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Food-Drug Cosm etic law

Compliance with Drug Abuse
Control Amendmentsof 1965

By HAROLD F. O'KEEFE
The Following Article Was Presented at the Seminar of the Food
Law Institute, Inc., at the School of Law, Northwestern University,
Chicago, lllinois, on January 28, 1966. Mr. O’Keefe Is the Di-
rector, Division of Industry Advice, Bureau of Education and
Voluntary Compliance, Food and Drug Administration, Depart-
ment of Health, Education, and Welfare, Washington, D. C.

=r=HE DRUG ABUSE CONTROL AMENDMENTS OF 1965 are
liked by all public-spirited citizens;. the. Con?ress voted for it
almost unanimously; the pharmaceutical industry, both manufacturers
and phar_mac?/ representatives, voiced general approval before the
Congressional committees even thou?h some suggested changes of
certain sections ; the representatives of consumers strongly advocated
it; and the executive branch of the federal government urged its
passage. President Johnson personally endorsed the November 1963
recommendation of the President’s Advisory Commission on Narcotic
and Drug Abuse_that all nonnarcotic dru%s capable of producing
serious pSychotoxic effects when abused be brought under strict con-
trol by federal statute.

Immediately following signing of the law, steps were taken to
promulgate regulations implementing its requirements. Also, in ac-
cordance with the intent of Congress, a scientific advisory commit-
tee was appointed by the Secretary of Health, Education and Welfare
(HEW) to consider which drugs other than barbiturates and am-
phetamines should be brought under control,

Because illicit traffic in the requlated drugs interferes with and
depresses legitimate interstate traffic, the law™ applies to the drugs
whether or not they have moved across state lines.
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Drugs Covered

Threg groups of depressant or stimulant drugs are covered by
the law. These are :

1 Any d,ru? that contains a barhiturate which we have desig-
nated as habit forming. In regulations that have been in effect
some years we have designated the various barbiturates now used
in medicine as habit forming, as well as their salts. Thus, these
compounds are automatically subject to the law. Barbituric acid
and Its salts are also covered:

2. Any drug that contains amphetamine or any of its optical
isomers or” any Salts of these compounds. Thus, the amphetamines
are now covered.
3. Additional drugs that the Secretary brings under cover-
age of the law by regulation. These may" be drugs containing:
2. Any substance which the Secretary designates as
habit forming because of its stimulant effect on the central
nervous system. _ _
b, A substance which the Secretary designates as hav-
ing a Potentlal for abuse because of its ‘depressant or stimu-
lant etfect on the central nervous s¥$tem or hecause of its
haIIucmatorY effect. The [e?lslatlve istory of this Pr_ovmon
shows that the Congress intended for products in this cate-
gory to have a potential for more than isolated abuse.

Certain drugs will be exempted from the provisions of the amend-
ments. These are: . o
L All drugs that may lawfully be sold without prescription.

2. Combinations of depressant or stimulant drugs with other
drugs where the Secretary finds that the combination does not
have the effect at which the bill is aimed.

3. Depressant or stimulant drugs whose re%ulation_ the Sec-
retary finds is not necessary for protection of the public health.

Almost without excelptlon, all drugs controlled under this amend-
ment have useful and legitimate uses. However, they are being
abused and this abuse is one of the major health and social problems
in America today. It is made possible by the diversion of dangerous
and habit-forming drugs from legitimate’ medical uses to nonmedical
uses, and from legitimate professional channels into illegal channels.
It has been estimated that over nine billion barbiturate and amphet-
amine capsules and tablets are manufactured annually in the United
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States, and that about half of them are sold illegally. Diversion to
nonmedical use is contributing to the rising death toll on the high-
ways, juvenile delinquency, violent and bizarre crimes, suicides, and
other antisocial behavior.

lllegal traffic in such drugs is enormously profitable and has
attracted organized criminals. “Amphetamines, “or “bennies,” which
can be purchased at wholesale for about $1.00 per thousand, are often
sold to a middleman illegally for about $30 to 850 per thousand, and
then peddled at retail for as much as ten cents to 25 cents a pill—
equal to $100 to $250 per thousand. The illegal profit in barbiturates
IS even larger. We have uncovered organized rings that have been
bpotleggm% barbiturates and amphetamines on a very large scale run-
ning into the millions of pills and covering several states.

Obviously, somewhere along the rePuIar_Imes of distribution,
these drugs are being diverted from legal medical use to illicit non-
medical use. These diversions can occur at any point in the chain
of distribution. We have found diversion of the basic chemicals, di-
version at the manufacturm% end, diversion at the wholesale and retail
levels, and diversion through physicians and retail pharmacists. Rar_eIY,
however, have we found any Significant diversion by a responsib
individual such as a pharmaceutical sales representative,

The new law is designed to eliminate illicit traffic in depressant
or stimulant drugs while permitting legitimate traffic among bona
fide manufacturers, wholesalers, pharmacists, and users who “obtain
the products on a prescription. Certain other persons who may prop-
erly possess the drugs are named in the statute. They include such
?ro,ups as doctors, nurses, and government agents eéngaged in the
egitimate practice of their professions.

e

Record Requirements ) .

_The amendments prescribe a system of record keeping that is
designed to permit government agents to audit the movement of
depressant or stimulant drugs from"the time they are produced until
they reach the consumer. Every person engaged in manufacturing,
compounding, processing, selling, delivering, or otherwise disposing
of psychotoxic drugs must preEare an initial inventory of stocks on
hand“as of the effective date, February 1, 1966, and thereafter keep
accurate and complete records showing quantities manufactured or
received and their disposition. These ‘records must be maintained
for a period of three years and must be made available for inspection
by authorized agents of the Administration. Thus, the agents will
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be able to detect points of diversion of the drugs to illicit channels
and to institute corrective measures where necessary. These record
keeping requirements apply to physicians’ samples which may be
given out by pharmaceutical sales representatives.

Those who_manufacture, wholesale, or job stimulant and depressant
drugs must register with the Food and Drug Administration (FDA).

tThe following acts are specifically prohibited by the new amend-
ments :

1. Manufacturing, processing, or gompoundin% the desig-
nated drugs, except by registered drug firms for legal distribution.
2. Distributing the drugs to any persons who are not author-
ized by the federal or state [aw to receive them.

3. Possession of depressant or stimulant drugs except as au-
thorized by law. . _
4 Re |II|n% of prescriptions for these drugs more than_five
times or more than six months after they are initially prescribed.

5. Failure to prepare, obtain, or keep the required records
and to germlt inspection and copying of such records.

6. Refusal to f)_ermlt entry or inspection as authorized.

1. Making, selling, keeplng, or conceallngt of equipment for
counterfeiting dru%s, and the doing of any act which causes the
sale of a counterfeit drug.

The amendments provide special penalties for peddlers over 18
years of age who sell or give the drugs to anyone under 21 years
of age. For a first offense, the Fumshment may e imprisonment for
not more than two years or a fine of not moré than $5,000, or both.
Subsequent violations may carry a penalt% of not more than six years’
imprisonment and/or a fine of not more than $15,000, or both. Other-
wise, the_penalties for violation of the Amendments are the same as
other actions under the Federal Food, Dru% and Cosmetic Act: $1,000
maximum fine and/or one year imprisonment for a first offense, $10,000
and/or three years for a second offense, and for willful violation.
Seized drugs are subject to condemnation_and destruction. InHunc-
tions may De issued by the courts to restrain the performance of pro-
hibited acts. _ . .

The new law provides authority for officers and employees of
HEW, who are designated by the Sécretary to conduct examinations
or inspections relating to these drugs, to :

L Carry firearms
2. Execute or serve arrest or search warrants
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3. Execute seizures with or without libels of information
(subject in the latter case to prompt institution of libel proceedings)
4. Make arrests without warrants in certain cases.

~Previously, our aqents did not have any of these powers. Specif-
ically what does this all mean? On February 1, 1966, all legal handlers
required to maintain records must prepare a complete and accurate
inventory of stocks of depressant or stimulant dru?s, unless exempted
by requlation, on hand as of that date. Thereafter, they must ,P,re-
pare Or obtain and keep records covering the receipt and disposition
of all drugs covered by the law unless specifically exempted. These
records must include:

a. the kind and guantlty of each drug _

b. the name, address, and registration number, if any, of the
person from whom the drug was received or to whom it was
delivered, and _

¢. the date of the transaction.

These records need not be kept separate and apart from the requ-
lar records as long as they are readily available for inspection by
Food and Drug investigators. Of course, separate files on these de-
pressant and stimulant drugs may be maintained if so desired. These
requirements are applicable to manufacturers, wholesalers, distribu-
tors, jobbers and their representatives, pharmacists, and to physicians
and other licensed practitioners who regularly engage in dispensing
stimulant or depressant drugs to their patients and who make a
charge for the drugs either separately or together with charges for
other professional services.

_These records we have been talking about must be kept for a
period of three years and made available to FDA inspectors at rea-
sonable times on’request.

T0 compI?/ with the record requirements, prescription orders
must include the name and address of the patient and the issuing
date which normally appear on all prescription orders. Stimulant or
depressant dru[qs may be dispensed on written or oral (such as tele-
phonez) instructions of the physician. Of course, the oral instructions
must be reduced promptly to writing by the pharmacist. As | out-
lined earlier, under the amendments, no” prescription for a stimulant
or dePressant drug max be filled or refilled more than six months
after the date of issue. Also, no such prescription which is authorized
to be refilled can be refilled more than five times. FTowever, after
the five refills or six months, the prescription may be renewed by
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the physician issuing it either in writing or orally (if promptIY re-
duced to writing by the pharmacist). These requirements apply to
all prescriptions for these drugs after the law becomes effective, re-
gardless of the date on which they were written.

Were | to conclude my talk with you at this point, | am most
certain that the first question “thrown”at me by many of X_ou would
be—"Just exactly what drugs are covered by this law?—Which drugs
must we inventory and keep records of?” T can only give you a Par
tial answer at this time. The law specifically requires an"inventory
on February 1, 1966, and record keeping thereafter of all drugs con-
taining. barbiturates or amphetamines, “except those which may be
sold without prescription, and which are exempted bY regulation. It
Prowdes for inclusion of other drugs that have a potential for more
han isolated abuse, and for the Secretary to exempt by requlation
combinations of depressant or stimulant drugs with other drugs or
depressant or stimulant drugs by themselves which do not have po-
tential for abuse and for which such control is not necessary for
protection of the public health. | can tell you that we have "been
working feverishly in the preparation of proposed procedural regu-
Iatlontsl, some of which have appeared in the Federal Register very
recently.

_ _Published Regulations _
- Let me UICHY list the regulations which have been published
in the Federal Register to date :

September 17, 1965—Registration regulations revised to include whole-
salers, jobbers, and distributors of any depressant, stimulant, or
hallucinogenic drug.

November 3, 1965—Procedural re?ulations for setting up advisory
committees for consideration of “abuse” drugs.

December 18, 1965—Proposed regulations spelling out the definitions
of the terms used, the drugs covered, persons covered by the
record keepln([;_ requirements, types of records to be kept, etc.,
and interpretation of the requirements and procedures generally.

December 18, 1965—Invitation for submission b){ industry of drugs
containing depressants, stimulants, and hallucinogenics which
should be exempted from control, o _
Also invited were views as to whether a distinctive product-iden-
Hflcatlon symbol should be required on the label of any controlle

rug.
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December 29, 1965—A revision of the definition of the terms “whole-
saling, jobbing, and distributing” in the registration requlations
S0 as to exempt from the need for re?_lstratlon pharmacies whose
sole reason for registration was delivery of abuse drugs to a
practitioner (except for a dispensing practitioner), or to other
pharmacies to meet a temporary inventory shortage.

January 8, 1966—Postponement of the record keeping requirements
until AuFust 1. 1966, for (a) depressant or stimulant d,ru?s which
may be awfuIIY sold over-the-counter without prescription, and
(b) drugs containing amphetamines or barbiturates combined
with other drugs. This does not apply to amphetamines or bar-
biturates by themselves or combined only with each other.

January 18, 1966—Proposed requlations to_include control of seven-
teen additional drugs having a potential for abuse.

_Thus, as you can see, we have been and are movm% as expedi-
tiously as possible to implement the requirements of the Amend-
ments, consistent with adequate consideration and study and the
procedural requirements pertaining to promulgation of regulations.

Summary

In summary—as of today

(A? Producers of and_ distributors (mcludln% pharmacists and

reqularly dlsRensmg practitioners) must, on February 1 take an

inventory of the following drugs: (1) amphetamines, (2?1 barbiturates,

and ‘3) combinations of these two drugs with each other, and must

mam afltn records of all receipts and dispositions of all such drugs
ereafter

. (B) All producers and_distributors of “abuse™ drugs (as defined
llznegpgarayctland regulations) must be registered with us, beginning

(C) Unless the effective date is further postponed, all OTC and
combination drugs not exemPted by regulation will be covered by
these same requirements as of August 1, 1966.

The effective dates for any additional drugs brought under con-
trol will be designated in the final regulations as issued.

We will be glad to add your firm’s name to our m_alllng list to
receive a copy of the J)roposed and final requlations as issued if you
will write to the Food and DruZ%Admlnlstratlon, Division of Indus-
try Advice, Washington, D. C. 20204,
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| would like to add at this time that we are always ready to do
all within our means to encourage voluntary compliance with the
requirements of the Federal Foo Drulg and” Cosmetic Act and the
other acts which we administer. By voluntary compliance we mean,
of course, not indulgence in wrongdoing after the fact but rather
takm? ste‘ps to prevent the violation before it occurs. We are always
glad fo offer the benefit of our thinking with respect to interpretation
of the acts we administer and the application of their requirements
to any specific product or products if you will send us the full details.
Such’inquiries should be sent to the above address.

Our goals over the next several years are to achieve ,rapld et
measured program expansion to substantially curtail the illicit traffic
in stimulant and depressant drugs, and to deal promptly with counter-
feit drug problems as they arise. We expect fo give major attention
to the conduct of educational and research programs as well as en-
forcement operations. Obviously, we will need, and we solicit, the
cooperation of state and local enforcement officials and industry. We
would like to turn over to the states the primary respon5|b|_|t%/ for
control of those phases of the psychotoxic drug problems which are
most amenable to state control where the states have the manpower,
the law, the funds, and the willingness to undertake a significant
share of the enforcement load. We are already developing through
the National Association of Boards of PharmacCy and Association of
Food and Drug Officials of the United States a pilot program de-
signed to give Selected states the primary responsibility for regulat-
ing_ traffic In psychotoxic drugs throu?h pharmacies and’ certain other
legitimate channels. The response of these Associations to our pre-
liminary discussions has been most ﬂ{atlfyl_ng. Just as important and
necessary is your aid in combatlng e vicious practice of illegal dis-
tribution of %sychotoxn: drugs and counterfeit dru%s prepared under
catch-as-catch-can controls, If any, which endanger human lives. You
can and should be with us in the front line of attack. Let us know
of an%/ suspicious, circumstances which you believe bear looking into,
whether it be with respect to counterfeit dru?sJ illegal distribution
of psychotoxic drugs, or any other violation pertaining to dru%s which
may endan%er the public héalth. As professional members of the drug
team, you have a definite share in our mutual task. We solicit your
heIB so that our joint efforts will curtail, if not eliminate, the ped Img
of barbiturates, ‘amphetamines, tranquilizers, counterfeit drugs, an
the like, which at the present time is over-shadowmg the illicit nar-
cotic traffic. [The End]
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FDA Statement
and an Industry Response

Issues and Some Answers
By DR. JAMES L. GODDARD

This Article Was Presented at the Meeting of Grocery
Manufacturers of America, Inc.,, at White Sulphur
Springs, West Virginia, on June 21, 1966. Dr. Goddard
Is Commissioner of the Food and Drug Administration.

KNOW THE FOOD INDUSTRY and the Food and Drug Ad-
I ministration have had good working relationships in the ™ past.

My staff has convinced me of this. There has already heen ample
evidence by many food producers who have visited my office that the
willingness _of_Prlvat_e industry to cooperate with ushas not dimin-
ished.” Nor is it my intention to let anything in our agency erode or
otherwise interfere with this relationship.

~But I am sure you will not construe this to mean that we see no
Issues ahead. Theré are issues and we do have to contend with them
together. | use the term “issues” in a most general sense, however.
You _mlghw)_refer to call them “problems” or “challenges” or “oppor-
tunities,” With your Permls_smn, then, 1 would like to"lay before you
some of the_issues yet remaining and to suggest some ways we might
meet these issues together and Tesolve them.

Yesterday my staff and | appeared before Representative Paul
Rogzers, Chairman of the House Special Subcommittee on the De-
?arment_of Health, Education and Welfare Investl?atlons._l In-
ormed Air. Rogers and hls_coIIe_a%ues that we hoped fo establish an
Office of International Affairs within the Office of the Commissioner

of Food and Drugs. We are moving in this direction for an obvious
reason. The rate of international traffic in foods is on the rise.

In 1964, the value of food exports ran to 3.946 billion dollars. In
1965, the value rose to 3.968 billion dollars. This increase in the dollar
value of food exports from the United States is_expected to continue.
| might add that the balance of exports over imports is running in
our favor.
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Standards for Imported and Exported Foods

This international movement of foods is something to ponder.
American tastes, as we know, are becoming more and more soPhlst_l-
cated, and the American consumer is becoming more interested in /
foods of foreign origin. Many companies have taken advantage of
this phenomenon, and are now moving aggressively into a broader
food Import program.

_ The inspection of food products imported into the United States
Is among the responsibilities of the Food and Drug Administration.
As | indicated, it is a responsibility that has expanding dimensions.
In order for our agency—and the industry—to identify problem areas
and work out possible solutions before actual troubles arise, we must
have an organizational unit staffed and equipped right at our head-
quarters level.

There is, of course, the export side, also. No one questions_ the
extraordinary capacity of the American ?rower to produce quantities
of food far in excess of domestic needs. Tt has been a mixed blessing,
one that challenges the best thinking of the best agironomgsts in this
nation. However, for many other countries, that blessing is not
mixed at all. From our farms and from our dairies, from our can-
neries and our packarqlng,PIants, from our vast food mdustrY come
trt1e totns of foodstuffs without which many countries would face
starvation.

_Food and freedom are inseparable, in this nation as in other
nations of the world. The family that has its basic nutritional needs
satisfied without exhausting its énergies in the process is a family that
can assume larger social and economic responsibilities. It is a aml_I?/
that will speak for peace, for brotherhood, for the protection of chil-
dren rather than the exploitation of children, And it has heen the
policy of the United States for several generations now to make avail-
able our abundance to families everywhere.

This policy carries heav(}/ responsibilities, of course. If we are to
export American-grown and -packaged foods to other nations, we
must be sure that those foods meet the hlphe,st standards of saf_etY,
cleanliness, and honest labeling we can esfablish. It is not possible
for us to have double standards, either. We do not have a double stan-
dard when we seek allies in the worldwide struggle for peace and self-
determination. Why, then, have a double standard for food to feed
those allies—whether the food is provided as part of a governmental
aid program or is sold through private industry’s own export efforts?
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| find it difficult to accept a double standard in food exports. |
would think that ¥_ou must also have the same difficulty. | also be-
lieve that the profit available from the ,exPort market need not be
materially diminished if every company in the export field maintains
the samehigh level of food production”and Prqcess;ng as if its goods
were destined for home consumption. To help in this matter, our new
c%ffflfced of International Affairs will be established and appropriately
staffed.

The “Standard of Identity”

| have mentioned standards here in the most general way. But
we_know that there is such a thing as a food “standard of identity.”
It is to this kind of standard that "'would like to turn next.

There is no question in mY mind that the food industry has made
exceptional progress in developing new processing and _Packagm.g
techniques. You have expanded the food distribution capability of this
country in a variety of ways: greater use of containerization, the
development of more versatile air, water, and land frequht carriers,
and new techniques in packaging and shipping perishables. In addi-
tion, there is the growing area of convenience foods—frozen foads,
ready-to-bake pies and pastries, and other categories. The manufac-
turirig of these foods and the techniques of packaqm? them cause me
some concern. | am not sure that adequate control procedures are
aIwaYS present and used. Nor am | sure that we have made every
effort to adequately inform the consumer—nor the intervening product
handlers—of what'is needed to maintain product integrity.

In other words, I raise this issue with you today: have our lab-
oratories and our marketing agfenmes outrin our personnel respon-
sible for keelomg every element of the food industry—and the consumer,
too—properly educated about these new developments? | must pay far
more attention to this matter before making ang final judgments; but
what | have observed thus far leads me to Delieve that both the
industry and the Food and Drug Administration have a distance yet
to travel before acquitting ourselves fully of our responsibilities™in
the area of food standards.

President Lyndon Johnson noted in his Consumer Message to
Congress in_March; “If the consumer is to be a wise soverelqn_ in
our progressive market economy, he must be fully informed.” 1 think
we all would agree with that Statement, which”lies at the heart of
our food standards program. In the spirit of that statement, our agency
will be moving forward to establish new standards of identity for a
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number of food categories—in frozen foods, in baked goods, and in
fish, particularly. The food industry should be able to anticipate our
actions in this endeavor and come to_us with some constructive sug-
ﬂ$stlons for action. Naturally, the final decisions will be ours, but
that does not preclude commdnications between us beforehand. As |
indicated earlier, full and open communications between industry and
our agency is a basic tenet in my administration. o o
e establishment of food standards is not an end in itself; it is
but one of several means to keep progress moving in the food indus-
try. It needs constant revision, and we are accomplishing that. But
It’is not the sole answer. Once again | must stress the need to main-
tain a constant link of communication and information hetween the
orlglnatln&source of our foods and the consumer. Every person in-
volved in the movement of our food supply must know the significance
of his work, in relation to the public health. As the consumer cannot
wisely p,urchase food without ade(}uate information, so the distributor
and retailer cannot wisely handle food without full information.
| hope you will not mistake my remarks as beln(l;_ mereIY a plea
for better labeling practices, more ‘standards of identity, beiter em-
ployee training programs, or better advertising. | have all these in
mind—but | can think of other practices, too, which to?ether form a
total information function, a continuous Interweaving of facts amongi
all elements of the food industry, from orl%l_nal producer to fina
consumer. To view this total function hit by Dit or tactic by tactic is
no longer adequate for leadership in this_industry. | ur?e each of you
to work with your staffs so that a fully informed industry and a fully
informed public can keep pace with the technological advances of your
laboratories and pilot plants,

Unsanitary Conditions in Food Handling

| began my remarks today hy ,speakm? of general issues that de-
serve our attention for future action. But now let me speak of an
immediate issue that must be dealt with immediately. Frankly, | am
embarrassed for both of us that | must bring it Up at all.” Yet, |
cannot discuss. problems without mentioning™ the problem of un-
sanitary conditions in our food handling. You are aware, | am sure
of our ‘seizure blotter, | review it periodically to see what kinds of
problems we are meeting in the field. 1 am also'interested to see which
companies are causing our agency and the consumer the most prob-
lems. So it is with some dismay that | continually see the record of
seizures swe_llmgf_wnh incidents of rat infestation, insect excreta and
webbings, bird Tilth, fly eggs, and maggots. This kind of problem
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should have been resolved decades ago. There is no secret to sanita-
tion ; more manuals have been written and published on this one sub-
ject alone than possibly on all others in the food field. Then why do
we still have to expend so much of our manpower and destroy so much
of your product in seizures hecause of filth? It is an exasperating con-
dition, one that tries my patience;and I’m sure it must try Yours, also.

We will not, of course, allow any of these contaminated and in-
fested car%oes to enter the marketplace, If we have to aggravate the
situation Dy tougher enforcement, | will be greatly disappointed, |
hope, instead, that the food industry itself—whether through organiza-
tions such as this or simply by a’sense of responsibility bemgz_ exer-
cised within each food establishment—1 hope that self-regulation in
this area of sanitation will be accomplished.

o Monitoring the National Food Supply . )
_As it is, the task of monitoring our food supply nationally is
quite extensive. We cannot do the Aob by ourselves and we make no
bald statements to the contrary. The partnership of effort we enjoy
with state and local governmental agencies is, therefore, invaluable.
We are doing all we can under present authority to strengthen these
relationships and make these _a(ien_mes,mor_e effective. President John-
son has proposed further legislation in this area,

The Professional Tralnlnq and Cooperation Amendments of 1966,
now before the Congress, would expand our authorltr to provide tech-
nical assistance to food and drug agencies at the State and local levels
of government. This is legislation”that will materially help us carry
out the provisions of the Federal Food, Drug, and Cosmetic Act with-
out an inordinate degree of increase in the staff and facilities of the
Food and Drug Administration itself. On the other hand, it will
assist the States in developing their own capabilities, equal to ours
and consonant with the needs of public health and service, We are,
of course, hopeful that this important piece of legislation will Pass the
Congress this year. Certainly it would be to the advantage of the food
industry-—the “thousands of individual growers, packers, shippers,
Prqcessors, distributors, wholesalers, and retailers—to have  well-
rained personnel in every State and local agency. Special problems
can then be solved more quickly and just as competently on the spot
where they occur. _ o

However, the present rhythm of enforcement will be maintained
and, wherever possible, accelerated in this matter of cleanliness and
sanitation. It is a fact that instances of salmonellosis in humans are
occurring at the rate of over 20,000 a year. | am using a rounded
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figure, because isolations of salmonellosis are still grossly under-
reported. This is an intolerable situation. | know from my experience
as Chief of the Communicable Disease Center of the Public Health
Service that such a statistic can be reduced, that such a threat to our
national well-being can be eliminated. We have the scientific know-
how and we have the organizational and administrative know-how.
But what we seem to lack is the commitment. | ask you today to
make this issue of sanitation an object of full commitment by “this
Association. And | ask you today to bend every resource in this in-
dustry to the eradication”of unsanitary conditions and the elimination
of food-borne disease micro-organisms, such as salmonellosis, hotuli-
nus, and staphylococcus. When the housewife buys your product
she is placing her faith in your ability to contribute to her health and
the health of her family. And you have the ability to do this. The fact
that we still have a serious issue to face here is not, in my opinion, a
reflection on your technical ability. But it is a definite reflection o
your lack of full commitment to resolving this issue once and for all.

| feel sure that this will come about. Qur agency i work_m?_ in
this direction hoth in the field and in our laboratories. Our scientific
personnel—together with yours—exchange the kind of new data that
are contributing to a final resolution. Thus far, the pace has been slow
—too slow for the public_to tolerate. Let us, then, build on the gen-
erally good record in this industry by turning more attention -and
more resources to this issue of sanitation and food-borne disease. The
Food and Dru? Administration is a willing partner in any effort to
increase volunfary compliance with our regulations, as well as any
effort to advance the public health in general.

What the Food Industry Needs from the FDA
By C. W. COOK

This Article Was Presented at the Meeting of the
Grocery Manufacturers of America, Inc., at White Sul-
phur Springs, West Virginia, on June 21, 1966. Mr.
Cook Is President of General Foods Corporation.

y remarks are not intended as an officjal

RESPONSE to Dr. Goddard’s address, as | speak as an individual
PWrdsenting only General Foods (GF). It does seem appropriate and
timely, however,”to share with you experiences resulting from partici-
pation in two different groups_ that work with the Food and Drug
Administration (FDA). One is an 18-member National Advisory
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Council to FDA, established during Mr. George Larrick’s administra-
tion as Commissioner of FDA. | am the sole food processor on that
Council. There is one drug manufacturer, men from universities and
scientific organizations, one from organized labor, and so on. The
other is calléd the Food Industry Liaison Committee. It was brought
into bem? Iargely_through the efforts of our good friend Clan_c%
AdamP/ of the National Association of Food Chains (NAFC), wit
the full cooperation of Paul Willis and the concurrence of Mr. Larrick,
Dr. Goddard’s predecessor. That committee is composed of:

Clancy Adamy, representing NAFC,;

George Koch, representing Grocery Manufacturers of America,
Inc. (GMA) ;

Frank Depew, reﬁresenting The Food and Drug Law Institute ;
Milan Smith, representing the National Canners Association;
Charles Jolitz of the Kroger Company;

Henrg Bison, represe_ntin% the National Association of Retail
rocers of the United States ;

Two member companies of GMA (Campbell Soup and General
Foods). Each of these two groups has met with Dr. Goddard and certain of
his associates; and Dr. Goddard has stated that he wishes both groups
to continue to work with FDA.

At the one meeting of the Advisory Council to FDA since Dr.
Goddard took over as Commissioner, | was asked to state my views on
the following subject: “What the food industry needs from FDA to
Iencoq’rage and facilitate voluntary compliancé with food and drug
aws.

My answer is as follows. o _

First let me register a few disclaimers. There has been ng dis-
cussion with industry leaders, so | am expressing a personal point of
E'BVAV\ and my reactions are not the result of unhappy experiences with

It is very gratifying to know the increasing emphasis of FDA
on voluntary complidncé. There is widespread opinion that previous
emphasis has been primarily on the ,Pollcm power of this agency.
| am confident that the gréat majority_ of food processing and dis-
trlbutl_n% concerns are responsible, conscientious and desirous of doing
the “rig tthln%.” Fundamentally, most companies today realize it is
simply “good Dusiness” to conform to both the letter ‘and SPI[I'[ of
FDA ‘regulations, guidelines, etc. To do the “right thing” at all times,
Industry” must:
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1) know and understand what is considered “right”

(2) be assured that advice and guidance are available when the
ISsue Is not entlrely’/1 clear; _ .

_(f3) recogmze that there is policing power which can and will be used
If and when necessar}/—bu_t only if and when necessary (without
any “shooting from the hip”).

In considering the capabilities of industry to comply voluntarily,
we must recognize that there can be considerable differences between
larger firms and smaller firms. Generally, the larger firms are in-
formed, do understand and are capable of being of help In collaborat-
ing with FDA. Smaller firms who produce and process much of the
food In this nation are not aI_vva?/s informed, do not always under-
stand and are often lacking in technical capabilities and” facilities.
Information and education programs are needed to be sure that these
smaller firms have guidance that is appropriate. Industry has the
right to expect a reasonably literate and informed public,”but must
share responsibility for keeping the public informed—and up-to-date.

What Industry Expects from FDA

_Industry_expects FDA to be aware of and use industry capabili-
ties and facilities, university and coIIege_caPabllltles and facilities and
independent firms (such as Battelle Institute and others). (FDA can-
not do it all by itself, should not be empire builders and should be
W|II|n? to use outside facilities to handle peak loads and/or share in.
the total load.) _

Industry expects that FDA will not be an unreasonable bottle-
neck. In thé private sector, new developments such as product im-
Provements which might require FDA approval, can be very impor-
ant. Many times such_|mFrove_ments cannot be protected hy patents,
s0 the only advantage is “lead time.” Undue delays in FDA approval
can dissipate this valuable “lead time.”

Industry expects the kind of guidance that could, and should,
result from “industry collaboration on; what is good “manufacturing
practice” ; and what'is an adequate testing procedure. (Industry is wary
of any collaboration because of the possible risk of anti-trust action.
Seminars convened under FDA jurisdiction would be a logical ap-
proach, and | am convinced would be productive. Subjects such &
salmonella aflatoxins are logical examples.) . _ _

Industry expects FDA to have a “forward-looking™ point of view,
recognizing that some risks must be taken if we are to make progress.
In this connection, industry has a right to expect that FDA will be
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readily approachable and that there will be a minimum of red tape
and bureaucracy. _ o _
Industry expects proPress in the area of minimizing conflict and
overlapping between local, state and federal jurisdiction. This relates
to standards, inspections and actions. _ ,
~Industry expects FDA to conduct its operations without_resort-
ing to “headline hunting,” unless that proves necessary in isolated
cases. Private hearings involving industry members can’ be useful in
many instances. Industry recognizes the need for firmness and that
“crackdowns™ are necessary at times. Politicians have discovered “con-
sumers” (all 196 million of them in this country). It is popular and
%p[g)ealmﬂ to be their champions. Industr?/ has the right to ex_Bect that
A will be non-political; and 1 am certain that all"responsible busi-
ness leaders are tremendously encouraged and reassured that FDA is
now headed by a man of the stature and courage of Dr, Goddard, and
that the cabinet level involved is represented by the eminent Mr. John
Gardner. There is reason to believe that with”these two outstandin
Americans in these key posts, political pressures will be minimized.

Cooperation With FDA

_As a follow-up, Dr. Goddard had his top two men in the Educa-
tion & Voluntary Compliance Bureau of FDA spend a day with me
and GF’s top scientific and technical peoRIe, exploring examples_of
the kinds of subjects that might lend themselves to collaborative
efforts, We found the_day fruitful; General Delmore said that he and
Mr. Clark did also. From that discussion came the question; “How
can FDA reach, most expeditiously, those companies in the food in-
dustry who might be most knowledgeable or be most affected by a
new Situation réquiring FDA attention?” o _

It would seem that the Food Industry Liaison Committee, to
which | referred earlier, could serve that purpose very effectively.
Through its members, we should be able to ‘identify, on"short notice,
those companies which could collaborate with FDA on most any prob-
lem involving the food Frocessmg and distribution industries.

Finally, | believe | do reflect the sentiment of all members of
the grocery industry in assuring Dr. Goddard that we concur that the
interests of all Americans can hest be served and safeguarded hy
voluntary compliance with regulations adjudged to be right and ap-
propriaté. | am certain they would have me sincerely assure Dr. God-
dard that FDA will find us responsive and responsible, especially
when we_are afforded opportunities to collaborate on the identification
and solving of potential problems [The End]
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What the Consumer Expects, and
Rece|¥eﬁ, from t eAc@xﬁnstratmn
of the Federal Food, Drug
and Cosmetic Act

By ELAINE G. McNALLY

Mrs. McNally Is Consumer Specialist for the Los Angeles
District of the U. S. Food and Drug Administration. This
Article Was Given as the Annual Charles Wesley Dunn
Memorial Lecture, on March 1, 1966, at the University of
Southern California Law Center, Los Angeles, California.

he consumer is served by many organizations.

The interests of these organizations are varied, and their motives
ale complex. Unfortunately, not all share a common responsibility for
the consumer’s_general welfare and genuine well-being. The Food
and Dru? Administration has, for the past 60 years, served as the pub-
lic’s profector against contamination, fraud, impurities, and hazards
In the basic commodities on which man’s existence depends. Safety
iIs and always must be the key word in our responsibilities to the
American public. In this respect we share a common bond with the
Food_and Drug Law Institute and with members of responsible indus-
try. The steady appearance of new products and the addition of new
ingredients to old favorites continually raise questions relative to
present day safety of foods, drugs, cosmetics and their component
parts. We are motivated to seek out the answers to these questions
and to resolve them effectively and efficiently by developing new and
more accurate methods for determining product safety. A p_rogect of
this, scope and multitude requires the combined efforts and intellects
of industrial technology, scientific research, and law enforcement,
Workln%_cooperatlv_el ,'we will be better able to provide for each and
ever%/ citizen the kind of world in which he aspires to live, and the
safety he has come to expect to enable him to live and to enjoy his
existence in that world.
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Challenge to American Industry

The demand for satisfying, nutritious foods, potent, curative
dru?s, and beautifying and non-injurious cosmetics has presented a
challenge to. American industry, and it has answered that challenge
with enthusiasm and productivity. Every hour of every day, genius
IS at work developing new products to”intrigue the Consumer and
tem_i)t him to try their contributions to the growing list of goods
available in the “marketplace. A weekly trip to the neighborhood
supermarket can be as gammed with s_urPrlses and unexpected treats
as the traditional Christmas stocking, if the consumer elects to make
it s0. Shopping in a w_eII-eqmplped market today can be comparable,
experience-wise, to_ Alice’s well known adventure into Wonderland.
New products, waiting to be discovered! Some in a “test market”
stage, hoping for acceptance so that they may become tomorrow’s
stars of television commercials!

~The average consumer ex?,erlen_ces a feeling of expectation when
trying a new product for the first time. This is especially true if he
has “discovered” it and can enthusiastically and" sincerely recom-
mend it to others. The desire on the part of the consumer to be first
IS to the advantagze of the producer. If people were not stimulated
to try new products their procession into channels of commerce would
indeed be slow. Manufacturers recognize the value of this “spirit of
adventure” in the buying public and wisely try to protect and en-
courage it,

In the days of the ?reat depression, neither the consumer nor the
producer had resources for experimentation available. Consumers were
satisfied with the bare necessities and manufacturers were content to
have one or two acceﬁted products moving steadily. Fortunately for
all, the picture has changed drastically. Today’s consumer has the
price of the necessities and some left over for luxuries. He has come
to accept the standard item as routine. It is readll¥ available when he
wants it. However, the pioneer SE”” he inherited from his forefathers
demands a challenge, so he seeks out the new, the unusual, and in
some cases the exofic. This new consumer buying pattern was vividly
pointed out in the March issue of “Holiday Magazine,” where it is re-
ported that the American consumer spent four billion dollars on the
arts during the past year—an increase of about 130% since 1953,

Clean, wholesome, attractive, safe and nutritious attributes are
not enough. These are qualities the consumer has come to expect, and
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takes for granted. Toda{s Consumer is seeking something more and
he will go to great lengths to find it. When he does encounter such a
product, Pr_oven or unproven, he expects perfection in his purchase,
as a built-in-extra. 1f he doesn’t get it, he becomes annoyed. The
price of the product becomes incidental. The fact that the purchaser
feels cheated becomes all-important. A very large turmoil can develop
over a seemingly incidental lourchase. Taday’s consumer feels that
he has problems. He also feels that he is entitled to protection from
and assistance with these problems.

Action by Dissatisfied Consumers

What course of action does a consumer embark on when he be-
comes dissatisfied with a purchase? This will depend a great deal on
that particular consumer. Consumers come in as many varieties,
shapes, and sizes as do the commodities offered for their Selection on
the supermarket shelves. How a particular consumer will elect to deal
with a given incident will vary with the personal traits_of that in-
dividual. From my experiences with consumer groups durm% the past
year, | have found that the most frequent remedy resorted to is that
of returning the purchase to the retailer and asking for a refund. If
this is_successful, the consumer often drops the matter here. In a
sm?Ie incidental purchase, the consumer usually experiences no diffi-
culty. Less frequently, consumers have related the following ex-
periences :

L A lady returned a box_of insect-infested rice to the ?rocer
where she had purchased it that same da)A. The grocer told her
to put it back on the shelf and take another. This irritated her
even further. She did as he instructed. She has not returned to
that market. She has not purchased that particular brand of rice
since this incident,

2. A customer wrote a_packer, whose name and address she
found on the label, advising him that she had found worms in his
raisins.  She received no answer. A few weeks later, while shop-
ping at her regular market, the one where she had purchased the
raisins, the manager advised her that the raisin packer had sent
a representative around to_inquire Personally about her. Was she
a chronic complainer? Did she often retuin merchandise? Did
she shop at his market regularIY or was she an occasional shop-
per? Did he know her personally? Had the market manager re-
ceived complaints from_this particular customer and, if so, how
had he handled them? The customer was indignant. She had not
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asked for her money back; she had ndt even asked that the prod-
uct be replaced. A’few months later, at the holiday season, she
received a very elegant (?If'[ pack of dried fruit from the packer.
;Shome.f]l{)w she did not feel that the true spirit of giving came with
e gift.

3. Numerous consumers report that they are frequently advised
by a retailer to return an opened unsatisfactory product to the
manufacturer with a letter of complaint. You must return the
evidence, they are told. Many reP_ort that they have experienced
considerable “difficulty in attemp mg to package for mailing an
opened container of a liquid product. . _
4, Consumers report that they have removed foreign material
from products and sent this to the manufacturer. In_reply they
are sent three or four containers of the product with a letter
thanking them for callln? this to the manufacturer’s attention but
|mplyl_n? that the manutacturer is not at all convinced that the
material came out of his product.

‘Handling complaints in this manner is annoying and time-con-
suming to the consumer. Most report that it is not worth the trouble to com-
plain and they would not bother a second time. Some feel that their in-
tegrity is being questioned. All agree that, thanks to the variety of
Broducts available today, the simple solution is to choose another
prand. But, they add, this is taking the easy way out and it does not
|fnsure ttr|1at the "incident will not continue” to occur, possibly more
requently.

What of the consumer who makes a costly purchase and, on using
the Rroduct as directed by the manufacturer, finds that it does not do
for her what she was led to believe it would do? The product is not
returnable and she is embarrassed that she made such a poor invest-
ment. A lady recently related such an experience to me. he_Product
was a vibrator device sold to her with the understanding that it would
help her to remove excessive welght,_ pam,lessly(. The lady is still
overweight, after having used the device faithfully for three months
and losing not a pound or an inch. The device is gathering dust in
her closet and the solution to her dilemma, she has decided, is to sell
the item to an interested friend at half price. A consumer-producer
arrangement of this kind might be considered unethical; between
friends it is accepted as practical.

Occasionally we encounter the misinformed, overly-agitated con-
sumer who is convinced that the producer is intent on only one thing,
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to make a profit. The consumer is further convinced that this profit
will be derived at the expense of his health and well-being. What is
more, he is convinced that the government is aiding and a,ettln(T; the
policies of husiness at the expense and eventual destruction of the
consumer. This individual is prepared for battle. To effectively dis-
pute an entire industry plus the Government, he feels the need for
reinforcements, so he joins an organization. Here he finds support
for his cause, others who share his thinking and are motivated to take
action against a common enemy. An organization of this kind, even
though in the minority, represents a_real problem to consumer and
producer, The&/_ spread misinformation. They contaminate others
with their thinking, and they undermine confidence in the safety of
the American food supply and cast suspicion on it publicly.

One_of the ways in which they attempt to influence Iegblslators IS
by the distribution’of cards. Members are obligated to distribute these
cards, in quantity, among non-member friends. They request that the
cards be signed and mailed to Congressmen. One particular card is in
objection to the proposed DDT tolerance levels for dairy products.
On the address side of the card appears the slogan, “All” Americans
have the right to adequate protection from dangerous paisons.” This
statement is both impressive and frightening to the uninformed. This
articular orgsmzatlon also maintains a legislative advocate in its
ashington, D. C,, office.

Since the_beginning of time, people have been concerned about
food. They still are. For some people, that concern has been simply
one of sugp_ly and demand, the availability, or lack, of enough food
to meet their daily nutritional requirements. In recent years in the
United States, theproblem has become one of overnutrition for many
Be_rsons. History tells us that during periods when food was scarce,

eing overweight was a status symbol. The wealthy had the resources

with which to buy all the food they wanted, in addition to what the}:
atCt?ha”y Ineeded. All you had to ‘do to determine this was to loo
at them !

Concern About Nutrition

. Medical personnel and insurance companies are continually point-
ing out to the American public that being overweight is & nealth
hazard, and so a large number of consumers have become conscien-
tious_calorie-counters. People today are concerned about nutrition. In
addition to being calorie-conscious, they are cholesterol-conscious,
they are protein-Conscious, they are vitamin-conscious, and they are

THE CONSUMER AND THE FDA page 381



non-nutritive-sweetener-conscious. Their interest is keen. They are
seeking guidance and information, but few are able to distinguish
reliable information from half truths and out-and-out falsehoods.

In talking to consumers, | find that they know that a well bal-
anced diet is essential to good health. | also’find that many of them
do not know what a well-balanced diet consists of. Some homemakers
interpret a well-balanced diet as being one where the same dish is not
served twice in one week. Many do not know that amino acids are
constituents of proteins. They do not understand what constitutes a
complete protein or an essential amino acid, and supplying them with
a listing of the essential amino acids by name only “confuses them
further.” More chemical terms that they do not understand! Yet they
are confronted continuously by these terms in advertising claims and
on labels. | am repeatedl% asked if the phrases, “high in protein” or
“more protein” on cereal boxes mean “complete protein.”

| am amazed at the_number who feel the need for daily vitamin
supplements and are convinced that more vitamins, and these of superior
quality, are obtained from a hottle than from ordinary foods. | am
surprised at the number who feel that the kind of cooking utensil,
the material from which it is constructed, better protects nutrients
during cooking than doges the cooking' method employed. | am ap-
palled” by those on weight-reduction” diets whose idea of reducing
caloric intake includes no breakfast, and a piece of pie and a bottle
of coke at lunch.

Confusion Caused by Chemical Names of Additives _

‘Another area of confusion for the consumer is that of chemical
additives. The use of preservatives is most often singled out for
attack. “What happened to the good, wholesome, ‘old-fashioned’ foods,
the ones that contained no chémicals?” he asks.

A gentleman recently brouPht me a packaged food he had pur-
chased,”a new product presently enjoying good acceptance by the
consumer—partially due to the improved quality of the product and
partl_aII){ due to ease of F_re_paratlon. The ingredient list on the pack-
age included such tantalizing taste sensations as sodium caseinate,
propylene glycol monostearate, adipic acid, sodium citrate, hydroxyl-
ated ‘lecithin, carboxymethylcellulose, natural flavor, salt, U. S, cer-
tified color, and BHA added as a preservative. “Now,” asked the
gentleman, “How much of this do | eat and how much of it eats me?”

Consumers are asking for an interpretation of the chemical terms
found on labels. Salt, they insist, has a chemical name and a com-
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mon name. They recognize and trust the common name. “Why,” they
asked, “can’t all"listed ‘ingredients have a common name, one that we
know and recognize?” It'is not very comfortlnq or informative to be
told that BHA is the common name for butylated hydroxyanisole.
Most accept this explanation, confident that if the ingredient were not
safe as_used, it would not be tolerated in food by the Food and Drug
Administration.

Consumers” attitudes toward chemical names appearing, on the label
of an over-the-counter drug preparation are somewhat different from
their feelings about food labels. Drugs, they reason, are expected to
contain chemicals, but they are not Yet prepared to accept foods con-
taining chemicals. Most Comment that they do not understand the
ingredient listings, but they accept it as medical terminology, which,
they confess, they have néver understood and don’t expect to. The
usual comment is, “We can always ask our doctor.” Some are con-
tent to accept the word of the pharmacist dispensing the preparation.

_Ingredient Lists for Cosmetics _ )

Requests for ingredient lists on cosmetic labels are being, voiced
more frequentIY by consumers, Some know they are allergic to a
Partlcular substance and feel they would have greater protection if
he){ knew the substance was présent in a_?_lv_en preparation. They
could then select another product not uti |zm_(T1 the offending in-
gredl_ent. Others feel that there is little, if any, difference between the
20 jar of face cream and the $2 jar of the same quantity. They
would like the privilege of comparing ingredients.

_ The fact that consumers are questioning the information on labels
is gratifying in itself. It indicates that they arc readln? labels. They
are seeking information pertinent to the product so thaf they can best
choose and profit from their selection. In toda>(’s world of sealed cans
and glued packages, the only clue to the content that the consumer
has must be Ipresented on the label, and the ladies would very much
like to be able to read and interpret that information properly. The
law does not allow one to go shopping armed with a can olpener and
switchblade knife. Mrs. Homemaker must depend entirely on the
message on the outside of the container to direct her in her’selection
of the product encased within the container. We wonder if the manu-
facturer is taking full advantage of this method of communication
with the consumer. An intensive consumer education program, con-
ducted by industry, about labels and their meaning could prove
profitable to many producers.
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Less Eye Appeal and More Sense Appeal

Packagmg, In itself, has become big business. The manufacturer
has long depended on the eye aplpeal of the container to sell the
content.” Industry sometimes empors color psychologists to deter-
mine what color combinations and what amounts of color will best attract
the prospective purchaser. Artists are reqularly employed to design
the [abel, to convey a message in picture and print, to create a “desire-
to-buy” atmosphere. Consumers have no quarrel with the attractive-
ness of the products. A few find a product so appealing that they buy it for
the package alone with little re%ard for the real value of the content.
However, there are those, and their number is growing, who advocate
that some change in packaging and labeling is long overdue, They
vote for less eye appeal and more sense appeal, less gift wrapping and
more gift. They feel that manufacturers could better capitalize on the
public’s new-found Bastllme, label reading, by providing more accurate,
pertinent and readanle information on labels, and by enlarging on this
In advertising. Fewer singing jingles and more fielpfyl information
aimed at a better understanding of the product and its component
P_arts is the order of the day, they feel. Consumers tell me time and
ime again that they feel the remote control apparatus supplied with
many felevision set$ today is the ?(reatest. They use it for cutting off
commercials. This statement makes one wonder just how valuable
these costly commercials really are.

Labels tell a story, The Food, Drug, and Cosmetic Act requires
that story to be truthful in all respects. If the life-sized apricot on
the outside of the can does not show a worm, the consumer has heen
conditioned not to anticipate finding one on the inside. The shock
could be enough to prompt her to complain to the nearest district
office of the Food and Drug Administration. Ladies, | have. found,
do not like worms in their fations, insects_in their flour, or cigarette
fragments in their carbonated beverages. “This,” they say, “is enough
to make you switch brands!

Incidents of fatal food poisoning are rare today. However, when
one does occur the impact is severe.  The consumer is frightened and
shocked. Consumers have been conditioned to expect they will not find
this kind of thing in the American food suppl_¥. Botulism in tuna has
not been forgotten. Consumers regularly ask it the canned tuna on the
market today is safe. Some consumers comment that they still are
not adding funa to the family grocerly{ list. Each hollday season we
can anticipate. numerous telephone calls inquiring about the safety of
cranberries this year.
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All told, the consumer is pretty well satisfied with his lot today.
He feels there is room for improvement in certain areas, among them
those we have touched on briefly this afternoon. He is sometimes
overly impressed by the outer wrappings of a product and then irked
by the content. Even so, he does not vote to return to the days of the
“tountry store” when merchandise was displayed in open barrels and
bins, and one could examine, even sample, the product. He likes to
have his food protected from rodents, insects, and fellow human he-
ings. He likes being able to choose from many varieties. A Iarqe
number of our consumers remember vividly the days when they could
choose white, whole-wheat, or rye bread, corn flakes, shredded wheat,
or oatmeal. Now the varieties in these two food areas alone are
stupendous!

Educating the Consumer

This is the age of the consumer. And the consumer is the first
to acknowledge a pressing need for dynamic proEgrams_de3|gned to
bring him an ‘understanding of our food supply. Educating the pub-
lic so that they may protect themselves and profit from having done
S0 is not new. Thomas Jefferson once said:

[f we think them not enlightened enough to exercise their control with whole-
some discretion, the remedy is not to take it from them but to inform their
discretion by education.

A rebirth and revitalization of programs aimed at adult education
appears to be the order of the day. More and more adults are return-
Ing to school, and this interest in gaining knowledge is not limited
to"a formal education. Adults are seeking guidance and information
for use in daily Ilvm(I;_. It is the duty of responsible organizations to
supply that information whenever “possible and wherever feasible.
Consumers are receptive but not always discriminating in the infor-
mation they accept and utilize. Charlatans and profitéers have long
since recognized this weakness in our social structure and have a
head start in shaping and developing it for personal gain. Providing
the consumer with adequate and understandable answers to his ques-
tions is the obligation of science, industry, and law enforcement, To
refute the unproven and the erroneous is also an essential part of this
program.

Too many consumeys are confused as to the real function of the
Food and Drug Administration. They tend to look on it as a gov-
ernmental agency that “approves” products in much the same man-
ner as does Good Housekeeping Institute. If they are disappointed
or suffer ill effects from the use of a product, they are “surprised”

THE CONSUMER AND THE FDA PAGE 385



that the Food and Drug Administration has_permitted this product
to be on the market, T eK are_further surPrlsed to learn that, with
some notable exceptlons, the FDA does not “approve” products, but
takes immediate steps to assist in the removal of products of which
they disapprove from the marketplace—products that are in violation
of the Food, Drug, and Cosmetic Act.

Those who are familiar with the workings of the Food and Drug
Administration_recognize it as a scientific organization that bases ifs
decisions on scientific fact rather than on emotion—the stock-in-trade
of unethical promoters and misinformed alarmists. Scientific re-
search presently being conducted by FDA s directed to the further
understanding_ of the significance_of trace elements, vitamins, and the
calorie-producing nutrients, proteins, fats and carbohydrates, and their
effect on human nutrition. 'New methods for the identification, de-
termination, and control of natural and artificial food contaminants
such as salmonella and other microorganisms, aflatoxins and other
mycotoxins, pesticides, additives, radio nuclides and filth are being
developed. We are dedicated to improving mechanisms for protecting
all consumers against exposure to such health hazards.

_ Protecting Consumers _

Much effort is devoted to protecting the consumer in a complex
world. Much effort is needed to help him understand and accept the
scope of that protection. The consumer’s ability to evaluate and dis-
seminate information varies with his environment, his ancestry, his
education, and his experiences in living. He cannot and will not be
categorized. Developing a consumer “education program that will
accomplish results is a difficult and time-consuming PrOJeCt. Some of
the experiences we have had with our program in the Los Angeles
District during the short time it has been”operating on a full-time
basis may be of interest.

We have worked with established community organizations in
East Los Angeles. Here, our major obstacle ha$ beén a language
barrier. There are many Spanish-speaking residents in this area, and
the publications we aré using in class instruction are not available
In Spanish. Even though numerous leaders in these programs speak
Spanish fluently, they Teadily admit they are not properly qualified
to translate materials written in English“into Spanish, If the person
doing the translating is not thoroughly familiar with the, sub%ect
matter, the finished product can have quite a different meaning than
was originally intended. To put it simply, it loses something ‘in the
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translation. An organization concerned with community safety in the
San DIE%Q area attempted to translate this pamphlet into Spanish for
the benetit of the Spanllsh-speakmg\ residents of Baja, California, and
neighboring communities. . 1t_employed experts to_ do the job. The
pamphlet was reviewed, criticized, and revised on five different occa-
sions. When the group felt it was ready for the printer, it submitted
it to a youn% woman who speaks Spanish fluently, is of Mexican
descent, “and teaches English at the secondary level. On reading it,
she commented, “I don’tthink this is what you actually want to say.
|t says here, ‘This year we are going to poison 500,000 children.’
People are going to ask why.” One wonders what interpretation our
Spanish neighbors get when they attempt to read the labels on cans
and packages available to them in our supermarkets. This may pre-
sent a clue to why they are reluctant to supplement their” diets
with many of the new foodstuffs available to them. Those who have
a poor understanding of Enqllsh tend to favor the homemade Mexi-
can dishes composed of foods they are used to and understand and trust.

Our senior citizen population is rapidly increasing. As people
att;_e, their eat[n? habits tend to change, and it is often difficult to
stimulate an_interest in new food products. The oldsters are more
impressed with patent medicines, vitamin supplements, and so-called
“health foods.” Many of them have hearing and vision deficiencies,
difficulty in giettmg_ around, and transportation, problems. A shop-
ping tour, to them,’is a chore rather than an enlightening experience.
Again, they are inclined to stick to the old and familiar.” AVhen they
are tempted by a friend to try a new product, it is usually recom-
mended as “a Cure for what ails them” instead of as a taste freat that
would P'Ut new interest in their diet and provide a source of nutrition.
The attitude of many in this_age group is: We have lived this long
without it, so who needs it? These people are Frlme targets for medi-
cal charlatans, and_door-to-door “health peddlers”. The hrand name
IS about the only information on a label that many of these people
can read withoutdifficulty.

. Perhaps the person most receptive to new products and reliable
information is the y_oun? homemaker. Usually, she is on a budget.
She is intent on getting Tull value from her purchases. She generally
has pre-school children. She is interested in protecting their health.
She has not been away from school very long and is still recePt!ve
to the learning process. She is interested in community affairs.
Often, her husband is just ?ettlng started in a local business or pro-
fessional position. | recently had occasion to talk to such a group
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in Santa Maria. All of these women ranﬂed Iy age from the early
twenties to the early thirties. All were college graduates and all had
pre-school childrenregistered in nursery school. They were most
annoyed by what they termed “deceP Ive advertising gimmicks”,
TheY wanted to know what protection they had under what law, and
what new laws were needed to give them the protection they feel
entitled to, but, in their opinion, are not receiving. . .

We have directed some of our educational acfivities toward junior
and senior high school students. Usually, this is in conjunction” with
classes in health education. At this level, the student is undergoing
the normal learning process and is receptive to new information.
| have heen asked to speak to adult groups because some member’s
child heard me speak at school. _ ,

In addition to feeling the need for information, consumers need
to know where to turn for specific information. We receive many in-
quiries at FDA that are not, in reality, FDA’s concern. In some cases,
we have persons on our staff who are qualified to answer the ques-
tions. In any event, we attempt to help consumers find the answer by
referring thém to a reliable source. .

We have offered a somewhat sketchy outline of our attempts to
provide the consumer with the kind of information he apparently feels
a need to have. Our program was orlgmally designed to promote and
maintain an exchange of information between the Food and Drug Ad-
ministration and the Consumer, This is being accomplished. We encouragze
responsible industry to join in an effort t0 provide the consumer with
reliable information ahout the.?.roducts offered to him in todar’s mar-
ketplace. Who is better qualified to provide reliable and helpful in-
formation_about a product than, the producer of that product? His
technological know-how, his scientific research, planned and devel-
oped the product to a marketable stage. Why shouldn’t this same
invaluable” information, presented in an understandable form, serve
to promote and maintain consumer acceptance of that product? Con-
sumer education is not an over-crowded field. In the past, it has
been an overlooked, even ignored field, We welcome and encourage
all and any reliable participation in this most needed and important
area of endeavor. . .

The idea that Tyou can give the consumer anything and he’ll
never know the difference is outmoded. Consumers are willing and
anxious to listen and learn, but not in silence. They are no longer
willing to accept without questioning. They are speaking out, and
the producer who elects to listen may well profit from havmﬁﬁlonEe (Sﬁ

e En
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Second Invitation to Journal Subscribers . . .

Federal Food, Drug and Cosmetic Act
Judicial and Administrative Record-
1%1 -1964

This is the sixth Judicial and Administrative Record volume in the authori-
tative Food Law Institute Series. Authors Vincent A. Kle.nfe.ld. and Alan H.
Kaplan follow the same useful format established in the earlier outstanding-
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Appendix covering 1964 court decisions. Included in full text are pertinent
court decisions, FDA statements of policy and interpretation, food standards,
principal regulations, and statutory amendments during the period covered.

This handy desk help contains cumulative tables of cases and tables
of forms covering the earlier volumes—is comprehensively indexed for ready
reference. In all, 928 pages, hard bound, red and black with gold stamping,
size 6y2" x 95/k" Price, $27.50 a copy.
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