]e bou%l,ht in the ﬁtan grocer stores &ust s you and 1 would
he vegetables, fruits, meats an ang E{roductts e pre-
gvae In t e%usto ar manner or Servi I% N POrtions 0 e3|ze

e cons g year-0 are rem?ve and
anaI zed. T is 19- earo Jneav est e ter fourpopu Te He
con umesSSto? onso 00 rm er week. Anaxm
tee rt|on show that ener US amounts of Rrote| fats
hfs are resent.  All of the vitamins and minerals
neede or ealthful nu Hon aret ere to excess.  Occasionally some
ﬁ]eitmdes ere dehecte Owever, t Tea ounts B[)esentwere| initesi-
vYa elow the tol§ erances set for t sde stances on the aw
gncu } ra %roducts he amount of r oactlvnﬁ was foun (i
nge from_10 to, 25 per cent of the amount u%;r?a Et e Federa

adiation Council as'an acceptable health ris eneral popu-
ation groups.

| believe that ou J food produce[]s can tali ride and that aé con-
?umers e}/ou can J comfort In this knowle ge that ou[ ordinar
0ods aré safe and nu némus and that one nee not squement i
d|ed; with costly specAa 03es of wéamlnm mlneras Bf?

and consumes ‘an-ordinary varied dit of the readily availaole oos

Now | nﬁanng) leave grou with thr ethou%hts Irst, as
um%( read t on | of the. PR ucts [c se and
the |rect|ons careu Second, T, the product ofen S you, teII ug

A en b o Sall ol g ”5 L pemiting 0 i
|s n or con5|d qur roduct yo romotion of it carefu
| |n oubt, of fu comp lance, submit your best

ort |t I|n or tion to theF ea uarters or or |strct

puﬁec rappra|sa an comment befo rey gin d|stn Pon tOtT

rge

~—
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Some Considerations
In Evaluating Advertising
for Cosmetics

By CHARLES A. SWEENY

The Following Remarks Were Made by Charles A. Sweeny, Chief of the Di-
vision of Food and Drug Advertising, Federal Trade Commission Before the
Society of Cosmetic Chemists Meeting in Boston on September 24, 1963.

ot B R
Ianguage and grré)cp Fy sngrrng yourJO da?lry experiences. peaing ¥

| am here as. a staff emRer speaking for the Drvrsroa of Fqod

rf]d Dru gvertrsrn at ertanteCo |ssrop Hha |scrﬁsron
 aftitudes towa Bvertrsrn H { arter all oe WI

et far aw from the su rrects ou are |scussrngto aF h% edera

rade Commission has no new statutory resp f ties l{é It 15

appropriate at this time to review some trends in‘application of old ones.

Drug and coame |c safet g asw I %eﬁectrveness IS a matter of
rea con emn to (immrf heeler- lﬁ% naments o;

%Nrreocasrone arg% esrre %o cur eavertrskgr '
arm roducts. |t .was r IS rgasont at Comr%lssron aytnorit
In resa{) f vertrsrng for foods, drugs, devices and cosmetics was
substantially roadene

The. Commission was aythorjzed to se?k temgorarg Injunctions
ohibiting a vertrsrng pen Jrg ISsuance 0 Ini tr% Ve com-
arﬂtani) [ t0 cease and erstvgen thrswou beto rite est

;ﬁ rom'ot action to cur advertﬁrn rira harmful drug
rcs etic obvrousyrs to the interest of t ri Furt ermore
OmmISSIon Was emgowered to Institute ? mrna procee mgs if
P]r duct aayertise y e INjUrious to hg th. One sec orho the
ments djrecteq t f(ssron In eteranrng ether aH
to ake Into account the extent to whic

%verérsement IS m* ?
the advertisement fails to Teveal material facts.
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AsaB dacu al matter, the Federal Foed Drug1 nd Cosmetic Act
nowmecl ? e sa eovert ecougter 0 dngs N cosmetlcsmhlc
are inhere WY rmiul. But a B uct whic cag eUﬁed szif
accordance with the em ma ISrepresented in ¢o atera {
tlsmg with res ect to_safety as well as efectiveness. In our starf
consideration of advertising, we b%%m with t e assumption that an
Pro netarg dru% or ¢osm cczgq used Sﬁ g/m achordance wit
ab mgc ntraindications and directions. Theréfore, when the
f gpeﬁrs Inan a 1ernsement we have even more reason to oo
closely at the manner of its use

Misleading Claims of Safe Use
In s% %mstances ther maﬁ/ be affi a}t Ive advertising claims for
safegyw ,c e eﬁenqon? d|lt§ ae In addition, we a*
starf” level are loo a% 0S sm wth regrese ts
examp that a ro hls safe when ta n 1N accorgance Wit d|rec-
e consymer (an Cehbase our attitu eu a]

10nS. IS me S {0t
etters 0 éﬂ amt WE are re HVIH& aS mu pOE d r&rr;n}a C

ﬁ?ﬁﬁ%ﬁ&é"”edl?&ﬁ] 2 nwe%%r Sonetoctneucs(eng%m I mean do?l
recommen ations, ca t|on amtecessme use, and o forth,

umrls ed when atayone ca usethl [0 uc
?m Su onerea owstﬁ|ere|% OP at eets|s %Wee of.a cat urc ?

50NS WP]O shou (P Rot take the roduct at all. He is sthe to arn

that he cannot take the product sa e¥ In acco ance wm
h ro uct
Iﬁ strﬁt

s glgmaamm B S et 0
S Ll b
ﬁa\évp%ergﬁggg the advertising o vmus‘J Has mmled%m mto makmg
e A SRR T G

[)eveal materia c z}/conve% qg an impression which 1s misleading
ecause material Tacts dre withhe

€

Vitamin Deficiency Claims

One Product area in which we have proceeded and are contmumg
our attention Is that involving vitamins. The Commission has Issue
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cease and desist qrdersl Wh|§h hold that advertising for vitamin
H o ducts to treat tiredness and other symptoms ascribed to vitamin
eficiency must;

Expressly limit claims for effectiveness to persons whose
SY| dpggmds re(? e {0 an estamhshed deteuency of tﬂepnutnents Sup-

CIearI and conspicuously d|scIose§9 ) that in thegeat ma-
£ordt ersostesesg/ pto s-are not du oavgamnt %jency
nd () that in such persons the product will not be of bene

Th| sme do trine of express limit at|o and ﬁ|rmat|vef<?|sc
rﬂa}/ (gned to other nutnnona supp ements 0 ere
apeut|c pur SeS

We are now attempting a still further disclosure in adverhsmg
oFlrons dppements t1s;our staff belief that Jf such a product |
eetle e evm anemia qr |tss toms In om dp n%
mask_ bleeding fropd” some enoo}s di eaeor dllso te]r
Bermtt s gJJo ression : and that t ese are material facts wpich s oud
e disclos tne advertising. are at this time |y t|gat|n%
Base p&esentln this Issue.2 When al of the per |nent eV| nce_nas

een. deve In the record, 1t will be <io sidered 71 r%
mission. | §tust emphasugt at UB“ %hen an statmg onyast

position, and not one estanlished by the Commission.

ur efforts to reoune aff] rmat|ve d|scIosures whe %hey a n
avoiding deception, a # the “Federa
Orra 80§o mIssIo ActSW?Jm

IOVISIO
ecmcal Irects t Bln advert|3|
rugs, . 0evices and cos et|cls n3|derat|o

aﬂure of an”agvertisement t]o reveal facts matena |n I%v o]
the claims made, or material with_respect to consequences Ic
may result from use of the commodny

Thus in respﬁct tI

mnsmn ma?/ IP |ture requl 1@na

g sible_ hafmiul res(o ts.fro use 0 the preparation, Inclu mo
BCts an contram cat|ons It may also_extend requnemensfor

aftirmative |ﬁc osures of limitations on effectiveness, ﬁt

sion, under the Commission’s present statutory authonty, Wi

1Docket 8150, Lanolln Plus, Inc., 1Docket 8547, /. B. Williams, Inc.,
rade Regulation Reports, fs ! et al, Trade Regulation Reports,

Docket C9123 Hudson" Vitamin Prod-
ucts, Inc., Trade Regulation Reports, sSectlon 15, Trade Regulation Re-
1115,854. ports, H25,267
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limited by and based upon the need for such disclosures to prevent
deception of the consumer.

As SCi ntrsta ou may e.inte esteg in knowing how we approach
nd consider aaverti mg carms ased Upon SclentiticpropQsitions.
ur ap roac 1S nert errﬂ errousnra mare efanorate’ than tn
srtu?tro requrres _The pnysicjans an ot crentr 1C. EXperts on t
star Commission's Division of Scl ntr IC gmror(ri Work as a
he]arr%rvarlrlrt our attorneys In investigating these cases and throughout
et

Our attention may be drawn to advertrfsm in any of severial
da Our alert mortitors may detect and. forWard a Questionahle
vertrsemenA to an atto negp or e ammﬁtron and drscussroH with

one Of our octors A disa ?mte purchaser may orttﬁt the
ﬁro duct failed fo perform af aimed.” A competitor may challenge
e representatrons In a well-documented comglamt

FTC’s Procedure

Reqardless of the manner rp] which an advertisement comes to
our afténtign, our procequre 1s the same. Assumm% atteneces-
sar HurrsdrcHona requrrebments pgear to e reset our question

eth rt b JC IS ceived. e are fo tﬁke tﬁctrog

e it S e

The medrcfll member our_ lawyer- screntrst team Is char?ed
thh responsiol tg for tm ase of t %case It 15 his dut¥ to rF
the lite ature IScuss the. ISsues wrt experts da \rﬂ or clinica
or qther testrﬂgeﬁ Perrf priate, and produce qualified witnesses whose
testimony will”effecti supporttecase

oL R et iy

gme ect, thelr basis vertisi [) senfations rg
individual arﬁhorrzeé ang ISSue f e Commission Itsel
arlure 0 comB/ ly therewith subjects a respondent to severe penaltres

The orders require the advertjser tp sybmit material pertinent
to the clarmsjr ﬁas mge mcfug ? ﬁ ?rmua?or téh P roguct
tagether with directions for Use an nterest

articu ere, cople
of reﬁgrts and_ other tha concemmgp Bsts 0 1[ preparatio %
memorandum opinions relating to its &fficacy. The purpose of this
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emagd IS t0 afd in our_effort to learn as much as 55 J)Ie ahout
éJro uct, enab rng the Commission to ma %an Informed cletermina-
n as to whethér representations are sufficiently questionable to
warrant Issuance of a” complaint.

We are freguent| 3 gd to explain oursandaﬁds for evaIuatrgf
clinical tests. Ourstn saren more nor 1ess rhg/o as car U
rnvestrr%atorsw(?u require, We are conc ed with the desl o an
experiment and, whether 1t hgs begn er orme cor ect ether
t re Were asrgir ificant num er? te ts whether the resu swre
recore accurat ¥arrd are |Fterna Ig 00NSIs enﬁan conereﬂtwet er
the results warrarl conclusions.drawn: astywhe er the conclu-

sions when trap ated Into advertrsH claims “have been expressed

n a meanrn% accu date waﬁ 50 consumers%ackrngs lentific
training will Understand witholt deception.

Glamour Theme in Advertising Cosmetics

While %hav not beerr r(eferrrng dirgctly to cosmgtrcs in this
drs ussion, this 1s hecayse the Commission’s adthority and procedures
reageccr to advertl dgrngC for cosmetrcs are precre the same as
or foods, drugs and device ?\rieveﬁ We ‘encounter one_factor
more _common ntecosm trc than In the others, ISE
%dvertrsrn With t mourte e, where It IS d cuItto distinguis
efwe |t|mate lorified sales tak ich n? one hefleves
|tea q Su santv resentatrons whjch are elieved and rﬁ
on Cerainly, gre le. no cosmetic e(o ﬂ? ISt err
&%I omising increased heauty. We are not likely to challenge the

While there has been little pyblicity concerning Commission
actrvrt N tne co metrc %relr! receﬁli !rj daes not ean that Wﬁ

rfsmrs it ligh g %re reviewin iﬁea vertising every 3

It 1 being cdnsidered more carefllly by our attorneysan doctors
Some 0 teematters ebe andrscu ed wrth advertrsers and

corrections In a vertrsrng e ecte orm 5 no complaint_Is

Issued In these Instances’ there IS nog Ic record and no unlictty.
It ma\/ be_significant to mention erver that in_ one mtgncezr

recentl eyntatreo nC? mission 1ssued a comg aint and order prohi

Itin
repres at a preparation would prevent baldness or caus%
hair to grow.*

*Docket No. C-249, Beechatn Prod-
Fclt% 12TC Trade Regulation Reports,
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2 1T L0l e o
taell' ”(])Slsngg regrow a|r | am sure you as chemists will dgree wit

| cannot help hut wonder whaé E;/our ersonal reactlons are to the
Hmenca varn Ing We See every day In every medium, %/ do ou
eel about televisi commerm ls7"” As_experts on the 3
Fresent Erocee mg Xthe Federal Trade Commission? PXOU
leve |t| overly sensitive in 1ts actions to, protect the
thin (5] But w hat part are Iyou pa}/mﬁ In tne eveo ment of
this éertlsm ? Can 0u consider yo se mawor apart—com-
geteg vorced fro epromot|o our creat\?n ould you
eve % roduct which i s%e sudt ble for a beneficial purpose
and not be Interested in whet ?rtea Vertising exaggerates or mis-
represents such safety and usefulness?

The fc?smenc che |st In industry has a very definite role | {n pre
ventmg %se and misleadin adver smg, with” respect to sa e}\y
ctiveness. He? Eone else, kriows

[e than an
est gustw at a product wil é)o ang |ts(i|m|tat|ons ts side effects, its
contraindications.

Requlatjon fadvertsm not a game be een vernment an
mdustr§ ﬁw f gfanons% Its U % df

? ? ureose
advertising 1S S|m Yto inform the I|ca roduct allable
to them é)rmn hem 10 select a pr ductwm eets the \r needs
It can b stated jUst as 3|mpg/ t}]a tepu 03¢ 0 der 8
?mm|33| n requfation Is t%set the ‘a vert smg escr saﬂ
[1 ers toig P lim In such terms that the purchasér gets what
as been led to believe he s buymg

elf-requlation by i dustr b indiyidual advertiser is
the firs ste% (h suts woglofa |nd|cy %at aIY ?ren tf] (i
me cc emist, wno re about t ro uctt an Fnyone else
|steo erso xcu rom the ave t| |n council. *| should

hketoc W|ttec

enge that you make our VoI
that counc i y c[er eaﬁ] ]]
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Consumers, Industry and
(Government

By GEORGE P. LARRICK

Commissioner Larrick of the Food and Drug Administration Presented
This Paper Before the Fifty-fifth Annual Meeting of the Grocery Manu-
facturers of America, Inc. in New York City on November 12, 1963.

AM GLAD TO APPEAR on the Bro ram (P our ifty- fn‘th annual
eethq tth |nV|tat|on ?[ ygr res| our long-time
friend au Mr. Willis” has worke oshe! with us over a
Rlesrlgkc)tmof years, We have Iearned to respect both his judgment and

There| owm ub cawaren sof the mterrelateﬂ m*ere t% Pc?
%oblems 0 co sume |rJ usr %overnmeﬂ

e consumer I miamfestm In erest tm? ormer¥ spo,
attention o or was little conCerned ab o t— Itngss tne grea t|mula
tion 0 |nteres%|n pesticiae resigues qn T IS Interest in
areas. aces t e actions of both In u%t Oy %overnment un (? 3
magni % lass, 50 to speak. Both of our organizations are inclee
subject to cldse scrutiny.

It |% self- eV|dent that there ae br ad areas of mutual mtereﬂ
amo eset ree grou The sa em our od IS of coneern toa
n e onestzv ths arketm 1S eW|seo common Interest,
proble#]ss start ith a very grea community of Interest an common

Let us consider three matters of concern to all of us: Communi-
cations, . efforts 1o Ilgut 5he Ofcurren(ie of Serlous acuder“s and the
contmumg n%?d to develop closer relationships among a sclentists
with food problems.

In th e mat}er of communpications, we are all striving to |mrProve
E]he exchan mforénatlon between 1Q?]nsumers and government
etween Industry ar] V\;]overnment econsHmer oint of view IS
Important both “in” law” enactment and law administration.

Communication with Consumers

One_of our most important squrces of information on consumer
points of view is our Consumer Consultant Program.  First started
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t nQw inyolves gne par(s -time reBresentatrve in each of our
18 fr d dstrrct offices, Qne additional full-time representative will
?on Pace in eac 0 ﬁe %rmer VIEWS, coﬁments and com-
Harnti ansmrtted to us fhrough the, consultants have Rroved Ve [%/
W gn se a eare at, Mr. Wr rs Invitation, before the

Carla Williams, “the director, descriped teprogCer
Manu acturer of A errcas onsumer] ervice Panel last Fepruar
Our Consum rCons tant Program Is he 9us carry forwar agoal
recommended b rre?r ent’s Consumer Advisor Councr —the
strength nrn%o the role of the consumer In tr(]e economy. It 1S note-
Wort owever, that the Fochd and Dru A ministration onsumer
ltant Pr% ram Very much resem este on umer Inform ron
ro ra so t Irms and assocratrorf)s of the o In ustar suc
thos r]oce% anufactyrers o Anerrca t e Nathon I Canners
ssocratron t illers National Federation and the American
Institute of Bakrng

We welcome dréect inguiries fTr n(] consumers gnd reports on heh
experience wrth an reactron% 00, rugs and cosmetics. Wit
Increasing public awareness of FDA, our Contacts with the public
have so Mmultiplied that we now have a onsumer In urrres Sectron

Rde Sh rnrfurrres art 0 ? % ucatr?
Eorranl?mevrvshr develops and drsse Inates e ucatrona publications for

Communication with Industry
~ Qur rr]rog rnof c%mmunrcatrons with rndustry rs of lon stand
ing. e always had an “open door olicy. “Any manu af urer
Br ott]er rnterester% erson m yseeko ({h rce a an trlnl etter,

(Pone or ersona VISit iven our
views n ey /B Uesfion of t eapp rc tro h re uire-
ments of t Fr ex Ble our rvrsro rsorY rP ons
alone has been receiving abolit a hun red one and mall | qurrres

Per day, plus numerous visits from rndustry representatives. Addi-
lonally, many technical and scientific questions are covered in almost
continious conferences befween our scientists and those of industry.

Some time aqo we established sPecraI branches in the Division
of Public Information to dleal with poth consumer and rndustn( needs.
These branches have made it possible for us to rncrease the attention
ﬁrven to this phase of our work. One concrete result, alread ey aHParent

as heen an increase in the output of publications and other informa-
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tlonal malter jals designed to aid industry in understanding and com-
plying wit eAc

UPon 0 cailon special ligison rou S have qeen esElbIghed b
mdust to facilitate ommunf]caHon or exa the ndus-

M Ison Gommittee In w d our Assoclatjon has a arge role
s been meeting with Food and Dr0g representatives to:

Improve voluntary compliance with the laws by industr
throug% moP nowleage ofythe requirements; Y Y

) Provide information . about food industry problems fo th
F od( ;):1 d Dru Admm?sgragen and tﬂus promo){e IObetter fnformeg
administration of the pure food law; and

3) Develop greater understanding of FDA laws and regulations
b thge)geneyaﬁ i g WS and g

Our 18 field d|str|ch offices mamtaw the sqme kind of “open.door”
olicy as we In Was mﬂton and thus welcome opportunities to
Bro ote voluntary compliance

Bureau of Education and Voluntary Compliance
Created by Secretary Celebrezze
About three Wee]ks awo Secretar ay CeIebrezze eﬁgroved a reor-
%amzatmn of FDA which fas been under study for some time mon(h;
ther ttim s this est |s es Freu the Bureau of Educatio
un ary Compliance, w ich will pus give even more emphasis
to these activities.

e Bureau will conduct a broad pro ram romoting .volunta
compLance anél coo&)eratmn %etvve nt ep»?o ﬂe ee ate mgustne%VI

A through educahona and rmaPonaI ctlvmes It w
g|ve mcreased attention to the consumer education tunction.

It IS evident tgat ast educatlcgp and communication efforts ave
resulted In |mErove C0 p|anfe 3\% a narrowing o ?reas where egDe
action, Is; nece S wPus denb necessgry lecal actions wil
unhesitain wgoroe I%rsue ut we do” anti gate ﬁreatere eC-
fiveness In presentative enforCement under the new organizatio

Your industry has beep quite successful in I|m|t|n8 the oecTrrence
of Iar?es ale, serious élCCIdEﬂ iS5 due to ?ontammated commercially pre-
pared ood.  You are indeed to be congratulated

ever, We must not relax as is shown by the recent instances in
which %otulmus poisonings have caused W|despP/ead p%hc concem,
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NFI Commended for Recent Actions

When such accidents. occur, |t rs our obhgatron fo take whatever
steps are needed and to issue whatever public warnings are required
to protect ¢ nsumers ndornrgethrs we strrve to make the warnings
as Clear an gecr IC a5 possih The gro ucin rndﬁstr can he of
tremendous assistance, when emer encies arise ta In rmmedrate
corrective measures,  We think the stekos take the Natjona
Frsherres Instrtute {0 degl with the ro lem 0 o linus. toxin_ I
Bmo ked gs |san utstandin exampe? prompt and effe trve action

Pom y after our

ga noro ucin str¥g crenth IC ad vsor
m Jtte% gaeus Its Teommendatio swrthr ar t otu %
hazarg, the” Instl hute aoted measures t sa guar heat whic
were In accord with the scientitic recommendations;

| need not tell this audrenge hﬂw q%ckly and e rcrentI}/ the food
%rlrh tergn mdustrres respond when ‘tnere” is need to protect the

Our modem world is, using science o a deqree never hefore
dreamed Orp Science |S %o the gdern world as art vgas to tﬁe anclents.
trstedurdrng spirit for all our actrons T gasc romatograp IC
)d men da 1{can accurately ﬁna 000S for pesticides or

ge down 0 arts |oer tfr o, and modem Mmeasurements
of radjoactivity in food eveal eves S0 low, that scientists have had
to devise a new system of nomenclature to discuss them.

Some of the test aw)aratus now emﬁl P/ed by advan?ed |abora-
tories, Including our oWn, IS costly. ecent” years Tunds have
eome mcreasn] yavar lable t u an to other Ia ratorres But
this rsa latjve fa Earto Not on ust funs
be available, qut al must nav etrgrned thssrona m
gower o develop methods, to understan emI those metos
nd to Interpret the resu t determined.  How is this to be done
Our srf entific ersonn(el are in constant. communication ch
scre sh over tne wor le J)a ticI ai\e In the activities of t
ealth Organization, the F0o ricylture rg;nrzatr
% suc groups 2 the Injernational “Union 0 Pur%aﬂ led
Chemistry nrternatrogala ais. We efamr lar wit (Se e 08
ng Cadex Alimentarius qesi ne 10 hel JJ evelo Wor w e standads
purrty for 00 Fmrca In our ann countr x In eprnsd eve E
mo em’ food rte(g ogx We mustc borate with universities, t
ssocratron of Official Agricultural Chemists, the Nationa Research
Council, the Nutrition Foundation, the American Society for Testing
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Mgtenals the revision commntees of Um‘jed States thlrmacop Ia
and the National Formul ar?/ the Institute of Food Technologists, the
rl}llgtrlon(a e(%gmners Association and state and federal agencies, among
>()ur methodologg must kee{n Eace vvgth sclentific qeve v\}oments Thus
we are constan]t ny noa F clentific research e.must be as
ro%re Tve te oq a5 you and the researcb Insi ut|ons are
Ifill, our responsinilities to”you.and to ”L I
frain state erf] %rce{n gt sclentists, collagorate Wlt ro ea
sni al persopnel of the 100 ru mdusAnes and w ere eee
the in u%try to ad(ﬂot te ates g f] ures. For example, we
%ee mcreasmg the utifization of romab %raphm e Ement
the food | ustn(J in food control rocedures eore the a[) etlng
0 a new oef Our laboratory scientists are awa]yﬁ availaole 10
timel X cg t(athon as to the latest and best metn Oﬂ¥ ava|I ble.
ee an ave recelved our cooperation In confirming thetr
Bmdln?s a

eveloping further improvements. Al of Us wall
enefit from quparnmp tion in the WOHEp fo of science.

Two New Scientific Bureaus To Be Established

T0, assist FDA |n Its participation we are establishing two new
scientific bureaus i gaceo one. Theseare:

ureau of . Scientific Standards and Evalnatlon wh%ch will
?nsm ate the Petltlon pro essm system and deve%psuentl IC com-
g|ance and performance atat e used In the determination of
tandards and toler nce fa

A Bureau o C|ent| cRefsearch hich will concentr eon the

contlnuatlon an expan3|on of scientific research In- methodology,
testm%gna Slﬂ and other areas.

cf we are forming a National Advisory Council to the
Food and Drug A m|n|strat|on unger the chanma ip of the Com-
missioner of Food .and gf This, council will be” comprised of
cltizens promlnent in such figlds as (fuenc% consumer activities, g
ernment labor and Iaw who will advise the FDA on national” eds

and %ogr]am ofl oljcy e ect |vene?
000S remain ualify and chrct rimarily because
o the su%stantlalg anr 11 the oo y gugtr asya ww

This, an outr] coogeratlon In nngl‘n? 8u |m vements aY
eameg OiJ Ighest respect. We oo orward to co tmue mutuax
beneﬂua cooperation” as, we work together to maintain’ the h|%
quality of the' American food supply. [The ENd
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WASHINGTON

ACTION AND

NEWS

In the Food and Drug Administration

January Food Seizures Report—
Over 460 tons (921,568 pounds) of con-
taminafed food were seized In 38 ac-
tions during December. Of this total,
362,790 pounds were in the “health pro-
tection” ‘category Involving four seizures
of vegetables and hay containing non-
permitted or excessive pesticide themi-
cal residyes. Other food seizures were
due to filth, spoilage, and unsanitary
handling.

Charges of economjc violations ac-
counted” for the seizure of 27,052
pounds.

Drug and_ Device Sejzures.—Charges
of mis randln%,wnh false and mislead-
ing therapeutic claims, inadequate
directions for use, substandard or de-
fet%tlve quality, subpotency, imjtatjon of
other
samples, and shipment of drug
out new-drug approval resulte
seizures of drugs and devices.

%osmetic Seizures—Two procht_s, a
nall strengthener and cosmetic lotion,
were seized glr}]gcharges of adulteration

with-
in 24

ana misoran

_Hazardous Substances.—Sixteen ac-
tions were taken because of faiure to
bear precautionary labeling required by
the Federal Hazardous Substances
Labeling Act. The products were a
water repellent that has caused flash
fires (11 actions) and a noveltz/ _glass
toy containing ether vapor (5 actions).

PAGE 64

drugs,” repacking 0f physicians’

Voluntary Actions b Industrgf.—
More than” 161 tons g32 208 pou ds&
of contaminated foods were remove
from human consumption channels in
72 voluntary compliance actions during
December.

A Washington grain storage corpo-
ration conveérted "180,000 pounds of
barley into animal feed when it was
found contamipated through careless
use of rodenticide.

A Pennsylvania company destroyed
14317 pounds of cocoa Pean rejécts
and sk|m_m|n§fs ref Itm? from the re-
conditioning of moldy lots.

A Massachusetts cold storage ware-
house destroyed 11,100 pounds of In-
sect-infested “dried kidney beans b
dumping them Into the local incinerator.

Drugs and Devices.—The drug in-
dustrygvo?untarlfg withdrew fron? the
market nearly $163,000 worth of Frod-
ucts no longer meeting necessary stand-
ards. Among those voluntarllg ordered
destro¥_ed in" the_Interest of Consumer
rotection were $62,400 worth of drugs
hat had been exposed to excessjve
heat and water dama efoIIowmIg a fire
in an Oregon drug firm. An Indiana
drug manutfacturer voluntarily —de-
stroyed outdated stock of two products
and ‘recalled a third when it was found
that the suspension formulation was
not satisfactory. The three er?ducts
ég%eﬁsbented a Eotentlal retail Value of
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Keep Your FOOD DRUG COSMETIC LAW
Journal on File in 1964 ...

Have a Wealth of Information
at Your Fingertips

It’s |mPortant t0 be able to find an ﬁitlcle when
you want It . . . when you need It quickly

That’s why it’s a %ood Idea to kee ey _Jec%piea

of the JOURNAL in ahandy CCH Bin signe
especially to hold the |ssues securely and in place

There’s gleg ey of room—each binder holds tweIYe numbers,
HX coyeym inserted or re ove% easlly, smooth?/ It’s éust
t every JOURNAL user needs for fast, convenient feferenc

ge of hand(?on\e dtirabje blg]ck abrikoid—gold stamped—
the Binder 1 stur ong 1st|ng ﬁ s with today’s office equip-
ment, is at home on yotr library she

There’s a Wmdow IabeA ?howmg contents by year—to make
sure you get what you reacn for

ere's yoyr opportunity to build your own “treasure house” of
usabl-le foody (lilru IOcosmetc ?aw mfgrmanon

Just fill In and mail th? Co (\{ement Order Card a\ttached We'l
deliveryour Binder promptly and guarantee your complete satisfaction.

Price . .. $2.50 Each
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