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Food Drag-Cosmetic Law

Opening Remarks

By ALEXANDER N. McFARLANE

The Following Remarks Were Presented at the Food Law Insti-
tute— Food and Drug Administration's Ninth Annual Educa-
tional Conference at Washington, D. C., on December 6,
1965. Mr. McFarlane Is the Chairman of the Food Law Institute.

HE PURPOSE OF THIS MEETING—as it has been the_(s)ur-

pose of each of the previous eight meetmg_s—ls to provide a

forum for the discussion of laws which bear directly on the operation
of some of the nation’s largest enterprises and all of this country’s
195 million consumers. The ultimate purpose of discussion is, “of
course, to encourage understanding and cooperation between govern-
ment and industry in the consumer interest,

The Food Law Institute ‘FLI) was founded in 1949, specifically
to promote the development of essential knowledge of food, drug and
related laws. At its organization meeting this purpose was endorsed
b¥ the U. S. Commissioner of Food and _ru(is and by the President
of the Association of Food and Drug Officials of the’ United States,
There are today about 50 comganles which are industry members of
FLI and several public members, representing the Ieadm? official
food law organizations in the United States, France and Great Britain.
In addition, there are two groups of trustees, one drawn from indus-
try and the other from men in public life, including government.

Many_of you are well aware of all this, but it serves to under-
score the’FLI's historic role as a catalyst in joining together industry
%?_vernment, and the consumer in considering common problems. And

is role was never more important than it"is right now.
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| hope | am not the reincarnation of the original Pollyanna when
| express the belief that t_hm(h;s will work out for the best—that as our
economy moves further in the direction of concern for the consumer
interest, both government and industry will serve their proper roles.
BfecauseI | believe in the ultimate sound judgment and good intentions
of people.

But | am not unmindful of the stresses and strains between giov-
ernment and business. These are not easily shrugged off, But neither
is there any reason to be overwhelmed by them.” If it is Possmle to
take a detached view—and sometimes this' may seem almost too much
to expect—these differences can be seen as one result of change, the
by-product of which always is stress and strain.

The particular change to which | am referring is a new emphasis
on the rights of our citizens. Now, the concept of responsibility to the
Bubllc IS npthm(]; new either to government or industry. We have

een asserting all along that both government and business are of the
people, by the people, and for the ﬁeople. The old emphasis was how-
ever on for the people and we both acted on their behalf. Then some-
thing began to happen. Maybe it was that the decibel level of public
opinion was raised, or maybe it was that our listening devices im-
proved, but for whatever reason the voice of the citizen Is being more
directly and distinctly expressed in both government and business
today. We have both encouraged these expressions because we know
it is through them that we can best carry out our responsibilities to
the public. But at the same time this situation is building up pressures
exherted by the public on both of us, and then by each of us on the
other.

The danger, as | see it, is that in a more highly Fressurized
atmosphere we may end up vying with each other for public support,
This would be a tragic error, because we are not, nor should we be,
in any way competitive. We are performing not the same function,
but complementar¥ roles, and in both cases we are functioning only
by reason of the fact that we serve the public. There is no reason
either for building fences, or for positioning ourselves on their op-
posite sides. There is even less reason for either of us to attempt to
diminish the public confidence in and support of the other, for the
entire superstructure of our economy rests on the foundation of pub-
lic confidence in both government and business. [The End]
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The Food Industry
and Consumer Protection

By THEODORE R. GAMBLE

Mr. Gamble Is the President of the Pet Milk Company, St. Louis, Mis-
souri, and Chairman of the Board, Grocery Manufacturers of America.

HE FOOD INDUSTRY TODAY is the nation's, and the world’s
Tblggest business. It is estimated that next year the industry will

do Close to $90 billion in total sales. This flﬁur_e alone makes it obvi-
ous that neither | nor anyone else can speak collectively or authorita-
tlve|%/ for the entire food industry. But, by virtue of the office | hold
as chairman of the board of the” Grocery” Manufacturers of America
(GMA) and as a keenly interested observer of, and Partlmpant in,
Industry and governmerit activities through the years, | do feel some
of the points | want to make will be more than justpersonal comments,

The first and most important thln? | want to make clear is that
the food industry endorses vigorous entorcement of existing laws. In
addition, the industry—both n its Publlc statements and In its day-
to-day actions—has committed itself to_a continuing policy of volun-
tary compliance and self-requlation in the interest of the consuming public.

The benefits which have been derived by consumers as the result
of ?ove_rnment regulation of foods and food processing have long been
self-evident. The standard-making authority as well as certain Folllce
powers which have been delegated to regulatory bodies by legislation
serve well the objective of assuring the wholesomeness and nutritive
integrity of our country’s food supply.

At the same time, however, the food [ndustr%/ itself has done a
truly outstandln? job in regulating the quality of the food it manufac-
tures and sells. [n"fact, | feel it is'safe to say that government regula-
tion alone would have been unequal to the task because of inherent
limitations of staff, funds, physical facilities and eqm‘pment._ The gov-
ernment_could not have done the job required of it without the
cooperation and the assistance of the food industry itself.
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And there is yet another even more important side to this tri-
ang_le—the consumer herself. After all is said and done, she is the real
arbiter of food quality. There are those who try to portray the
average shopper as unknowing, easily-hoodwinked, unsophisticated
and qullible. Just tri/ selling Mrs. Consumer anything, and you'll find
out differently! With amaz_m%_ly few exceptions, today’s bu?{e_rs are
mtelhgen,t, aware, discriminating, discerning and well-qualified to
make their selections wisely. Some buy for price, others buy for qual-
ity, others for a combination of these factors. But, the point is, they
know what they are buying and why.

The consumer is the only one who dictates to the food industry—
not the other way around. ‘Every time she picks one product off a
shelf and retje_cts a competing product, she is helping to determine the
success or failure_of both the products and of the companies making
those products. The quality and integrity of foods are essential to
th? _?rowth and progress of every food "processor, distributor and
retailer,

Revolution in the Food Industry

There has been a revolution in the food industry since World War
11, and perhaps one of the reasons some personsare critical of our
industry" is that they dont really understand this revolution. There
has been a rapid trend away from the use in the home of basic agri-
cultural commodities in méal preparation. The pattern of food con-
sumption has moved overwhelmln?_ly toward prepared foods. These
offer special convenience features, time-saving in preparation and an
almost incredible increase in variety and availability made possible by
W|dl§nmg patterns and new methods of distribution, storage and
packaging. | |

This revolution has had the effect of removing food preparation
substantially from the home to the factory. It has created entirely
new problems of regulatmg quality, safety and wholesomeness of
food. It has increased almost beyond belief the number of food items
available to the consumer today. Around 8,000 different food items
are sold in today’s average SUﬁer_market.

The revolution has brought into use a whole new technology of
food processing, new equipment, and the common use of literally
hundreds of food additives. It has created a new industry consisting
of suppliers of ingredients to perform the functions of supplying
essential nutrients preservmg foods by controllmP mlcrObI0|QFIC
quality, inhibiting flavor degradation, exténding shelf fife, and stabifiz-
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ing physical structures—to enumerate just some of the important
aspects of the newer food science that has grown up in recent years.
~ This revolution has created a situation where the task of regulat-
ing quality and safety in food preparation has outstripped the re-
sources, money, manpower and technical facilities of our government
agencies—local, state and federal. This does not mean these agencies
are no Iongrer Important. On the contrary, they are still extremely
Important. They must set standards for foods, establish basic criteria
for safety, set quidelines for nutritional properties, enforce rules pro-
hlb!tlng adulteration, develop criteria for plant sanitation, and, to the
limit of their resources, police the food industry and, where neces-
sary, institute enforcement procedures against any transgressors.

Self-Regulation

~In fact, the food industry has consistently supported and will con-
tinue to support the requests for adequate “funds and personnel for
these agencies. However, without the day-to-day sel_f-reglulatlon of
its products by the responsible food industry, I think it is only realistic
to say that the efforts of our fine food and health agencies would fall
far short of their desired goals. _ _
_None of us today is naive enough to state that this self-regulation
is purely altruistic on the part of the food industry. Obwouslr, the
food industry’s increasing emphasis on quality control and quahY im
provement programs is motivated in great ‘measure by enlightened
self interest. Food processors are recognizing that they can deserve
and retain public esteem only if they respect and fulfill their responsi-
bility to the public welfare.” . o
_Although it is hard to obtain exact figures a conservative estimate
is that leading food processors spend more than $100 million annually
on quality control alone. This figure does not include the much larger
sums spent on development of new products and on applied research.

(%uallty control was, the forerunner—by several decades—of re-
search and development in the food industry. As prepared foods grew
In variety and usage, concurrentlg with the development of pure food
laws, the primary” requirement by the food manufacturers was_for
methods to insuré consistent quality and safety of their products. This
introduced into the food industry a new type of scientifically and
technically traingd personnel. These men and women started” with
basic housekeerg and sanitation in processing plants. ,The%/ gradu-
ally expanded to émbrace monitoring and compliance with food and
health regulations, standardizing of finished products and production
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practices, dewsmrg methods for cleaning and care of eqmpment, and
developing specifications for all ingredients with respect to grade,
purity, physical, chemical and other properties. _

It Is Interesting to note, in passing, that todaY.’s quality control
techniques use statistical methods of “in-line” sampling and testing so
that, hour b}/, hour, on the Pr_oduc_tlon line, it can he determined
whether a satisfactory product is being made. This preventive meas-
ure contrasts with the old system of testing finished batches of prod-
uct in the warehouse. Today’s methods enable food processors to
catch a problem far sooner.

Working with the Food Protection Committee of the National
Research Council-Academy of Sciences, a food mdu_stry liaison panel
has financed and brought Torth the new Food Chemicals Codex which
fixes standards and specifications for chemicals used and necessary in
the processing and Ipreservat_lon of foods. o

Programs of self-requlation have taken shape and are continuing
to take shape in virtually every segment of the food industry. There
are so many that time prevents my listing them all, but I do"want to
cite a few specific examples to you to help prove my point.

To help assure member compliance with the law, the National
Canners Association has a continuing pro%ram and publishes a com-
prehensive manual for its members on food and drug legislation. The
mahmiaé is done in a loose leaf manner, and it is constantly being
updated.

The American Bakers Association has a somewhat similar manual
and program. _ _ .

The Millers” National Federation has an extensive program as
well as a handbook on compliance with the Food and Drug law. Much
of this is devoted to labeling practices and regulations.

The Corn Industries Foundation has a program and a detailed
publication relating to the products of that major industry.

The National Association of Margarine. Manufacturers has an
on-going p[ogi_ram amongi its many members, including both an up-to-
date compilation of all Taws and” requlations as well"as a consumer
information program. o
~The International Association of Ice Cream Manufacturers Eub-
lishes a loose leaf service for its many members called the Law
Reference Service. The format is that of a code based on federal and
s%attﬁ_ laws. Guidelines for labeling and packaging form a large part
of this service.
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The National Association of Frozen Food Packers, working close-
|§/WIth the Association of Food and Drug Officials of the United
tates, has done an encyclopedic job on the entire Food and Dru%
Act. The organization is developing standards for frozen foods. |
holds seminars in various cities for instruction of personnel in qualit
control, microbiological standards and on possible hazards to con-
sumers. Instruction”is provided by outstanding industry experts. The
association has done an exceptionally thorough job™in developing
industry standards for labeling and packaging.

There has been a %eat deal of progress by the National Con-
ference of Weights and Measures. The food industry has worked very
closely with this group in arriving at a consensus o placement, visual
prominence, and a schedule of minimum type-sizes keyed to the square-
Inch area of the principal display panel on'various food packages. anZ
prominent figures in the food industry have been active in this wor
at the national level, and perhaps as many or more have been equally
busy in this work throughout the various states.

GMA has been very busy in two basic areas. This large, bro_adl¥-
based mdustr%/_ %roup has been working withip its membership to
develop ever-higher standards of Rerformance in all aspects of food
processing and marketing. GMA has_also been active nationally for
many years in the field of consumer information and education,” pro-
viding quidelines and a great many other pointers to enable consumers
to buy food products more, intelligently and economically.

GMA has also been active in_encouraging its members in self-
regulation of packa%l_ng_ and labeling and s currently updating its
programs covering this important function. GMA has” done much to
assure acceptance and extension of the so-called Model State Weights
%;lwd Measures Regulation of the National Conference of Weights and

easures.

These are but a few examples of industry’s efforts to do a thor-
ough and conscientious job of protecting the” consumer. | could cite
many more.

Because there is ade%,uate_ local, state and federal legislation:;
because there is self-regulation in the food industry; and, because the
consumer herself exerts a Powerful form of control, we in the food
mdustry submit there exists today no demonstrated need for addi-
tional [egislation. In fact, some recently-proposed legislation would
seriously upset the delicate halance of requlation and" self-regulation
which has done so much to benefit consumers everywhere.
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The “ Consumer Movement"

We are well aware of the so-called “consumer movement™ in this
country. Our industry deals with tens of millions of consumers daily,
s0 we ‘believe we too know a few things about consumers. Our ex-
Pe_rlence convinces us that there is more shadow than substance to
his supposed consumer revolt. .

A few people are trying to tell the nation that the consumer
needs protection from business. They would substitute complete quv-
ernment requlation for business integrity in the marketplace. If they
succeed, they will destroy comRetltlon. If the?/ succeed, this will as-
sure consumers grqcerk/ store shelves where all products are the same
size and shape, with the same standardized contents and the same
Ia]tcberl]s., If they succeed, they will virtually deny consumers any right
of choice.

Competition is vital to the consumer! It brings new, improved,
and more diverse products in a constant parade across the %rocery
shelves of this nation. Legislation which would substitute bureau-
cratic judgment for the judgment of the consumer at the point of pur-
chase would stifle innovation and_creativeness in new-product devel-
opment and packaging. Competition has helped make our super-
markets the envy of the entire world with their almost endless variety
of attractively-packaged products. Certain newly-proposed laws would
be a dangerous step toward standardized products and packaging
which would reduce shopping to a dull, dreary routine. _

. Fortunately, there has been no real public clamor for such legis-
lation. The series of regional consumer conferences held last year are
a case in point for they gave no indication of any serious consumer dis-
satisfaction. _ _
~ There were some consumer complaints evident, but these were
mterestln([} to hear. Almost without exception they related to purely
local problems. They were concentrated in such activities as home and
automobile repairs, used car sales, dishonest itinerant salesmen who
“work”™ one city and then go on to another and similar but strictly-
isolated business practices. ,

_The Better Business Bureaus, both nationally and locally, can
verify this pattern of consumer complaints. It alivays mystifies me
why “those who constantly seek new and restrictive” legislation fail
even to consult such complaint-oriented or?anlzatlons as the Better
Busingss Bureaus to find out where the real trouble spots are. From
e><|p$r|dence, we know that amazingly few of the problems are food-
related ones.
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Still another reason for hoping that there will be no legislation
forthcoming which would hamper -and inhibit our competitive busi-
ness society is the growing rapport which has been developed in re-
cent years between business and government. This has not heen a
one-way Street. Rather, %overnment has come to recognize more
clearly "the aims and methods of business and realizes business is
essentially honest and legitimate in the conduct of its affairs. By the
same token, the era of the businessman who is irritated by all govern-
ment activity is becoming a thing of the past. Today’s businessman
expects and welcomes the participation of government in our lives.

| have the very real privilege of serving as a member of the Busi-
ness Council. As & member of this ?roup,I have the continuing honor
to meet regularly with government officials from President Johnson
on down. As a result of m%/ participation in this group, as well as else-
where, | can say without hesitation that the climate between business
and government today is better than it has been for perhaps forty
Years. This is one of the basic reasons why this country is prosperous
oday(. We would ignore this relationship at our peril: _

_This is why it is our hope in the food industry that new appointees
to important governmental positions are ones SY_mpathetlc to this
newly-,develo%d,relatlo_nsh_lp rather than ones hostile or_antagonistic
to business. While policy is set from the President’s office on down,
the way policy is carried out and the environment in which it is im-
plemented can often adversely affect many vital decisions.

_We in the food industry are proud of our record of performance,
while at the same time we always are trying to do an even better job.
Americans enAoy a higher standard of living—and eatln%—_than ever
before in the history of the world. Our people can buy their food for
a smaller share of their income than ever before—only about 18]4
cents out of every after-tax dollar. Just 15 }/,ears ago, this figure was
26 cents. In Russia today, the comparable figure S 53 cents.

The average American housewife todaY spends_only 11 hours a
week cooking for her family—less than half the time_ it togk her before
World War Il. What’s more, she feeds this famllg/ with far more
nutritious, far more, atfractive and far better-tasting meals than
grandmother ever thought of creating.

The American consuming public takes this kind of progress for
granted today and expects it to continue. It will continue—but only if
we likewise “continue to have a successful working partnership be-
tween ﬁovernment and business—with the consumer continuing to
enjoy the right of free choice in the marketplace. [The End]
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Highlights of the Report
on State and Local
Food and Drug Programs

By E. F. RICKETTS

Mr. Ricketts Is the Associate Director of the Public Administration Service.

S | HAVE TAKEN A BACKWARDS LOOK at the study’s

finding's and recommendations, it has seemed to me that three
themes may be considered as central ones for the purposes of a quick
summary. ‘These are :

First, that public agencies in food and dru? work have consider-
able opportunities for making better use of the resources already
available to them. Their obligation to exploit these opportunities is
at least as great as their duty to seek additional resources when they
become convinced that more ample means are needed.

Second, that a broadly coordinated and halanced partnership
among the several levels of government—national, state, and local—
and among the various public agencies at each %overnmental level is
an indispensable requirement if good use is to be made of whatever
resources may be at hand.

And, third, that governmental agencies do not have exclusive
responsibility to the public in this field. This responsibility is and
must continue to be a shared responsibility, with government, the
regiulated industries, and the public each contributing more substan-
tially to the satisfaction of public needs.

Use of Resources

Let me talk first about the matter of the use of resources. In
stressing that there are opportunities for better use of the means avail-
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able to food and drug programs, | do not wish to encourage the
inference that the study found all state and local food and drug
agencies adequately endowed with money, human talents, and the
things that money can buy. The contrary was evident in many
agencies and In manY ways, ranging through number and quality of
people, suitability of laboratory facilities, and sufficiency in the budget
categories of contractual services, materials, supplies, and equipment.

~As we think about the use of resources in attaining public goals
in_relation to food and drug supPhes, It is important that we have. in
mind a full and realistic concept of what program resources consist,
Such a concept must include not merely the money, people, and phys-
ical facilities of official agencies. It must in addition comprehend” at
least the goal-directed motives and activities of the regulated indus-
tries and of the interested Brofessmns, for these represent an impor-
tant body of capital available for the prosecution of food and drug
programs.

With resources so conceived, their use must be considered from
at least three points of view. First, we must think of how the aggre-
?ate of publicly allocated resources—those that come from appropria-
lons and dedicated revenues—are used among all the governmental
levels and by the federal government as a whole, by each state as a
governmental unit, and by each city and each county. Second, we
should consider the employment of public funds b){ individual agen-
cies. Finally, we should think of how well and fully food and drug
agencies are utilizing their outside capital.

The aggregate use of official resources is especially—but not sole-
ly—a subject for attention in relation to food programs. For the food
industry s not a collection of unrelated isolates—a dalrzl farm, a
feed mill, a poultry processing plant that ships across state lines, a
catering firm, a fancy grocery in an exclusive suburb, or a %rub_by
restaurant in a central City slum. The industry is, mcre_asmgI%/, one of unity
and those few items that reach the consumer in nature’s original
packages have themselves been fashioned for content, form, and color.

~This unity is confronted at all levels of government and in many
individual stafe and local governments by a fragmentation of responsi-
bility that may once have corresponded with the realities of the requ-
lated industry but certainly no longer does. This fragmentation is
maintained by the requirements of particular laws, by patterns of
dedicated revenues, bg the natural drives of se?arate bureaucracies for
growth and survival, by the tenacity of occupational groups in seeking
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to retain and if possible exRand their vocational domains, and by the
comfortable relationships that have developed through the years he-
tween branches of industry and the agencies that serve or requlate them.

This situation stands as an almost insuperable barrier to a com-
prehensive assessment of the total task that a multitude of Eubllc
agencies together share. Because of it, questions that should be are
never seriously asked. Does it make sense, for example, to spend as
much on feeds as on foods, or to spend so much on continuous inspec-
tion of fewer than a thousand meat packing plants and so little on
following the products of these plants and those of thousands of other
smaller establishments to the point of retail sale? In effect, the most
productive employment of the full range of resources now available
Is almost a matter of chance.

The fragmentation that characterizes the broader, intergovern-
mental scene—embracing federal, state, and local agencies—repeats
itself in varymg degrees among the states, although it should in fair-
ness be reported that a good many of the states have made substantial
progress toward matching the unity of industry w!th.o_rgamzatlonal
unity for the conduct of requlatory programs. In individual depart-
ments of state and local government, poor use of available means is
evident in a number of ways. These variously include the lack of
information on subject establishments, how many there are, what
they do, and where they are located; the inaccessibility or incomplete
use of information reflecting the agency’s own experience of what
problem areas deserve the most attention ; supervision that doesn’t
supervise ; and others. Many of these shortcomings can be charged
up to insufficient resources, but by no means all of them.

It is especiall¥ appropriate that a conference which brings together
representatives of industry and fgovernment should be encouraged
to think about the opportunities of a fuller use_of what I have referred
to as the outside capital of regulatory agencies. Such use is unfor-
tunately meager. The possibilities that should be explored include,
to name a few, ways in which the quality and performance control pro-
grams of individual companies might be meshed with those of public
agencies so that they are complementary and mutually supportive,
the possibilities of at least informal accreditation of such programs, and
the utilization of industry training programs and skills for enlarging
the capabilities of governmental employees.

STATE AND LOCAL FOOD AND DRUG PROGRAMS PAGE 15

/1
wWNdm nJHWintM&fli |



Need for Intergovernmental Coordination

A second pervasive thesis of the report is that a coordinated and
balanced partnership among and within nation, states, and local units
should be achieved. This position is one towards which | had an
affirmative, personal bias long antedating the initiation of the study.
It is, however, a thesis which has a more solid foundation than one
man’s bias. First, it is based upon the reality that ours is still, more
or less, a federal form of ?over_nment. In the field of governmental
food and drug work, more than in most areas of Fovernmen,tal,actlon,
our federal system is characterized by an overlapping, within each
state, of state"and federal legal authority and program activity. Some
lawyers no doubt are convinced that yesterday’s dissenting ormnlon
will"be tomorrow’s binding constitutional doctrine, and that federal
Preemptlon of the field is not far off. It seems more likely, however,
hat both the Congress and the Supreme Court will continue to be
very reluctant to abandon the positions that underlie the dpresent
(uality of jurisdiction that prevails in the regulation of foods and drugs.

Such reluctance is probably soundly based, and possibly stems
from the beliefs that the size and diversity of our nation are such
that a true and meaningful federalism is the best approach in attack-
ing the problems of our society and that it is, among other things, a
form of insurance against inevitable _thqugh unpredictable break-
downs at one or the other level, But this insurance will pay off only
if there is strength and capability on hoth sides, and a_S|Fn|f|cant
enlargement of the authority of dne governmental level is likely to
produce a correspondm_? debility on the part of the other. The recent
northeastern blackout iMlustrates the point. The governmental weak-
ness, if any, in this instance was the federal government’s ; the impact, how-
ever, was focal, and it was local employees who promptlg,and effectively
responded to the emergency, not those of the federal establishment.

Assuming that this duality of legal responsibility continues to be
a feature of our constitutional system, the need for & coordinated and
balanced partnership among, the several levels of government is a kind
of corollary of the first principal thesis, that in the aggregate our
PUb“C agencies in the food and drug field are not doing as well as
hey might do with what they already have.

With this as a second principal theme, it is not surprlsm% that
our report offers several recommendations pointed toward fostering
coordinated and halanced intergovernmental action. These include
recommendations that the respective areas and types of responsibili-
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ties of the several levels of government be adjusted to differences
among them in requlatory capabilities. Thus, we recognize that no
state or local agency alone can marshal the richness of scientific
talent and social wisdom that are needed for prudent decisions about
the safety and efficacy of drugs or the limitations that should sur-
round their distribution. Only a federal agency can assemble from
within itself and from the entlret?{ of the scientific and industrial
communities talents sufficient to the task of deciding, for example,
what degree of benefit for some people justifies what measure of risk
for others, In respect to foods and feeds, by contrast, we take cog-
nizance of the substantial resources and achievements of ag}enues in
many of the states and urge that steps be taken to further strengthen
present capabilities and to enlarge our present reliance upon the States
and their local units. Our recommendations also take account of
obvious differences among the states in their potential for contributing
meaningfully to these governmental programs. And, in addition, we
eXpress some ske[ptlmsm_ about the practical applicability of the doc-
trine_of home rule in giving broad freedom in policy determination
and independence in administration to smaller local units, in view
of the comPIexny of the scientific foundations, the technological Frac-
tlcgs,ta_nd he economic organization that characterizes the regulated
industries.

~ Somewhat re rett,abl?/,_ we discovered no practical way of penaliz-
ing the PUbJIC_ and official indifference of some of the wealthier states
toward fulfilling their obligations for making significant contributions
to these programs. Indeed, at times we were tempted to believe that
the size and” importance of a state’s food producmg and processing
industry has less to do with the quality of its food protection pro-
gram than the public identification of a“state with its food products,
as Wisconsin is with dairying.

Public Protection isa Shared Responsibility

_The emphasis which our study necessarily placed uPon official
policies, programs, and administration perhalps_ accounts for the cir-
cumstance that, in retrospect, | find least explicit in the report a third
major theme—that responsibility for health and economic protection
of the public in relation to its food and drug supplies is not by any
means exclusive with official agencies.

From time to time during the conduct of the study, we were im-
pressed that some food and drug officials are convinced that they alone
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stand guard against hazards to the consumer’s health and pocketbook
in his purchase and use of food and drugs. It is not surprising that
the continuing duty of looking for the imperfections of these industries
should make ‘somé officials conclude that their responsibility is both
sole and unique in this respect.

This is not the case, however, nor should it be permitted to be-
come so. It is necessarg only to remind oneself that governmental
regulation of foods and drugs’is based upon selective attention, selec-
tively applied, and that this has by and large been a successful system.
One”should also recall the constructive operating policies of many
requlated establishments, the evident Frofessmnal integrity of indys-
try research staffs, and the sporadically constructive Intérest of in-
dividuals and groups in the professions of law, medicine, and the food
sciences.

The sense of a shared responsibility is also apparent among, mem-
bers of the consuming public, in their individual efforts to inform
themselves, to shop prudently, and to make their dissatisfactions
known to purveyors by withholding patronage and presenting com-
plaints to sources of Supply. One might even profitably sEecuIate
about whether such events as last summer’s disturbance in Los An-
geles are in some small measure expressions of consumer dissatisfaction.

Despite these evidences of a conscious sharing of responsibility
to the public, there is reason to believe that industry, the professions,
and the public, along with government, are not doing as much or as
well as they might.

Our statute books, for example, are cluttered with antiquated
anachronistic, and conflicting provisions ot foods and drugs; local
ordinances ?o off in one direction, state laws in another; rules and
requlations that amplify the decisions of lawmakers often are poorly
drafted, badly organized, unavailable to those_ther affect; and so on.
The easy asmgnment_of responsibility for this state of affairs is to
Ie(tllslatlve bodigs. This easy course is pretty unrealistic; while legis-
latures respond to widespread Publlc demands, we all know that mic
of the legislative response is to the more limited group that has an
interest and actively pursues it

In this legal area, surely both regulated industries and the legal
profession are remiss. It ’is |ndustr_¥’s representatives that most
vociferously proclaim the need for uniform, consistent, and clear ex-
pressions of public policy. It is the legal profession that claims a
peculiarly public status, Ras the greatest mastery of this field, and is
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numerically the largest single occupational group represented amongi
our state lawmaking bodies. The cynic’s judgment Is tem?tmg, tha
the Ie?al profession Is made up of péople who are officers of the court
only for state occasions but are whollr and narrowly client-oriented
in their day-by-day behavior, or even that lawyers are the ones who
benefit most from the arcane nature of the law.

It is difficult to be precise about the nature and extent of the
public’s responsibility for its own protection, and there are so many
different publics, whose needs and capacities for self-protection range
so widely. These vast differences are represented by the contrasting
circumstances of the residents of Chicago’s northern”lakeshore suburbs
and. of those who inhabit its teeming south side. There are also the
difficulties of reconcmn? the regulation of economic practices that
are disadvantageous for the public with some of the prevailing values
of that public. One must nevertheless accept that the public or
ssubstantial segments of it have the duty of helping protect them-
selves, for the logical alternative is a system of governmental sur-
veillance that is comprehensive and complete and extends from the
properties of the soil to the end of the uplifted fork.

Surely one of the most difficult tasks confronting both the regulators
and the regulated is that of deciding which public needs what d,e%ree
of economic protection, how that protection may be best accomplished,
and by whom. It is more than dlsalopomtmq that so little thought has
apparently been given to this problem, in view of the possibility that
Its neglect may lead to a pattern of comprehensive regulation that is
p]!tche.dt to the level of those who are least capable and most in need
of assistance.

Conclusion

In conclusion, a general observation seems pertinent. It is not
Partlcu_larly novel, but it concerns matters about which we should
rom time to time remind ourselves.

_The enlargement of government’s sEJhere of responsibility and
action is not a socially useful end in itself, and it should take™place
onl¥ In response to an"unsatisfied public need. When an enIarPement
of the governmental sRher_e does occur, it is likely to take the form of
a hasty reaction to what is sensed as an emer?hency situation. Thus,
social ‘and economic deprivation has been wdth us for a long, long
time. We had, for nearly a generation, assumed that somehow" public
programs addressed only to acute financial need, a mere symptom
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of deprivation, would take care of the situation, even though these
Frograms but rarely and only sllghtly touched the causes of depriva-
lon. We then found ourselves suddenly, and at times violently, reminded
that palliatives are not remedies. 'S0, new Programs were pieced
together, new agencies created, and new patterns of relationships
among governments introduced, all with consequences that no one
can now fully perceive. There is one consequence we can be sure of
however—that there will be further complications in a governmental
structure that is already so complex that increasingly we can neither
comprehend nor greatly influence it

| do not imply a parallel between the food and drug and some of
our newer governmental programs. Yet a part of the risk is there:
this is that If the regulated industries, the interested professions, and
the numerous governmental agencies are not more thoughtful and
thoroughly cooperative in meeting the responsibilities theY share, we
must anticipate considerable expansion of governmental action in
our present environment of an expanding political appeal for con-
sumer protection. [The End]

SECRETARY GARDNER RECEIVES REPORT ON FDA

The committee set Hp bz Secretary Gardner in November, 1565, to
reagpralse_T e Food and Dr ?A minjstration, has submitted its report.
Th c?mmmee concluded that the majn problems of the FDA come as
a r%sutof I1S enormous growth aln the number and comé)e ItP/ of the
ro Ifems_wn whic %t ust deal. It found there is a ne 19 a clear
et o poldmes, a ne? or a stren thenhng and re-orientation of manage-
[)nFnt, a? a need for strengtherfing the" scientific resources and capa-
ilities of the FDA.

Eurthe.rmore the members of the five-man committee a%{ee.that
}he omm|sshon(1r egut Commissioner, and Assaclate Commissioner
or Science should pe seen as a team tryln% fo at aIR strenFt in man-

emen;..and scientific comPete ce. Itise ser tlal that at feast. one of
ese officials have a scientlfic, acklgﬂro%nd. (This recomm(fn %tmn has
to L. Goddar

%e& @g#ﬁm%rg}gne% the appointme Dr. James as new

s alfso essential that there be a str_onH?r tie between the scientific
ctivities of the FDA an[ithe outsgd% scientiric community. In addition,
there snould be a strengthening of the Internal scientific resources.

_ Among the recommendations in this area are that additional
scientific tglent_ be broufgﬂn Into tﬁe %wat FDA Sflentlstih Ve

enc
more opportunities for “research,. an ué’ral of skills, and that
greater Bge bF made o? the C|enl||1f|c resouPc .s.otn E_PUBHC Heaqt Ser-
vice _Il] |a also recommended that a smentlfl% a VISO“y committee be
established to advise the Commissioner on difficult policy issues.
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Three Years Later

By JOHN T. KELLY

Mr. Kelly Is the Legislative Counsel of the
Pharmaceutical Manufacturers Association.

hat the kefauver-harris amendments of M2

changed vercy substantially the drug provisions of the Federal
Food, Dru% and Cosmetic Act cannot be Seriously disputed. Nor can
it be disputed that they have also affected everyone and every{_th_mgi
having anything to do with drugs—their discovery, research, clinica
investigation, manufacture, distribution, promotion, use, etc. More-
over, o administer them, the government has had to expand its
forces very considerably. Inceed, these amendments have meant
something for almost everyone. For example, for lawyers they have
provided full employment. And for certain writers, they have pro-
vided the opportunity of becoming part of industry—the book pub-
lishing industry.

Three years is not a long time. But perhaps it has been long
enough to enable some to forget who stood for what when these
iamendments were moving through the halls of Congress. Lest we
%orget then, while we judge the present, let us also remind ourselves
where industry stood in 1962 and what it supported. Recent state-
ments on this score, by persons who should know better, have been
somewhat confused. And, in their confusion they may be misleading
others. It would be trag!c indeed If these statements would have an
adverse effect on the kind of relations that should exist between
industry and government. The record is there for anyone who may
wish to examine it. So let’s take a look at it.

Background of The Drug Amendments of 1962

To _beg1in with, The Drug Amendments of 1962 did not derive
from a single hill in the 87th Congress, but from several. There were
two distinct versions of S. 1552, the bill number which was carried
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through to enactment, There were two seParat_e reports on S. 1552
There was H.R. 11581, and a House report on it. There were other
House bills, including H.R. 6245, which was referred to and con-
sidered by the House Judiciary Committee. There were hearmﬁs
before three committees of the Congress. Out of this mix came the
bill which became the law. Of its provisions, industry supported
the following:

L Pre-market Showing of New Drug Efficacy.

(The Pharmaceutical Manufacturers Association (PMA) supported
the requirement that a new drug should not only be safe but that it be
shown to be effective for the uses which the manufacturer claims for it.)

2. Current Good Manufacturing Practices.

(The Food and Drug Administration (FDA) supported PMA’s
position that the standards must not be extreme or so unrealistic or
unreasonable that they can be met by no one.)

3. Authority and Power to Standardize Names.
4. Broadening FDA Inspection Procedures.

5. Making FDA Inspection Periodic and Mandatory.

(PMA proposed this one requiring FDA to make a regular inspection
of each manufacturing establishment at least once every two years.)

6. Annual Registration of Manufacturers.

(PMA also proposed this one requiring every drug processor,
manufacturer, or packager to register annually if his drugs are used in
intra or interstate commerce.)

In relation to other provisions such as procedural changes con-
cerning new drugs, added grounds for withdrawal or suspension of
aPprovaI, of new drug applications, submission of records and reports
of experience on new drugs, and control of advertising, the industry
sought amendment or modification of proposed Ianﬁuage. In quite
a few instances we were not (to l;()ut it mildly) wholly successful.
Some changes, however, were worked out.

But even though industry did not agree with the language of
many provisions, ifs disagreements did not cause it to oppose the
ball’s enactment. As_a matter of fact, industry had a “moment of
truth” on this very issue. It came when it appeared the bill was
vulnerable in the House Rules Committee. The first committee vote
had been six to six. This would have meant that the bill would not

have been reported out and that it would have been dead for that
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session of the 87th Conﬂqress. When this vote was announced, Repre-
sentative Harris, co-author of the bill, advised the Rules Committee
that the PMA supported the bill. On that basis two votes in the
Committee changed, a rule was granted, and the bill went to the
House floor and on to enactment.

~Daogs this background impart special meaning to the legal actions
which industry has brought to challenge the validity of two of the
many restrictive regulations which the FDA has issued under the
1962° Amendments? ~ Some Pers_ons regard our pending lawsuits as
Eart of a contlnum% smoldering war between industry and the
DA. We do not. They see in these suits animosity toward %overn-
ment. We do not. As responsible citizens of this great coun r}/, we
believe we have hoth the right and the duty to contést any regulation
of the FDA which, in our legal %udgmen, is invalid because it ex-
ceeds the bounds of statutory aufnority. After all, ours is a_govern-
ment of law, not of men. The laws of this nation are _desulme_d to
enable anyone to go to the courts to protect his constitutional rights
when he “believes that they are endangered or have been violated.
This we have done as have ‘other citizens and other industries. These
suits then were instituted to get the courts to decide what certain
language in this new law means. We and the FDA are having honest
differences of opinion.

Challenged Regulations

A brief comment on the two lawsuits. The first case, filed in
Federal District Court in_Wilmington, Delaware on September 5,
1963, by the PMA and 37 member firms, challenged the statutory
authority of the FDA to require by regulatlon that the generic or
established name of a drug be repeated each time the proprietary
or brand name is used in an advertisement or in labeling. We re-
ceived a favorable decision in this case in April, 1964. It was appealed
by the Government to the Third Circuit and oral arguments were
made in April of this year. Last month, that court Pave the govern-
ment a favorable decision although on a procedural” question” which
did not reach the merits of the case. Industry will carry the Third
Circuit decision to the Supreme Court.

The other suit, which was filed in Wilmington on July 26, 1964,
be the PMA and 41 member comPam_es, seeks judicial agreement that

DA lacks statutory authority for its attempt to require extensive
records, reports, and suppor mg data on “old” drugs which are
“generally recognized as safe and effective,” which have heen exten-
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sively used for Iong periods of time and which we believe are pro-
tected by the “grandfather provision” of the 1962 Amendments. Oral
argument in this case is being deferred until the “generic-each-time”
case is settled. In the meantime, the regulations are voluntarily
be;ggd held in abeyance by FDA with respect to an agreed list of
“0 rugslll

These challenged regulations are, of course, not the only ones
the FDA has issued under the 1962 Amendments. There have been
quite a few others. As to these, we have formally submitted our
comments, protests, and amendment.  Some_differénces have hbeen
resolved, as was the case with certain portions of the advertlsmﬁ
regulations where clarification and amendment were obtained throug
means of a public hearlng. Others haven't been. But before deciding
what can or should be done on these, it was felt that a reasonable
Perlod would provide the necessary experience and insight on which
0 base a sound decision.

There is a side to the matter of disputing FDA's interpretation
of the law that is worth considering since it reflects how seriously the
Eharmaceutlcal industry viewed these suits before brmgm%_ em,
For the preceding quarter century, there had been almost no li _|fqnat|on
involving FDA decisions_in applying the law. To break with the
Rast was not an easy decision. And it was done only after industry
ad become convinced that the FDA'’s interpretations went far beyond
the intent of Congress, not to mention the necessities of the public
interest. In essence, therefore, the re(iulatlons issued under the Amend-
ments have been more disturbing than the Amendments themselves.

Effects of the Drug Amendments

What has happened in the three years since the passage of the
new Drug Amendments? They have contributed to a steady decline
in the introduction of new drugs and have increased greatly their
development and production costs. In 1959, the introduction of new,
single, chemical entities in the United States’ prescription drug market
reached a high of 63. By 1963 this number had dwindled off to 18
and by 1964 to 17. And this while industry had substantially increased
its research and development expenditures.

This year for the first time since 1959, an increase in the num-
ber of new products introduced over a preceding year has happened,
as 18 (as of October 1, 1965) have been approved.
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Data concerning the submission of new drug applications is much
the same. In fiscal year 1959, 369 were submitted ‘and 230 apgroved'
in fiscal year 1963, 179 and 67; in fiscal year 1964, 160 and 84; and
in fiscal year 1965, 203 and 53,

Like gold and tourists a considerable amount of research is 8omg
abroad. 1n part, this results from increased federal controls. Advan-
tages to be gained also motivate this move. Firms_ are finding that
some foreign"governments are geared to act more swiftly on approvals
of new products than is the United States. C_onsequ,entl%, tpeople in
these countries are benefiting from new discoveries Dbefore they
become available here.

When the 1962 Amendments passed, everyone knew that indus-
try and government would PO through a period of readjustment. The
only question was “How fong?” Certainly, the FDA has not had
an easy time administering these new amendments,Bpartlcularly_the
new drug section. And no one has said that it has. But one obvious
reason for fewer new products, and some of the other consequences
| have mentioned, has been the tremendous increase in the amount
of paperwork to be prepared b}/_ drug manufacturers and read by
FDA ‘scientists. The documentation under the ne_w_druq procedures
has heen so great as to seem at times to be unrealistic. It has proven
to be a real hardship to scientists everywhere, in and out of industry,
and it explains in part why the FDA "has itself been weighted down
under the burden.

~All of us are aware of the costs in human suffering involved in
time lags. But no one should be more aware of it than the Depart-
ment of Health, Education, and Welfare which, some time ago, pub-
lished a booklet entitled “The Costly Time Lag Betiveen Discovery and
Use of Medical Knowledge.” The drug that is"not there when néeded
may be a gTreater trage_I)r than the one which had some unfavorable
reactions. The FDA will always have the awesome responsibility of
weighing the possible_harmful effects of a new drug against the good
that it can do. And it must always make its decision with the"dis-
comforting knowledge that there isn't an¥ such thing as absolute
safety. In"the highly volatile atmosphere of the last three years, this
juddgment has been made all the harder because of the political “sec-
ond-guessing” which has become so popular in Washington. But in
all of this, the public interest must be safeguarded, and it won't be if
the reasons for forestalling decision are based on political or tech-
nical objections.
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Some observers have suggested that the 1962 Amendments have
brought all drug products to the same level of quality and reliability
regardless of their costs. This is not the case nor was it the intent of
Congress. The Food, Drug and Cosmetic Act is a consumer protec-
tion measure in the public health sense. It was never intended to be
an economic lever. ‘It can never regulate the sameness of quality
into all drugs, no more than a university can graduate all its students
with the same gr_ades, same intelligence, and same ambitions. People
differ in their Qrive to achieve excellence, and this is true of a drug
manufacturer as it is true of any other manufacturer or person.

_Some of the requlatory efforts of the last three Years have en-
tailed a profusion of paperwork requirements. This in turn has force
the FDA to hathe in'a bottomless pool of minutiae, causing it to deal
too much with the shadows and not enough with the substance of
real problems, Many administrative-delay Broblems_can be corrected
or substantially minimized by delegatmg ack to industry areas of
responsibility where industry should be called upon to police itself.
such delegatlon would involve no lessening of strict industry account-
abI|ItY and no impairment of the public health. Is it unreasonable to
complain that where only a few years ago it took an average of less
than three months to get a new drug approved, it has taken an
average of 18 months since October, 1962 to do so?

There is a wealth of industry expertise available to the FDAHust
for the asking. Immodestly, perhaps, but yet industry feels thaf all
experts are not in government, and that 1t too, can contribute to
giood government, good administration and sound enforcement of
he nation’s drug laws. This thought may awaken, and it should
memories of the climate that existed Prlor to the unfortunate Kendall
Report. It would be a forward step to go back to some of the prac-
tices of those days when great reliance on voluntary compliance,
consultation, and education nighlighted the fine relationship existing
between the requlated industries and the FDA.

New Drug Applications

~No one is suggesting that the FDA should not have adequate
time to review New Drug Aﬁpllcatlons (NDAs). But it is not unfair
to say that some paperwork demands and some interpretative de-
cisions have added unnecessarily to FDA’s own burdens. It regards
many drugs to be “new drugs” Contrary to the intent of Congress. It
requires duplicate bibliographical data and information on manu-
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facturing processes and other matters which have little or no rele-
vancy to the safety and efficacy of drugs. It reinstates New Drug
status on almost any change in the labeling or composition of a drug.

But despite the concerns that have existed over the past three
years, both in government and in industry, about the Drug Amend-
ments of 1962, their interpretation and administration, a start has
been made to find less cumbersome ways for the FDA to develop a
sound judgment of a new drug’s safety and effectiveness than is done
at present. Industry has cooperated wholeheartedly with government
in trying to work out a new format for NDAs. We believe a good
solution has been devised. It includes the submission of a summary
of the clinical part of the NDA, enabling FDA to make an initial
review rapidly, and it will enable the reviewing officer to ascertain
if all important details have been included and to obtain a %eneral
impression of the new drug and the NDA itself without going through
thousands of pages.

Deficiencies in the NDA will, we_hope, be called to the attention
of the company by prompt communication. In the past, a sponsor
frequently did not earn for six months whether or not his NDA was
deficient or incomplete. Now he will learn promptly if anything is
wrong with his NDA and will be able to take immediate steps to
correct it.

~ This constructive approach and others of like purpose will in
time have the effect of speeding up the introduction of new drugs,
and making them more quickly and readily available to the American
people. This is progress. It shows that the FDA and industry are
adjusting to the requirements of the 1962 Amendments, and are
workm_? together. More frequent conferences, symposium type, if
you will, are needed to discuss joint problems. More consultation
and discussion should be had on ‘the regulations prior to their issu-
ance. In fact, more of everythmg that will improve the administration and
enforcement of the FDC Act, and industry’s understanding and compliance.

Industry, like the FDA, exists to serve the pquIe. Industry
welcomes cooperation with the FDA in every way possible. Industry,
as does the FDA, wants to make the 1962 Drug Amendments work
well, work effectively and work practically. We look forward to the
next three years. [The End.]
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Progress In Research—A Question

By ROBERT W. BALLARD, M.D.

Dr. Ballard Is Vice President and Director of Medical
Research at Winthrop Laboratories, New York City.

N 19%2 CONGRESS PASSED THE KEFAUVER-HARRIS

AMENDMENTS to the Federal Food, Drug and Cosmetic Act.

The Food and Drug Administration (FDA{ issued the regulations
that pertain to these amendments in August 1963

_ Briefly stated, these regulazions covered six major categories that
directly affect the scope and character of research on drugs for which
the pharmaceutical industry is responsible. These six areas are:

L Proof of efficacy for the intended use of the drug.
2. Controls on the distribution and use of investigational drugs.

3 Stronger requirements for approval or withdrawal of new drug
applications,

4. Surveillance and record keeping of experience on approved drugs.
5. Control of drug advertising.
6. Principles for good manufacturing practices.

The Efficacy Requirement

~ How have these affected research on drugs? First, let us con-
sider the efficacy requirement. Proof of effectiveness with many
products is fairly easy and straightforward. Double blind trials are
not needed, and are ‘indeed dangerous with some dru(h;s, especially
the life-saving situations of the antibiotics, or the antinypertensives
when used in hypertensive crises, but when you get over into sympto-
matic type drugs and hehavioral effects, then laboratory tests cannot
be the controls and it is necessary to utilize the blind” type of trial.
Unfortunately, the blind techmqu_e has now been so overstressed that
we find medical journals unwilling to accept articles on drugs for
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publication unless double blinds are in evidence, even when not
needed. By the same token, many companies have been faced with
the same reaction from various people at FDA.

Double blind, randomized, and cross-over t%/pe studies are ex-
tremely useful, but very time-consuming for both manufacturer and
investigator, and also expensive. For the first time _man% companies
are now using and hiring biostatisticians to_help desuin the protocols
and aid in the methodology of many trials. This is healthy, and a good
result of the regulations.” If anybody should know thé pitfalls and
drawbacks of a given drug, the Sponsor or manufacturer should first.
But all this has caused a minor upheaval in clinical research. Com-
pany statisticians disagree with outside investigators or their statisticians,
or vice versa. Many good investigators just will not study a drug
as specified by company protocol, so there ensues a period of dis-
cussion and eventually 'a compromise, or a search for new investi-
gators. This again |s_t|me-consum|ng expensive, and slows down
fesearch. Some prominent and capable investigators refuse to do
?Iacebo controlled blind tests on patients, and some even shy away
from positive controlled trials. The bright spot in all this, however,
ils that there are enough competent and well-trained investigators
belng developed to enter into this kind of trial.

~l'would like to state at this point that presently the requirement
|s_st_ra|%ht efficacy and not relative efficacy. | sincerely hope that
this is the way it stays, because if relative eflcaq{ was a re(1U|rement,
the public would be deprived of many useful drugs. Individual
variations in effect can be misleading, and a given drug can be more
effective than any other in a few people, but ﬁerhaps not in the
majority. Therefore, it would be criminal to withnold this drug from
the few because the over-all results show it to be not quite as ?ood
as another. | purposely brought this uP_because we in mdustr%, rom
time to time, hear talk that relative efficacy may eventually become
a requirement.

Controls on the Distribution and Use of Investigational Drugs

The second area covered by the regulations concerns the con-
trol and distribution of investigational drugs. In the past three
years | have witnessed a great expansion in the number of people
retiulred to handle all phases of drug information, particularly investi-
gational drugs. In my own company we have had a 400% increase
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in_personnel for the investigational drugs_in clinical research. We
still need more. The FDA is also faced with the same problem.

The legal obligations of the sponsoring manufacturer call for
careful records of distribution and retrieval of a new dru% when the
Investigation is concluded. A similar duty is imposed on the clinical
investigator. The status of an investigational drug must continually
be borne in mind; the exemption that permits its use in clinical trials
Is terminated upon approval of a new drug application. All materials
used in clinical investigations must be accounted for by both sponsor
and investigator. This type of inventory control has caused some
potential investigators to refuse to do drug trials. However, this
reaction is not too common, but in some cases it has caused delay
gntf” adnew investigator who was both capable and willing could
e found.

Another phase of the control regulations on investigational drugs
that has caused concern, particularly on the part of the investigator,
IS patient consent. In the_beglnnln there was a great deal of mis-
understanding and confusion here, but this is easing off. We still,
however, get requests for individual indemnification agreements
liability policies, or some statement in wrltlng that in thé event of
legal dction as a result of the experimental drug, the sponsor will
assume its share of the liability and stand behind the investigator,
Patient consent has been part of medical ethics for %eneratlons, but
this is the first time it is esse_nUaIIg part of the law of the land, and as
such is distasteful to some invesfigators. As a result, we have seen
some investigators refuse to enter Into trials.

Stronger Requirements for Approval or Withdrawal
of New Drug Applications

_The third category is stronger requirements for approval or
withdrawal of new drug applications (NDAs). Some six years ago
| participated in the evaluation of a new Phenothlazme that was ap-
proved in 81 days, with a total of 350 well documented cases. That
number of cases would not now be adequate, nor would a drug be
approved 81 days after submission. | cannot argue with the need for
more cases northe increased time requirement, but I can argue with
the need for more than 180 days, and the requirement of many
thousands of cases for an NDA. ‘Unfortunately, this happens all too
frequently, and because of the regulations requiring periodic report-
ing, if an NDA is delayed up to the reporting date, new material
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comes in and the 180-day clock starts all over again. This further
extends expensive research that frequently is rs})etmo_us and gains
nothing that could not be proved with Phase IV studies while the
drug is marketed. Just the term investigational or experimental puts
the cost of a study up. Many doctors are willing to do good studies
for nothing on a drug that is marketed, but not on an experimental
drug. This | cannot call progress. From the industry standpoint it
seems foolish to hold UP a drug for minor chemical and animal in-
formation, if the clinical evidence of safety and efficacy is obvious.
It is our hope that this will improve.

The fourth category is surveillance and record keeping of experi-
ence on approved drugs. This is necessary from both industry and
FDA viewpoints. All new drugs should have continuous studies for
the first several years they are on the market. This is progress, and
represents no strain for industry.

Control of Drug Advertising

The fifth item is control of drug advertisin?. Good, sound medi-
cal facts are what drug manufacturers are after when research is
done on their drugs. Most reputable companies present the facts
truthfully and are honestly trying to be helpful to both patient and
physician. However, the great emphasis on side effects is over-
whelming all of us, including the FDA.

The adverse reaction reporting program is off to a fair start and
should get better, but concentration on side effects has put too much
information into the hands of the laity and the uninformed, who
tend to misinterpret. As a consequence, more side effects are being
reported now that aren’t really side effects, but rather the imagina-
tions of those who got their hands on medical advertising or package
inserts. It is the duty of the manufacturers to provide all the in-
formation to the physician about the drugs they make. All side effects
should be clearlg spelled out for him, but they should not be empha-
sized over and above the therapeutic activity.

~ To wax theoretical for a moment, | would hate to be introducing
dl?l'[ahs as a new drug today. Anyone reading the toxicity and side
effects would never use it in the present climate. However, digitalis
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has been with us long enough now that the toxicitg and side
effects have taken their proper place. They are there, to be sure, but
not as prominently as the therapeutic effect.

We have found in our studies that when side effects are listed on
case report forms we get many more reported than if we just leave
blank spaces and ask the investigator to put in the side effects. This is
true even in double blind studies,

‘The sixth item is the principle of good manufacturing practices.
While a drug is in the investigational stages it is repeatedly checked
for stability and is frequently assayed. The procedures are by now
automatic and routine, but the individual tests for assay may be
changed as a further check. These techniques do not materially alter
the course of drug research, except if there is a stability problem.

Conclusion

In conclusion | can say that progress is being made as a result
of the 1962 new drug amendments. Some of this progress is a result
of the new law. We are as concerned with the public health and safety
as the FDA—in fact, more so—since our very existence is at stake.
| must hasten to add, however, that in some areas progress is being
delayed. Controlled drug trials are much more frequent and numerous
than just a few years ago. This is real progress. The increase in the
number of studies, the overemphasis of some aspects of drug test-
ing, and academic mt-plckl_n% on minor items causes delay, expense
to the manufacturer, and higher cost to the patient. This part is not
Jprogress, but signs of improvement are in sight. The industry has
cooperated with the FDA recently, through the Pharmaceutical Manu-
facturers Association (PMA) Medical Section, in arriving at a work-
able certified summary for the NDA. Both the industry and FDA are
catchmgup on their backlogis as a result of the new regulations. Both
the FDA and industry should strive for a better public attitude about
drugs. | would include Congress here, in the term public. Better
and more pro%resswe research on statistically significant numbers of
patients can help point the way to more accurate and concise information
about drugs. [The End.]

(O
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An Appraisal of Progress
in Drug Marketing

By ANTHONY T. BUATTI

Mr. Buatti Is Chairman of the Pharmacy Administra-
tion, St. John’s University, College of Pharmacy.

N ORDER TO DISCUSS THE WAYS in which the P_harmaceutlcal
| industry has developed greater safeguards in marke mg in recent
|:years, both in cooperation with the Food and Drug Administration
(FDA) and independently, it is essential to examine its role, objec-
tives, and responsibility.

The Pharmacy Industry’s Functions

Mr. John T. Connor, Secretary of Commerce, in a paper pre-
sented at the Johns Hopkins University Conference in 1963, listed
three major functions of the pharmacy industry: (1) “discovery and
development of new drugs and biologicals to"alleviate pain and to
control and cure disease,” (sometimes referred to as the research and
development phase); (2) “translation of these developments s
quickly and safely as Ros&ble into useful tools of medicine in the
hands of the practiCing physician” &e.ssentlally the marketing oi)eratlons);
and (3) “production and distribution of existing medicinal products
that are safe and effective.”

Quite aptly this statement expresses the raison d’etre of the
Pharmaceut_lcal industry as a socio-economic entity. In general terms,
hese functions appIY as well to the companies that produce proprietary
medications, It further serves to explain the responsibility of the
pharmaceutical manufacturer to the consumer and adherencé to gov-
ernment regulations governing its production, promotion and sale
of products.

However, the pharmaceutical corporation also functions in a free-
enterprise system and is necessarily organized and operated to pro-
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duce a profit. Thus it satisfies its responsibility to the people it
employs and the stockholders that own it. It would be impossible
to discuss the progress this industry has achieved without examining
the underl_m? factors that affect the efficient functioning of the
P_harmaceu ical corporation. The pharmaceutical corporation’s rela-
lons revolves about three groups—the consumer, employees and
stockholders, and the government. The marketing mechanism of each
company is of vital importance to each of these groups. For the
sconsumer, it speeds, distributes and makes available at a fair price
and with a good conscience, its product which plays a significant role
in public health. For the employees it provides ?alnful employment
which develops profits for the manufacturer that creates the capital
for new research and development and the dividends for the stock-
holders. As for the government, in a sense, it sets the rules of the
game. By its determination le |slat|ve]%/, of the proper procedures in
research, development and marketing, it seeks to enhance the nation’s
health armamentarium as well as its economy.

Selling pharmaceutical products has one clear-cut purpose: the
conduct of business for optimum profit. The continued ?rowth of any
cor‘p_oratlon depends on its ability to maintain a fairly continuous
profit structure.. It must function ‘in this manner in order to survive
In a free-enterprise environment,

The successful attainment of this objective is interestingly re-
flected in a forecast of ethical fharmaceutlcal Eprqducts that appeared
In Modern Medicine Topics of January 1957. Ethical pharmaceuticals
in manufacturers’ sales dollars for 1954 were $959,224,000. The fore-
cast for 1966 indicated an increase in sales of about twenty percent, or
51.150,000. This was compared to a_population increase of thirty
percent, or 192,500,000 for the same period. The forecast was far more
accurate in estimating population ‘growth. Last year’s sales were
approximately three hillion dollars, surpassm% by far the most OP'[I-
mistic_expectations. The marked ?rowth ‘per ormance of the entire
drug industry as compared with all manu actunngi IS primarily due
to the growth of the ethical products. Between 1939 and 1963 the
increase in shipments of proprietaries has been less than one-third as
large as the ethicals.1

Profits maintained a high level throughout this period, as evi-
denced by the curious interest it aroused in various government

Bachman, . S. “Economics of Pro- Acad f Sciences, Vol. 120, Art. 2,
pnletary Drugs,” Annals of the N. Y. N. \C(a eJTJIyy 014. CllsgSC,esp. \é??
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bodies in the last several years. It can safely be said that an industry,
whose freedom of actionhas come under increasing scrutiny b% the
consumer, the government, and the medical professions, and there-
fore has been %radually restricted in its practices, has managed to ful-
fill its growth and profit goals. Under these circumstances, the
growth of the industry to some degree is a measure of its efficienc
In marketing many products that aRparentIy were not only desired,
but useful and safe.” To this end, the goals of the corporation that
pertain to the employees and stockholders have achieved success.

A proper evaluation of the successful marketing of drug _Produqts
by the _%harmaceutlcal |ndustr¥ IS necessarily couched in"its social
responsibility. Each segment of society has a different yet important
relationship“to the corporation and ifs professional managers. De-
cision-making by management has become a complex process with
both profits ‘and social responsibility playing important parts. This
refers to the moral resBo_nstIlty of providing the medical professions
and the consuming public with “safe and effective medication.

Past experience indicates that the ethical pharmaceutical indus-
try assumed its Products were effective and created devious means
to insure product safety. Today pharmaceutical products are very
potent and man)[/_ar_e very effective.  Although specific in purpose, they
also have a multiplicity of actions which are not necessarily desirablé.
Future marketing pro_ﬂrams for both the_ ethical and the proPrlet_ary
drug manufacturer will have to concern itself with relative erfective-
ness. The majority of pharmaceutical concerns are to be con-
gratulated. They hdve consistently adhered to the goals of producing
a hetter, safer, more effective product. Tn the long run this objective
produces the profits desired.

Recent Ie?islation pinpointing effectiveness as well as safety will
have several effects on the marketln? of pharmaceuticals. Many over-
:ne-counter products which were of unquestionable safety, but ques-
tionable efficacy, will most probably gradually pass from the scene.
The benefit to the consumer will be great in terms of increasingly
effective drugs, with far more information for making an intelligent choice.

The negative phase of marketing is obsolescence which reached
ﬁhenomenal proportions in the last decade. An average of about four
undred new drugs or combinations came on the scene each year, to
compete with or replace a large number of products from previous
years. The number of new single chemicals marketed has decreased
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from sixty-three in 1959 to seventeen in 1964. More important, the
total number of new products marketed has declined from three
hundred and fifteen in 1959 to one hundred and sixty-two in 1964.2
Although some have attributed this decrease to the _cqmplexn%/ of
government requlation, it is hoped that greater selectivity has been
exerted in the light of increased sophistication on the part of con-
sumers, the professions and the public agencies.

The tremendous economic_ impact of the specific and effective
drugs of the past thlrt% ears is hardly appreciated. Countless man
hours have been contributed to reach production goals that have ele-
vated our nation to the heights of the “haves” In world economy.
Therefore as the public, along with government and industry, screens
drugs for effectiveness and withdraws support from the ineffectives,
a greater economy in medical expenditure will be realized.

The need to authenticate claims on drug products will remove
a_large number of fringe products from the market, or limit their
claims, thus glvm? them an unProfltable share of the market. More
importantly, 1t will prevent the further introduction of such products.
The retardation of obsolescence will benefit the manufacturer as well
as the consumer. The competitive frenzy to achieve market position,
or domination by simply duplicating a Successful product can be re-
placed by a detérmination to innovate, to create the new, the better
and needed product. The brakes applied to this disastrous trend
mlll_péovte efficacious to the future marketing and product plans of

e industry.

Genericism

The trade-mark and generic-name issue can seriously_affect the
continued creation of safer and more effective drugs. "There is a
place for &enerlc-name drugs in the practice of medicine. It is also
essential that manufacturers have the right to use trade-marks. It
is the only way that a reputable firm canidentify itself with its own
ualltY Products. Robert Parker stated in the” October 25th FDC
eports that prescriptions for generic tetracyclines may_account for
32-36% of the total tetracycline prescriptionis written. “The implica-
tion is crystal clear, The danger of genericism lies in two areas. The
producers of generic products, for the most part, do little if any re-
search in terms of new and better products. Their forte is to benefit

2Data prepared by. Paul de Haen,
N. Y. C,pP%%rmace tlcai'jl Consultant.
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price-wise from the competition with trade-marked products, while
assuming little risk in identity and a small, mainly distributive, cost.
Hundreds of products are marketed which have limited use, but are as
essential as any of the glamour pharmaceuticals. Generic-name
P_roducts, if not’ dealt with™ in comRetltlve terms by the reputable
irms, can seriously affect the future health of the American people.

Man% sectors in our economy, as well as the general Publlc_, have
come to believe that generic equivalent equates chemical equivalent
or pharmacologic equivalent with clinically effective equivalents,
Three doctors recently presented an article in the February issue of
American Professional” Pharmacist, in which they listed twenty-four
factors that markedly alter the pharmacologic_action of a drug.3 It is
inconceivable that thie American People are willing to sacrifice health
and well-being in order to spend less, while_demanding and paymgi for
quality in many less important commodities. These three doctors ‘stated:

If I practically hmPossmIe for one not skilled in the. area of C|InI6a| phar-
n]aco 00) t% now wna |sfaqd what | not—e1 real Eﬁmval%nt. . Our tcon-
clusion”fs that ?enenc equivalency 1s fre uentX a fable without baSJf In fact:
chemhcal equivalenc off e primdry agent or dgents s not necessarily clinical
nor pharmacologic equivalency.

Education

Both the proprietary and ethical pharmaceutical manufacturers
have taken great strides”in adhering to the letter of the law in their
promotional” efforts. Qver-the-counter and new ethical drugs are
%resented only as stable, safe and optlmallx effective dosage forms.

he spirit of the law is of some concern, however, and therefore a
secondary, extremely important aspect of promotion Is education. The
consumer who self-medicates himself, and the medical practitioner
who prescribes must be thoroughly and com(FIeIely informed on all
the specifics of proper usage, proper dosage, administration and what-
ever cautionary advice is relevant. Practices such as market selec-
tIVIt?/ or restricted circulation of samples and product information,
result in only a segment of the medical practitioners’ being thoroughly
and completely informed on existing and new products. All other
Rhysmlans are left to receive the promotional presentations second-
and, or not at all. The physician may fail to receive much of the
pertinent data on side-effects, cautions and precautions, in administer-
Ing the medication.

3 Sadove. M.S. M.D : Rosenberg, A Generic Equivalent.” American Pro-
s, M.D.. Heller, £, M.D. “What Isg fessional Pharmgicist, Februan})e/rlcla9€n55. "
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Inadequacy of training or of previous educational background of
the medical service representatives, or the exaggerated emphasis on
selling as opposed to mformm? and educating, will prove harmful.
Recognition of these important factors in promotion hy top executives
Is sometimes distorted by an inept or not-too-well-defined channel of
communication from the top executives to the field force.

An example of the aforementioned practices is the medical service
representative who attempted to increase_the sales of one company’s
codeine-containing cough preparation by |nd|_cat|n% to the pharmacists
that_ teen-agers and young adults weré buying the cough medicine
for illegal purposes. “The company’s recognition of the problem of
addiction among this age group Wwas obvious—a new product was
released containing a non-addicting cough dePressant. A medical
representative of this caliber does great harm to the company’s image,
as well as creating the impression that his selling tactic is com-

pany policy.

Efforts for Self-Regulation

 There are many examples of the pharmaceutical industry’s efforts
in self-requlation. The most recent is the new concept in drug manu-
facturln? initiated by Merck Sharp and Dohme when they installed
an adapfation of the™Zero Defects” Program. Throuqhout the years
voluntary compliance by the industry "has effectively reduced the
government’s role in enforcement and compliance with the food
and drug laws.

A quick look at a social history of American drug legislation
does show a trend which is disturbing. The very first efforts to obtain
legislation to rid the industry of unscrupulous individuals or com-
Panles were initiated by the sincere, reputable pharmaceutical manu-
acturers and consumer groups. As the laws became more stringent
the consumer groups, political groups, and finally the Ieglsl_auve
branch of ?overnment_ have played more central roles in obtaining
restrictive Taws. The |ndustr¥ has Ia%ged somewhat, self-regulation
being replaced with federal enforcement.

A high degree of freedom of action of this essential, growing
md_ustry as t0 continue. Increasing government control is un-
desirable, yet if the industry does not re-establish its self-imposed
restrictions, it will be faced with ever-increasing and research-retarding
legislation. The consumer will suffer most, because better and safer
drugs will take so much longer to reach the market place. An in-
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teresting legal issue of government-imposed safety and effectiveness
measures is the problemof liability. The federal government and the
manufacturer might both be held liable if a new drug does not live up
to its licensed indicated performance.

The burden placed on manufacturers in their advertising on
product leaflets, of putting in reams of cautionary material can be
obviated. Unless some important overlying health objective is to be
served, pharmaceutical products which require so much information
on side-effects, cautions, precautions and warnings, perhaps ou?ht
not to be marketed. Two months ago a product was released on the
market. The accompanying leaflet contained three pages explaining
why and how the product should be used, and nine é)_ages on wh
it should not. The average physician would find it difficult to ad-
minister this product with any degree of assurance.

The highly improved educational background of the recently
graduated pharmacists, and the expansion in facilities and faculties
of the colleges of pharmac* can play an |mPortant role in |mprovmg
the marketing practices. The proféssion of pharmacy is ready an
W|II|n%_ to provide greater know-how in research and development,
marketing management and market research, and the manpower.

_The colleges of pharmacy have shown their desire to cooperate
with industry n bringing all the forces to bear for the improvement
of health throu_%h their “programs of continuing education. At St
Tohn’s University, for instance, there have been seminars in Phar-
maceutical Aerosol Technologg, Pharmaceutical Detailing and the
Law, an Annual Pharmacy Congress, and Postgraduate Medical
Technology. Programs of this nature are available in several sections
of the country. Industrx cooperation and participation has been ex-
cellent. All means for the exchan%e of ideas to improve the practice
of pharmacy in industry and protessionally should be scrupulously
explored.

The people of the United States and of the rest of the world
deserve the best in medication and medical and pharmaceutical prac-
tice, supplied as economically as possible. 1t is up to_the Pharmaceutlcal
industry, operating in a free-enterprise system to continue 1 demonstrate
Its superiority in doing so. [The End]

(S~
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Congressional Investigations
Some Observations

By WILLIAM C. WARREN

Mr. Warren Is Dean of the Law School, Columbia University.

HE POWER TO INVESTIGATE s probably the most impor-
T tant single factor which has gained for both thé British Parliament
1 and the Congress of the United States a stature which their Con-
tinental c_ounterFarts have never achieved. The Congressional authority
to investigate the activities of the Executive is our legacy from
British constitutional practice and is an essential part of the ‘system
of checks and balances which has been o important throughout history
to the preservation of our democratic form of government.

Roots of Government Investigation

The roots of government investigation reach deeply into our
legal pnflnns. We leam that soon after the Norman conquest of En?-
land in 1066, William the Conqueror sent.RoklaI Commissioners info
everY county of the km?dom to ascertain the ownership of each
estate in land and to determing its value for uriJoses of taxation,
These founders of our legal traditions were evi entY more frank and
uninhibited than toda¥’s tax ?atherers, for they called the resulting
compilation of property and tax evaluations, aﬁpropnately enough,
the “Doomsday Book.” King William | and his Successors macle
frequent use of such investigations to learn the facts concerning the
kingdom—facts without which efficient government is impossible
inany age.

In the course of the fourteenth century, with the rise in the influ-
ence of Parliament, we find the beginnings of a rivalry which has
continued to the present dax, not only in" England, but also in the
United States. | refer to the never-ending contest for power and
influence between the Legislature and the Executive. As Parliamentary
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strength increased, Parliament appointed its own investigating bodies,
while at the same time the investigating function of the Crown was
curtailed. In periods when strong or self-willed kings were able to
overbear more timid Parliaments, as was the case during the Tudor
and early Stuart reigns, the functions of the Crown were expanded
at the expense of the Parliament, and Royal Commissions again
became important fact-finding agencies for the Executive. When the
Parliamentary Party fmall¥ Rre\_/alled in the civil war_which cost
Charles | his head, ‘most of the important Royal Commissions were
abolished, in reaction against their abuse by thie Stuarts and Tudors,
and the Parliamentary inquiry once more became the primary organ
for governmental fact-finding.

~The British House of Commons held its first formal legislative
investigation in 1571, almost four hundred ¥ears ago. Then, as now,
elections sometimes resulted in char%es of fraud, and the charges
were serious enou%h in 1571 to warrant a parliamentary investigation
into the facts. The results of that particular _mvestl(t;atlon are no
longer important, of course; what is important is that the legislative
mvestl%atlon device continued in use in England down to the time
when the American colonies were established. The colonists there-
fore assumed, without question, their right to inquire into the conduct
of their officials, as well as into other matters of general concern.

For_example, in 1691 the New York Assembly, informed that a
certain Reverend Daille had prepared a petition and had it signed by
inhabitants of Harlem and Westchester, summoned him to™ appear
before the House. Upon his refusal to answer the questions put to
him, he was declared ngtX of contempt and committed “to the
custody of the Sergeant at Arms, and there to remain until he shall
make answer, or be discharged by the House.” Legislative methods
have changed very little; the citdtion for con,temRt, although such a
charge is now tried in a federal court, is still the principal device
used'to compel testimony from witnesses before Congressional investi-
gating committees.

During_the Indian War in 1722, the Massachusetts House of
Representatives called before it two militia officers, Colonel Walton
and Major Moody, to inquire into their failure to carry out certain
«offensive operations against the Indians. The House “insisted that
it was “not only their prmlege but Duty to demand of any Officer
in the pay and Service of the Government an account of his ‘Manage-
ment while, in the Public Employ.” The parallel to the Joint Con-
gressional investigation into the ‘conduct of the military and naval
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commanders in Hawaii after the attack on Pearl Harbor, over two
hundred years later, is obvious.

Time does not permit us to explore such vignettes at ?reat length,
but examples could be multlplled, and history makes it clear that the
power to conduct investigations into Executive conduct was, from
earliest time in America, considered to be a necessary adjunct to the
Iefglslatlve autho_rlt,)(,. It should not be surprising, thérefore, that one
of the early activities of the newly-established” United States. Con-
Oress was an mvesthatlon, in 1792, into the conduct of a military
officer, Major General St. Clair, who was alleged to have failed in his
campalan against hostile Indians, nor is it surprising that the authority
of the House to conduct this investigation was never questioned.

Congress’ Right to Compel Testimony

While there was from the b_eglnnmE no dispute over Congress’
Power to mvestlg_ate administrative or Executive conduct, however
here were clear differences of opinion as to Congress’ right to compel
testimony in order to obtain information rega,rdmg the necessity for,
or to aid’in, the enactment of legislation, and it was not until the late
nineteenth century that the House, by a closely-divided vote, vested
in one of its committees the power tg. re(iuwe Wwitnesses to testify in
a “law-making” investigation. By finally conceding the necessity
to conduct inquiries with"a view to"legislation, the Congress implicitly
recognized that no Ieglslator or group of legislators could possibly
know enough about the complex world in which we live to devise
apP_roprlate statutory solutions to the nation’s problems without the
enlightenment to be derived from thorough investigation.

Today, in.a more sophisticated society than that which_existed a
century ago, it is commonly accepted that fact-?athermg Is often a
necessar% prior condition t0 the enactment of statutes, and that, in
order to be able to obtain the necessary facts, Congress must have the
power to compel testimony. The road to clear and undlsPuted Con-
%ressmnal investigative authority has not heen entirely smooth
owever. For nearly a century after its inception, the Congressional
authority to investigate was Strengthened by repeated exercise, and
was subject to little or no control by the courts. In 1880, however,
the Supreme Court sharpl% limited the power in the case of Kilbourne
v. Thompson, 103 U.S. 168 (1880), denying that the House had a
general power to punish for contempt, andrequiring that any Con-
%ressmnal investigation in which testimony was to be compelled must
ave a clear constitutional purpose.
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In spite of the doubt cast on Congressional powers by this case,
Congress continued to investigate whenever it considere mvestl?a-
tion ‘necessary, and it i entirely possible that the obviously useful
purposes served by the investigations of the corruption of the Grant
Administration and, more importantly, of the Teapot Dome scandal
during the Harding regime, and thé conseguent hel%htene_d public
attention to and concern with such investigations, may have influenced
the Supreme Court’s next opinion on the subject. McGrain v.
Dau%hem{ 213 U. S. 135 (1927), dispelled most of the doubts created
by the Kilhourne case moré than forty Fears earlier, and clearly recog-
nized the Congressional right to investigate as part of its Iaw-maklng
function. It was not until 1947, however, in United States v. Bryan, 7
F. Supp. 58 (D. C. 1947), that a federal court supported Congress’
right to compel testimony in_any matter which might have the
remotest relevancy to any possible”legislation.

Shift in Policy-Making Initiative

Thus, the Congress is endowed with authority which is vitally
necessary if that bodr is to perform the function” for which it was
designed-in the formulation of national policy. LargeI% because Con-
gress has failed in recent years to keep pace with the demand for
enlightened national Follmes and programs, the initiative in policy-
makm% has shifted almost entirely to the Executive. Indeed, when
both the Congress and the Executive have been ineffective in this
regard, Perhaps because of a failure to inform themselves and the
public, the courts have occupied the vacuum, The Congressional
Investigation is probably the sole means by which the Congress may
begin to reassert its proper degree of control over national policy and
perform its assigned function in our system of checks and halances.

F?ro?er% used, then, the Congressional investigation is aloowerful
tool in the hands of the Legislature. It permits the Legislature to
insure that the laws are fully, fairly, and properly carried out by the
Executive and his agents, It_PrOVIdeS the means Whereby the need for
new_le?lslatl_on may be readily ascertained, and it is frequently useful,
by influencing public opinign through exposure of the facts, in
rémedying wrongs and ending abuses without the necessity for
statutory enactment.

In an era in which almost anly human activity may have relevance
to possible legislation, the fields of investigation oRened to the
Congress by the court decisions | have mentioned, and the oppqrtunl(t]y
for constructive use of this very practical tool, are almost unlimited.
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The relatively unfettered power to investigate practically anythmP,
under little or no external control, however, is a power particularly
subgect both to abuse and to criticism, in the context of our political
system. For example, although Congressional investigations in the
early days of the New Deal led to the economically beneficial Bank-
ing Acts of 1933 and 1935, the Securities Act of 1933"and the Securities
and Exchange Act of 1934, the_committee hearings themselves were
severely criticized at the time. The manifest purpose of Congressional
investigations in the latter part of the same Administration was to
embarrass or restrain the Executive, and the motives of those who
conducted the mvest:]gatlons were questioned, yet there are scholars
who claim they served a useful purpose. Politically motivated investi-
9at|ons reached a peak unmatched before or since during the last
wo years of the Wilson Administration, when the majority of the
Congress were of a different political party from the® Président’s,
and 51 Congressional investigations were going on simultaneously.

_Investigations, therefore, may be politically motivated, their
main purpose being the embarrassment of the Administration or the
discrediting of a political Par(tjy In order to achieve an election ad-
vantage. The publicity attendant upon investigations into matters
of great public concern, moreover, provides a temptation almost
irresistible to elected officials, for whom publicity is the best guarantee
of re-election or higher political office, and there is good reason to
believe that the hope for such publicity is frequently the operative
factor in the initiation of an investigation.

Use of Advisory Committees

The very structure and organization of our government lend
themselves readllcy to the proliferation of investigations—the System
generates them. Congress_ has mcreasmgIY placed greater responsibilities
on administrative_agencies and delegated to them the authority to
carry out the, |Eé]IS|a'[I0n with many~of the details not spelled “out.
This has required the agencies to develop regulations that fake on the
character of “quasi-legislation.” Every agency is certain to have
difficulty here in trying to interpret and” develop the appropriate rules
and action. In resclving these and other difficult administrative prob-
lems, there seems to be emerging a pattern of administrative procedures
that differs sharply from my own experience in government. | refer
to what appears to he a tendency on the part of administrative agencies
to refer to groups of private citizens on an ad hoc committee hasis, for
study or research and recommendation, problems which fall squarely
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within the ambit of the agency’s responsibility, and to which the
agency is presumably equipped to apply its own acknowledged expertise.
The mqreasm%use of these advisory committees begins to take on an
institutional character quite different from the use of consultants by
jan agency, even though they may be the same persons.

The most recent example of this tendency which has come to my
attention is the announcement by the Food and Drug Administration
%FDA) that it is del_eg_atmg to an “advisory council” of scientists
the task of accomplishing “scientific studies in an area of Br_lme
importance to the Agency and of considerable interest to the public—
and therefore to Congress.

It seems to me obvious that an administrator who receives a
recommendation on a problem of this kind from a Ranel of distinguished
eXperts is IlkeI%/_to adopt the recommendation as his decision, without
the soul-searching critical analysis to which he would _subject the
same recommendation from his own official staff, even if that staff
consisted of the very same experts. When he does this, he is, of
course, in the comfortable position of being able to point to an
authoritative report, submitted bP/ presumably disinterested experts
in the event his decision should fater prove t0 be ill considered; and
his judgment and capablllty should he chaIIenged by a Congressional
investigating committee, hut it is quite_clear that by so doing he also
abdicates his official function and deprives the Administration of the
very qualities of expertise he was engaged to bring to his problem.

Conversely, it would require a very strong administrator indeed
to make a decision contrarY to the recommendation of such a pangl;
since again, if events should prove such a decision to have been ill-
advised, the administrator’s error is compounded by the fact that he
made_a decision different from that advised by a panel of his own
selection. The danger of such double exposure to the scorn of a pos-
sible future investigating committee would act as an additional deter-
rent to an administrator’s making a decision different from that which
was recommended. _

_To me, these seem to be fairly cogent reasons for the adminis-
trative agency to use its own expertise. | fully appreciate the reason
that they are not able to rely solely on their own expertise. This i
because “of the lack of funds. Presidential budget requests and Con-
?ressllonal appropriations determine the agency’s ability to employ
ull-time experts required to accomplish the agéncy’s mission. If the
funds available are inadequate for retaining scientific expertise on an
employee basis, the agency is compelled to ‘engage part-time assistance
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to do its job, either consultants or a_grouR of advisors as an ad hoc
advisory council or committee, | believe that we must watch closely
the usé of these ad hoc advisory councils because of the possible
dangers that have been pointed out. The use of consultants would
not seem to have the same pitfalls, although their use does not provide
the same “window dressing.”

Criticisms of Congressional Investigations

The principal criticisms of Congressional investigations are that
because of their freedom from external control, they can assume all
the aspects of a trial without any of the safeguards which surround
the individual under usual court procedure; that the legislators, who
Purport to act as judges, are also, in fact, prosecutors and jury; that
he publicity deliberately courted by mvestlgatmgz legislators may
expose witnesses to loss of employment or reputation, and other
damage; that Congress itself refuses to impose procedura| rules upon
Its investigative process; and that Constitutional guarantees are in
fact violated by Congressional inquisitors.

It would be a sufficient reason for concern if these criticisms were
based solely on the proposition, that such abuses_could, occur in_ the
procedural and political setting in which Congressional mvestlgfatlons
are conducted. Unfortunately, experience has proved that all of these
abuses do in fact occur under our system. The depressing spectacle
of the McCarthy hearings and cerfain hearm,rt;s of the House Un-
American Activities Committee will long be with us; these and other
mvestlgatlons, apparently motivated by personal or political ambi-
tions, Nave been characterized by irresponsible charges, violation of
individual rights, the “smear” téchnique, the_insidious assassination
o{hcharalcter through the imputation' of quilt by association, and
other evils.

Such abuses have caused resentment, and properly so. The deep
concern of responsible Bar Association Committees and other groups
communicated to the Congress, has resulted in the past in a spate_of
bills in both Houses aimed at the impaosition of procedural rules which
would protect the rights of individual witnesses who are the objects
of Con_?ressmnal inquiry. Invariably, all such attempts have died in
Committee. Yet some Congressional Committees—and we may hope
that these are establishing’ a pattern for the future—have adopted
their own procedural rules to insure objectivity and fairness.

_In addition to the legal shortcomings of a system of investigation
in which legislators are both inquisitors-and judges, one very practical
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objection has been made to the work_ of Con(iressmnal investigating
committees. It is bluntly put by critics that such committees are
inefficient and incompetént; they simply cannot do the job. It i
alleged that the task of investigating any of the complex” activities
of a modern government agency 0r business organization requires that
thany hours 'be spent in Prellmmary concentrated study of intricate
detail. The demands on the time of a member of the Congress are
such that he cannot possibly master the knowledge necessary to
intelligent examination of witnesses. Consequently, Congressional
inquiry is frequently inept, repetitious, and unproddctive. "The con-
tention Is not entlre?( without merit, for the critics can point to the
recent and much-publicized “investigation” into Ku Klux Klan activi-
ties as a typical example of this wasteful aspect of the Congressional
Investigation.

Proposed Solutions

Solutions to the problem presented by the sad spectacle of those
Congressional investigations which are unfair, lawless and inefficient
have been proBosed y various %roups and individuals who have
studied the problem. Perhaps the Dest known of these is a procedure
modeled upon the highly successful Moreland Act of New York,
which authorizes the Governor to aPpomt commissions to examine
into the activities of any agency of the State. Commissioners so
appointed have subpoena power, as well as authority to employ
investigators and legal counsel, and their reparts are submitted to the
Governor for further submission to the Legislature. The Governor
reallstlcallg_ conscious of the political necessities, has usually appointed
capable, objective, and reputable commissioners, with the result that
for the most part, the Legislature has been satisfied to restrain itself
and await the reports of investigations carried out by men who have
neither the need nor desire for publicity, and whose ability and dedi-
cation are unquestioned. If it is nevertheless considered thaf legislative
hearings must thereafter be held, they may be held on the report itself.

_ Substantlallyﬁ the same system is em1pl_oyed in England, where,
aside from the Royal Commission, the Tribunal of Inquw]y_ls the
device normally relied upon when investigation is necessa,r%/. ribunals
of Inquiry are authorized by the Legislature, but the Tribunal mem-
bers are apR0|nted by and report to the Executive. The administration
furnishes the Triburial with terms of reference, within the parameters
of which the investigation is confined. Witnesses are entitled to
counsel, who may cross-examine, and the Tribunal’s conclusions are
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supported by a detailed analysis of the evidence. The objectives of
efficiency, falrness and objectivity are thus achieved. Such'a concept
is not likely to appeal to the Congress, however, for it does not always
foster the €O|Itlca|_ result which from the legislator’s point of view,
IS a desirable auxiliary benefit to be derived from an investigation.
More importantly, the use of what amounts to an Executive investi-
ating commission, rather than a Ieglsl_atlve committee, would deprive

e Congress of its most important device for checking and balancm%—'
that is, for restraining—the Executive, and for informing itself and the
public of the facts which indicate the need for legislation.

Finally, there is a significant difference between the positions of
the Executives in England and_in the United States which may
account for the acceptance of the Executive investigation by Parliament,
and its unpalatability to Congress. Unlike the President, the British
Prime Minister and”the members of his Cabinet are also members
of the House of Commons. The members of his part){ in Parliament
therefore share with the administration a sense of full responsibility
for all the Executive’s acts and omissions. Under our own system,
in which the Executive and the Legislature constitute separate branches
of_?ov_ernment, each designed to” restrain the other, the result is
quite different.

It is interesting to note, moreover, that even in England, where
the governmental structure has traditionally provided a political atmosphere
congenial to the use of the Executive _|nvest_|[qat|on Ipubllc misgivings
are now being expressed at the resulting faifure of legislative Control
over the Executive and the lack of Information, on the part of
responsible legislators, on modern British society and its changing
needs. The Economist, in the lead editorial in its most recent issue,
deplores the consequent inefficiency in government, and suggests that
the obvious remedy is “something on the lines of the American system
of specialist committees.”

It is therefore clear that Congress, traditionally distrustful of
the Executive, must inevitably entertain grave reservations concern-
ing the bona fides of any commissioner aggomted by the President,
and a bill was introduced"in the Senate in 1950 in an effort to eliminate
this factor and achieve consensus on a modified federal Moreland Act.
The bill attempted to allay Congressional mistrust by authorizing
the President to appoint a panel of thirty nongovernmental commis-
sioners, subject to the advice and consent of the Senate. Thereafter,
when it should become necessary to establish an investigating com-

PAOE 48 FOOD DRUG COSMETIC LAW JOURNAL— JANUARY, 1966



mission, these Senate-screened appointees would be outnumbered on
the commission, in the ratio of four to three, by members appointed
from their respective Houses hy the Speaker of the House and the
President of the Senate. This effort was unsuccessful, and fortunately
so, for entlrel>( aside from the fact that a commission so large is to0
cumbersome 10 permit effective performance, the presence on the
same commission of members_representmgI both the Executive and the
Legislature would hardly be likely to result in the kind of cooperative,
purposeful work which s necessary to successful investigation.

_ Both history and recent experience, therefore, reinforced hy con-
stitutional and practical considerations, indicate clearly that thé Con-
&ressmnal investigating committee will continue indefinitely to be

e primary means by which the Congress will inform itself ‘and the
Publlc of facts, opinions and prejudices—all necessary to the Ieg%lsla-
E|ve futnctlon—and by which it may inquire into the ‘activities of the

Xecutive,

The Future of Congressional Investigations

In evaluating the Frobable future of Congressional InVEStlﬁatIOHS,
a_number of freguenty competing interests must be carefully con-
sidered. The need of the public and of Con?ress to be fully informed
not only in matters relating to the conduct of Executive affairs and
matters affecting legislation, but also quite broadIY_ on national
?ollcy, posture and intentions; the need of the Executive to be free
rom"petty harassment; the need of the private Ferspn, and, indeed
of the public official, to be protected in his_Constitutional rights an(
to have a forum in which he can effectively meet Con%ressmnal
attacks on his caf)amty, character and ability; these and other needs
are not susceptible to"easy accommodation.

As | have indicated, many, if not all, of the criticisms levelled at
Con%ressmnal mvestlgatmgi committees are, in one way or another,
based on fact. It doés not follow, however, that because the facts
alleged are true, they are necessarll% bad. We should not be con-
cerned, for example, over allegations that Congressional investigations
frequent_I%{ are “politically inspired.” All Congressional mve_stltl;atlons
are “oolitically” motivatéd, in the broad sense of the word, just as all
legislation is,"and that is as it must be in a democracy. Using the
word even in its narrowest and plainly derogatory sense, however,
there have been many occasions in our history whén exposure soIeIK
for the political purpose of exposure has had salutary effects. Suc
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occasions, we may be sure, will arise a?am, for the arenas of politics
and commerce afford many opportunifies for conduct which, while
within the law and beyond the ambit of existing legal process, is
nevertheless undesirable and not in the best interests of the cou_ntrr.
In such cases, exposure for its own sake serves a valid and highly
desirable purpose.

The critics allege that investigations are sometimes motivated by
a desire for publicity. It seems to me perfectly obvious, however, that
publicity and the hope for political reward are significant and useful
stimuli “in our ROHtlcal process. It becomes increasingly apparent,
moreover, that the publicity which will produce political rewards must
be of a kind which W|_Iltgenerate confidence and. respect on the part of
a constantly better-informed electorate. This factor alone must
eventually act as a deterrent to Congressional_excesses and as a
stimulant to legislators to perform creditably. That this process is
already affecting the Congress is manifested by the fact that several
Congressional committees have now adopted rules of procedure de-
signed to insure that witnesses will be treated fairly and evidence
gathered objectively.

_ Criticisms based on the claimed inefficiency of Congressional com-
mittees in the investigative area can be met effectively b%/ Increasing
committee staffs and raising the_level of their expertise. The relatively
small increase thus occasioned in the cost of investigations would be
more than compensated for by higher quality results and greater

efficiency.

o n ang( event, it is not necessary, in order to correct real or
imagined deficiencies, to destroy or even to inhibit the vital Congres-
sional power to investigate. Transfer of the mve_stlgatlng function to
some other agency—always an attractive alternative to those dissatis-
fied with CongresSional act|V|t¥—wouId not only{ hamper the Congress
and eventually jEORardIZE our freedom, but would serve no useful pur-
pose. Experieénce has not shown that other groups are less likely than
elected Ieglsl_ators to be prompted in their actions by parochial, selfish
or venal Qesires, and few would care to argue that New York, em-
glo ing the Moreland Act, is hetter governed than is the United

tates,” using Congressional investigating committees.

Conclusion

We may confidently expect that the roresent trend toward Con-
gressional self-discipline will continue, for the object-lesson of a
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Senator destroyed by publicity of his own making, and bz the public
indignation which resulted from his irresponsible”injury both to per-
sons and to the image of the Con?ress has not béen” lost upon its
members. We may rely upon a seadlfy increasing measure of in-
dividual and collective Congressional restraint to restore to legisla-
tive investigations and investigators the dignity and public respect
which they should R_roperlmen_ 0y and which the country has a right
to demand they achieve. While progress in this_direction has been
slow in the past, this is robabI?{ because the Congress had never
before seriously attempted to police itself, and hecause prior mani-
festations of the public’s_indignation at Congressional excesses have
been, at best,_sRoradlc. The public’s new and continuing awareness
of the sins which can be committed in the EU.ISG of investigation, how-
ever, and Congressional sensitivity to public reaction, will expedite
the process.

. By making continuing efforts to discharge _the, responsibility
which"clearly lies upon it, to insure that any investigation undertaken
In_its name is conducted objectively, without undue political bias and
with scrupulous regard for individual rl%hts, the Congress will be
able to retain in its own hands the formidable tool which permits it
to function effectively, and will eventually achieve a tradition which
would characterize & McCarthy, not merely as a somewhat more-
than-ordinarily irrespansible committeeman,”but as a shocking aber-
ration, to be dealt with promptly and with finality by a Congress
incensed and outraged by un-Congressional behavior. = [The End]

DR. JAMES L GODDARD BECOMES NEW
FDA COMMISSIONER

Dr. James.L. Goddard, a forty-two-year-ld assistant surgeon gen-
ral o{th_e Umt?d St%tes Pu%hc Illlem]ygervme,_ as %een ) 8rn |ﬁ as
ommlss!(oner of the Food and Drug Administration to Succeed George
P. ‘_arrl_c . The new.Com |55|o&er was the wec%or of ﬁ ommH I-
cab? Disease ent?r in Atlanta, Georgia, and had been with the Public
Health Service for Tifteen years.

Dr. Goddard is the {irst corpmissioner since 1921 Lo hold a rgegical
doctor’s egFree and 1s also the Tirst in many years to be recruted from
outside the FDA.
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Food and Drug Administration
Industry Information Programs

By HAROLD F. O ’KEEFE

Mr. O'Keefe Is the Director of the Division of Industry Advice, Bureau of
Education and Voluntary Compliance, Food and Drug Administration.

A BASIC, CONTINUING PROBLEM confronting hoth the reg-
™\ lated Industries and the Food and Drug Administration (FDA
Is the necessity for assurlnP ourselves that innovations in processing,
Backagmq, and labeling of foods dru%s, and cosmetics are accompanied
y controls ade(iuate to_insure that these consumer products are Safe,
and are truthful %/ and informatively labeled. In the industries which
you represent, there has been such dynamic growth in volume, in
vanetK of products, and in new processing and packaging methods
that the need for such controls is a major challenge and obligation.
To assist in every manner possible in meeting these challenges and
obligations within the framework and purpose of the Food, Drug and
Cosmetic Act is the prime abjective of our industry information programs.

The importance of better communications between us and the
requlated industry has been pointed up by two Citizens” Advisory
Committees sincé 1955. Changes in the basic law, strengthening of
requlations and improvements in scientific methodology have also
Pomted up the need for a more adequate and formalized” communica-
jons system. In order to meet these new communication needs, we
have created some sPeuahzed organizational units to supplement
other expanded units that have long, followed the “open door policy”
of free and frank discussions with ‘industry individuals and ([Jroups.
QOur new units are in an early stage of growth and development, look-
ing forward to still further prog%ress in the Years to come, but we are
proud of what we have done so far. | will tell you about some of these
achievements which have evolved within the framework of the “Creed
of the Food and Drug Administration” formulated by former Com-
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missioner Paul B. Dunbar in 1947, | believe this truly represents
the thinking of the FDA now as then.

We belte che A ertcan cgnsumer Is entitled. to Pure unadulterated
and onestl abe(e 00ds, ?18 cosmeltlcs hat Congness In enactu}
d, D os efic Af aﬁ Its clear o ecttve rnel
ottn ty and fair deall

[n ag ng, |!t e mterest t e consumer;’ ﬁt In t e
Wee of t e u eme Court %pHrposes of this legislation toyic 3) ases .of

s and e eop Ie W In the cucu stances o ern ,in-
ustrtallsm are ar? ¥ eon self-pro ect|? and that Con re?s mtended t0
aru¥ the  consumer-protective provmons of the statute to thie Timits of con-
stitutional authority.

We beIteY]e that n}ost Am rtg anufactyrers of . foods, dru s and f

metdcs have t e s%tent Ic know He the. tec CM ({ P e h '1 %th to
pro uce articles w ich meet hot spirit and the lette é . that most
arrenwggptca anu dac urers reco ntze that consumer Interest an cer Interest

racdt S ad verge to consumer Interest re ewise con-
rary. to th e |ntere§t O? Inaust rY mos merlcan manutacturers a‘
maklng f]mcere aH ef ecttv% forts. to eet Ih %uuements not only
ecause t Ey are the law but because it Is t e rlg 0

We believe that the Food and D{ur% Administration in enforcmg the Food Drug

and Cosmech Act must keep ever (1 Itt € PUrposes of Con [€SS; that Tairnes
ara. for. these Etur 0ses spould infus ev r enforc?me t Frocedure that
’JR ﬁd‘ I? Trtnter e tlons Indicate, t t'[Z’te at{ age of the satute dogs . not
ect gur Se 0 Condress It is t uty 0 é e Food and Adminis-
fration [ﬂ end . corrective a en ments; and that | St un eIentlngI
VOKe t e remedle rovtged X the stﬁtute t0 ontro VIO ative actions™
(BEi small pr ortion, 0 e Industries throug negt ence, Ignorance or
iberation, |§)n0re the, re uuements 0 te law to”the detriment Both of the
consumer and the ethical manufacturer.

To me, this is a vibrant, living creed as applicable today as. in
1947 because within its framework ‘are encompassed the several im-
Portant amendments to the law, the volumes of new regulatlons and
he scientific advances of the past several years. The purpose of our
industry information programs is to help you comply with the law—
that is, we want to make available to you a service, information, and,
if possible, motivational measures which will prevent violations due
to ignorance and negligence. For the deliberate violator, there is only
one ‘solution—conventjonal regulatory action. Here, too, | would like
to emphasize that it Is neithér the purpose nor the function of our
Bureau of Education and Voluntary Comﬁtltance to act as intervenor
when you have been found violating the law. We want to help you
prevent the illegal act.

Basis for the Programs

~ These informational activities are based on three well-established
principles. The first is that the laws of this land are public laws and
citizens are not to be harassed by secret regulations or secret pro-
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ceedings in the courts. Regulation and standard-makmg IS a public
%rocess—a recent example, peanut butter—and both the Federal Food,
ruP and Cosmetic Act and the Administrative Procedure Act have
spelled out the responsibilities of law enforcement agencies for pub-
lic procedures. _ _ .
The second is that intent to violate the Food, Drug and Cosmetic
Act and the other laws we enforce does not have to be proved as an
element of the offense, and ignorance of the law is no excuse, But the
businessman also has reason to apFreC|ate his responsibility under
law, for the alternative is regimentation. Freedom and responsibility
are two inseparable aspects of a government of laws.

However, the second principle as stated is considered in relation
to the first. It becomes obvious that the enforcement a%enc% has an
added responsibility to see to it that one does not nullity the other,
As a Practlcal matter, this means that we must be able to demonstrate
that the regulated industries collectively have heen given every rea-
sonable opportunity to know what the' law and the requlations re-
quire.. This, is a great and growing responsibility, Much of the
material which we issue—some of which | will describe in this talk—
is designed to see that these two principles do not come in conflict;
and there are many checks and balances in our system of government.

The third principle is especially applicable to laws that protect
the public health and safety. ‘We céll this “preventive enforcement,”
which simply means activifies de_suined to help industry comRIy with
the law. To illustrate, it is of little consolation to the mothér of a
child that has been injured by a fauItY or mislabeled drug to know
that the manufacturer is subsequently prosecuted for Inadequate
manufacturing controls. Neither is the public adequately protected
b¥ seizure of a shipment of contaminated food after other shjpments
of the same product have alread¥ been consumed. Preventing any
such shipment would have given Tar better protection.

Significant is the fact that the law itself has largely become a
preventive rather than a %umtlve law. This movement began with the
new drug provisions of the 1938 Act and continued at an accelerated
pace_through the Pesticide Chemicals Amendment of 1954, the Food
Additives Amendment of 1958, the Color Additive Amendments of
1960, and the efficacy provisions for new drugs in the 1962 Drug
Amendments. These amendments have firmly established the principle
that manufacturers have a legal responsibility for determining the
safety of their products before they are made_ available to the public,
This is one of the great social ideas of our time. The procedure for
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comEIymg with these pre-marketing requirements is probably the
greatest contributing factor to_increased communications between
Industry and government, contributes importantly to mutual under-
standing, and has undoubtedly eliminated a great deal of litigation
that might have otherwise béen necessary t0 resolve questions of
public safety and deception. Such a preventive law requires much
Interpretation as well as postings of “speed limits” and “Keep Off the
Grass” signs. In addition to these, we think there is a need for more
elaborate ‘and formalized informational programs in other areas and
have recently activated the Division of Industry Advice in the Bureau
of Education and Voluntary Compliance and invested it with responsi-
bility for broad programs in the industry area. We are a young,
lighly staffed unit; we are in the e_arl}/ stage of growth and deveIoP-
ment; we are looking forward to still Turther progress in the years to
come, and we take pride in what we are doing.

Organization of the Division of Industry Advice

The goal of the Division of Industry Advice is to apprise industry
about the requirements of the law so that no one may honestly be
able to say that he violated it because he couldn’t find out what it
required. "Let me therefore describe our organizational setup and
the roles of each unit very briefly.

The Drug, Device and Cosmetic Advisory Branch and the Food
Advisory Branch provide assistance to members of industry to help
them understand the various laws we enforce, and particularly to
understand how these apply to specific products and processes. These
branches offer free consulfation and advice—in person, by telephone,
or by mail—on compliance matters for any individual or firm request-
ing it. Labeling of products, suitahility of ingredients, application of
the law to gartlcular situations—these are mereIK illustrative of the
range of subject matter on which adyvisory branches are able to give
helpful advice to manufacturers seeking to comply with the law. For
example, during the last fiscal year, these branches handled approxi-
mately 15,000 written inquiries, 8,500 telephone |n(1u|r|es, and 1,700
person-to-person interviews with industry representatives.

_Opinions %lven by the advisory branches represent “institutional”
decisions on the meaning of the law and regulations and their ap-
F|Icabl|ltK to specific situations. These opinions, however, carry no
Vevqal authority and are not intended to serve as regulatory guidelines.
\'e hope, however, that they will serve as practical aidS and guide-
lines to the honest businessman who wishes to market clean, safe,
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and honestly labeled products. We are not always able to answer all
Your questions promptly, for oftentimes we aré asked for opinions
hat require consideration by members of our scientific and medical
staff, policy makers, those responsible for regulations, our General
Counsel, and sometimes other government a%enmes when the problem
touches upon their area of responsibility. These take time.

~The function of the Special Programs Branch is to develop special
informational pro?_rams to help you understand the law an req_ula-
tions and FDA policy. For example, it provides reprints of regulations
and orders, prepares and makes available pamphlets, leaflets, and ex-
planatory trade press releases, arranges for or furnishes speakers for
Industry” meetings or workshops, and exhibits for conventions.

During fiscal year 1965 this branch distributed 337,000 copies
of 30 different industry publications, participated actively in - six
major worksho‘p t%pe meetings or seminars with groups having a total
membership of 20,000 firms, distributed 2,000.000 copies of Federal
Register reprints of requlations and orders to approximately 65,000
firms and individuals and sponsored 14 exhibits at industry meetings
which were viewed by aPprommater 26,000 Pe_ople. In preparing this
material, it seeks the'help and cooperation of industry and also Seeks
industry’s help in its distribution.

Do not be misled by the preceding comments into believing that
the Division of Industry Advice is the only place in FDA you can
come for and get help.” We are only a “small goldfish” in"a large
aquarium. Every responsible individual in the FDA from the Com-
missioner down stands ready to serve you within the capabilities and
responsibilities of his job.. The operating Food and Drug Inspector in
the field is probably the single most important person in our informa-
tional system—and representatives from all field and headquarters
units make thousands of speeches, publish hundreds of articles and
answer thousands of inquiries about your problems—they do the work.

| do not believe that our attitude or goals have changed but our
mechanics, resources, and tools_have. Qur aim has always been, and
continues to be, to enforce the Federal Food, Drug and Cosmetic Act
to the extent necessary to gilve the American consumer the pure, un-
adulterated, and hon_estlx abeled foods, drugs, therapeutic devices,
and cosmetics to which he is entitled; and secondly to strive within
the limits of our resources to see that industry is so well-informed
about the requirements of the statutes and FDA policy that there
«can be no valid basis for court action except deliberate intent to
violate the law. [The End]
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Food and Drug Administration
Plans and Programs

By A. D. DAVIS

Mr. Davis Is Deputy Assistant Commissioner
for Planning, Food and Drug Administration.

HE TERMS “PLANNING” AND “PROGRAMMING” have

taken on a special and new meaning in the Food and Drug
Administration (FDAF) during the past one and one-half years. The
1963 reorganization of our agency established the Office of the Assis-
tant Commissioner for Planning. This planning function was given
the responsibility of providing for future needs or solutions to
problems by planning ‘and developing new programs and policies.

In a recent speech, President Johnson stated; “Good manage-
ment is now the top prlorlté/ concern of my administration. That is
why | asked Secretary Gardner and other Gepartment heads to take
fullaotlyant,gge of the latest techniques in program planning and
evaluation,

e ] firmly convinced thatsfja'l'i ISWE
Wédﬂ Eﬂﬁﬁw&[ Wl){h these thoughts' in r_rrmﬁd, We
will devote Our discussion to the mechanics of FDA’s planning oper-

ations, We are anxious that you know and understand what we are
planning, and how we are going about doing this planning.

Planning
First, we should remember that planmn% IS not new. Ever
department, agency or other major government organization, includ-
ing the FDA, has enqﬁlged in planning since its ‘inception. Other-
wise, we just couldn’t have come as far as we have,

dﬁeﬁ’is something new, however, and it has to do with d

which all government agencies, including the FDA, dre
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rapidly turning to in an effort to manage the large, complex and
dynamic programs necessary for the growth of the nation.

The term “multi-year” or “long-range” Rlannlng IS a relatively
new term in our ?ovemment vocabulary. The term refers to com-
prehensive and infegrative program planning extending beyond the
next budget year.

This is planning as a continuing process by which an agency
establishes and revises its program goals, chooses from alternative
courses of action, and allocates its resources to achieve these goals
in the most effective and economical manner possible.

In relating this to planning operations of the FDA, perhaps we
should start by defining the problem:

~One of the most challenging characteristics of the American
industrial and economic S(Ystem IS the persistency of change. New
P_roducts and new methods and techniques_of production are con-
inually being developed, creating opportunities for investment and
economic growth, but also regumng accurate adjustments as the
older ways and means are abandoned. This is the process of techno-
logical change.

All facets of our economy promise a tremendously expanded
demand in the future : | _ -

—our universal desire for an improved standard of living;

—the increasingly Iar%e portion of our population represented by
non-working elderly people; .

t—the tidal wave of youth bursting the seams of our school
systems; .

—the defense program, and our commitments abroad.

It has been estimated that just to maintain our present standard
of living, we must increase our productivity 50 percent during the
next 10°years. In other words, we must step uP our annual increase
In productivity from its traditional 2y2 percent to 5 percent.

If this promise of economic expansion calls for a role to be
Played by the FDA (and none of us can den% the existence of such a role)
hen the‘accompanying administrative Rro lems need to be considered
well in advance, along with the technical aspects so that proper
arrangements can be made to deal with them. And, if in order to do
this our agency must have the resolution and imagination to act on
the basis of a carefully developed estimate of tomorrow’s situation,
then perhaps this is thie definition of planning which we seek.
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Steps for a Five-year Master Plan

. Now, just how are we gomq about this job of agency-wide plan-
ning? The steps we follow m the planning operation are standard,
time-tested approaches used in business and government with con-
siderable success:

—We started with the Preparation of an FDA Planning Concept
to serve as a blueprint for all future planning activities of the agency.

—Next, we predicted as best we_could the situations that will con-
front the organization in the next five years. This forecast took into
consideration the many economic and demographic factors involved,
many of which | referfed to earlier.

—Next we attempted to identify the major Problems that do or
may require solution. We found, for'example, that there are a number
of internal matters that must be faced and planned for such things as
the_continuing need to plan for additional personnel, equipment, and
facilities, and"the need to maintain the high scientific Stature of the
agency, and give it visibility.

. —Next came the development of FDA long-range goals and objec-
tives for the next five years.

_And, the product of all of these steps is an agency-wide five-year
projected plan.

This flve-gear master plan must be kept current. Through this
medium, the. Commissioner will express his decisions on concepts,
major_objectives, priorities, primary missions, and uses of existing
capabilities.

Let us recognize that we ma_){ have identified more problems
than FDA can expect to handle with the resources likely to become
available. Thus, 1t will be important to continuously examine the
Broblems, the agency’s ability fo cope with them, the good likely to
e accomplished by dealing with_them, the cost in time angd resources
to deal with them, and “the likelihood that society will support
remedial efforts.

Seven Activities of the Agency

This five-year projection consists of seven progr_am_elements.
Here we have characterized our principal program obligations to be
in the areas of :
A, CONSUMER AND_ INDUSTRY INFORMATION—
This activity involves the promotion of voluntary compliance and
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cooperation between the public, the requlated industries, and the
FDA through educational and informational means.

B, INTERAGENCY COORDINATION—This activity will
intensify the efforts of our Office of Federal-State Relations and
the entire agency to establish more effective cooperative Programs
with the States and larger metropolitan areas. 1t will attempt to
encourage also a better integration of our work with related activi-
ties of other federal agencies.

C. MEDICAL AND SCIENTIFIC REVIEW AND EVAL-
UATION—This actlvnx involves the review and evaluation of
industry proposals for the use of chemicals and other substances
and for'food standards. It provides for the medical review of new
drug applications for safety and efficacy, review of proposals for
clinical testing of investigational drugs and the conduct of an
adverse reaction reporting program. Medical and scientific ex-
pertise is also provided in support of regulatory and voluntary
compliance programs.

D. REGULATIONS—This activity provides interpretations
of laws the Agency administers and gstablishes quidelines and
rules to be observéd by the affected industries. Examples are,
issuance of interpretative regulations, policy statements, pesti-
cide, food additive, antibiotic, insulin, and color additive regula-
tions, and approval of new drug applications,

E. ENFORCEMENT—This is the basic regulatory activity
and involves the development of regulatory programs, field in-
spectional and analytical activities, preparation and presentation
of enforcement actions, and coordination of regulatory activities
with the Office of the General Counsel.

~ F. RESEARCH AND METHODOLOGY—This activity
involves fundamental research concerning the effects and intei-
relationships of substances_occurring in the products that FDA
requlates, as well as scientific experimentation to arrive at new
and better methods of detecting and identifying harmful and/or
insanitary substances,

G. GENERAL SUPPORT AND EXECUTIVE DIREC-
TION—It is from this activity that the agency’s oP_eratlonaI ele-

ments receive executive direction, overall coordination, and gen-
eral staff support.

These seven programs or activities have been developed covering
each of the five major FDA programs :
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Foods .
Drugs and Devices
Cosmetics

Hazardous Substances
Other Acts

A sixth catePo_ry was added several months ago when the Presi-
dent signed legisiation on:

Drug Abuse Control _ _ o

An Integral part of this step in the planning operation is:

The development of operating plans by the Bureaus in_harmony
with the overall plan and available financial resources, The plans
are submitted to the Office of the Assistant Commissioner for
Planning for review and approval.

Objectives of These Activities

As you will no doubt agree, any plan must be based upon goals
and objéctives and have proposed fime schedules for accomplis mg
the desired end results. In developing the FDA Iong-ran%e goals an
objectives for the next five years we have spelled out what we want
to do, and when we hope to "have it done. . o

For example, in Consumer and Industry Relations we will strive to
accomplish the Pro%rams described to you earlier by Mr. O’Keefe and
Mr. Trawick. In brief, we want to ‘encourage and assist industry
toward improved compliance through seIf-req]uIatlon; and we want
to reach on a regularly scheduled basis by 1970, at least 50% of the
nation’s homeowners,” school children, Senior citizens, etc., with
advice on: .

—how to get better goods and services;

—how to avoid quackery, frauds and cheats;

—good consumer practices in relation to label reading, purchase
and handling of drugs and hazardous substances, etc.

Our Interagency Coordination objectives call for FDA to;

—Assist the states and maAor metropolitan areas achieve the
Personnel, facilities, and laws which will enable them to undertake
heir proper share of control of pure foods and drugs. FDA support
will include traln_ln(]; courses and subject to our obtaining the authority
and funds, technical and financial asSistance so that full state coverage
will be provided in a significant number of the states by 1970,

—Establish a system in FDA for coordination within government
and with the scientific community which will insure the optimum
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retrieval and exchange of scientific information in all areas of food and
drugs by 1970. o

—Assist foreign governments, through the foreign aid program,
to establish and carry forward food and drug programs. Here again
we must seek additional authority and funds.

The Medical and Scientific Review and Evaluation ob#ectlves specn‘y:

There will be a full in-house implementation of the Ketauver-
Harris Amendments and the establishment of full facilities to keep
abreast of input by 1968, B . -
~Insure that 75% of matters requiring medical and scientific re-
view and evaluation will have a decision within 45 days; and an addi-
tional 20% within 90 days. In matters needing more than 90 days for
a decision or for requests where outside assistance is desirable, the
FDA decision-making capabmt}/ will be accelerated by taking full
adva,rtnage of advisory support from the medical and sCientific com-
munity.

. Establish a system for continuous review of new medical and
scientific data, FD'A policies and earlier decisions on consumer prod-
ucts. By 1970 basic policies and decisions will be reviewed at least
once every five-years,

The Adverse Drug Reaction Reporting System will be expanded
to bring in more.ref)o_rts and more definifive data from civilian and
government medical installations. As part of this arrangement, a
reporting system between FDA, the major drug companies, and the
medical communlt){ will be fully implemented and the FDA machine
input of processable adverse drug reaction information will be com-
pleted by 1968.

In the area of Regulations we hope to:

Recodify and simplify regulations for foods and drugs so that by
1970 the requlated industries, cooperating government officials and
the nation’s consumers will have a simple and concise guide on how
FDA will administer its laws,

The Enforcement objectives are equally as extensive, and call for
the agency to: o _ o

Expand the field pro?ram by increasing establishment mspectlons
and sampling to at least twice” each year for commodities that are
likely to present health hazards.

. There will be an import pro%ram, by 1970, balanced with domestic
activities, which will provide 50% inspection and 25% sampling at
U. S ports of entry; and:
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—(ive i)_otential health hazards primary attention;

—establish a foreign food and drug advisory program in at least
two overseas regions;

—achieve better identification of import drug shipments through
negotiations with the Bureau of Customs.

With regard to Drug Abuse Control, we hope .
By 1970, to eliminate at least 80% of the major illegal traffic of
dangerous (psychotoxic) drugs,through the establishment of spe-
cial flelto_l forcés and the pursuit of special programs now under
preparation.

~In the important area of Research and Methodology here are our
flve-Eear objectives: _ . o
xpand the 1966 operating level of in-house scientific research

programs, including methodology, 100% by 1970 on all aspects
of requlated consumer commodities. S
Establish an extra-mural research program with universities and
nongovernment research institutes through research contracts
and grants so that the program will be fully implemented by 1970,
Promote the Professmnal development of in-house scientific and
medical staff hrouPh programs which call for r_eqularly rotating
available personnel through academic, industrial, and govern-
mental research complexes and medical, academic, and clinical
ci%%ers. FDA staff involvement will reach a level of 10% by
DeveIog a scientific information and liaison_program to help guide
research in FDA and the research activities of universities and
requlated industries into channels conducive to added consumer
protection. This program will provide an estimated 100% cover-
age of government agencies, major industries and academic
centers bz 1970, o . _
Expand FDA in-house scientific capability, keeping abreast of
scientific and technological developments,” so that by 1970 the
agency will be able to authoritatively evaluate 95% of the new
technological problems which may be generated by the regulated
industries in connection with consumer commodities.

And finally, we have numerous objectives which fall under the
category of General Support and Executive Direction. These include:

By 1970, assure that all of FDA’s staff is housed in good quality
facilities to assure effective and efficient performance of adminis-
trative and scientific work. The headquarters facilities should
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be located in as few locations as possible to assure maximum
effectiveness in communications. The facilities program should be
consistent with the staffing and program projections to be devel-
oped within the five-year plan.

Improve science information and communications through full
implementation of the Arthur D. Little report by 1969. Develop-
ment of a sYste_m would be generally consistent with the proposed
Department-wide science information system.

Expand and systematize in-house and extra-mural training pro-
grams for FDA administrative and professional personnel to as-
sure that they are current in their occupational field and to assure
attainment of the new skills and knowledge essential to their
work and professional development. By 1967, these programs
will have been implemented in the scientific occupational “areas
and by 1970 will be in full operation for all major categories.

There will be a continued increase in the use of advisory groups
and consultants, drawn from the medical and scientific’ commu-
nity outside the Government. This will insure a continuous inter-
change of scientific opinion and provide FDA with the most

authoritative position possible in the technical aspects of consumer
commodities.

Summary

To sum up, this business of multi-year, agency-wide plannln(]] IS
not me_rel%/_ forecasting or predicting the future. Neither is it solel
the projection of current programs or their cgsts. The |mPortance FD
Is attaching to planning is not due to confidence that the future can
be predicted with anfy accuracy, as_o_bvmusl¥ it cannot, but to the
realization that the future probabilities must be anticipated as ac-
curately as possible as the only alternative to guesswork and chance.
The usefulness of planning as a tool of management will depend on
the efficacy with which it can deal with the future effects of present

decisions, "It is, to a large extent, we hope, the job of making things
happen that would not otherwise occur.

It has been said that gettin? results in a planning program is like
worklng with a piece of iron. If you throw it overboard into water,
it will oPeI.esst sink. If you work on it, flatten it out, and form it
like a shell, it will float. Work on it some more, hammer away at it—
shape |t_||ke the hull of a ship—and before you know it that same
piece of iron will actually carry weight for you. [The End]
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