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ABSTRACT
THE EFFECTS OF A GOVERNMENT INVESTIGA TION
ON MARKETING PRACTICES IN THE

PHARMACEUTICAL INDUSTRY

by M. Dale Beckman

The role of government control and influence of business
practices has taken on increasing importance during the past three
decades. Today, it affects virtually all facets of the firm's
operation. One of the many ways government exerts control over
business is through a Congressional investigation into aspects of
business activity. The effects on industry of such scrutiny,
publicity, and the resulting legislation can be substantial. Yet
little is known of the impact of a government investigation on
business practices. This study seeks to investigate the specific
effects of the Kefauver Investigation of the Pharmaceutical Industry
on new product development, pricing, promotion, public relations,
and Industry concentration.

The late Senator Kefauver, Chairman of the Senate Sub-
committee on Anti-trust and Monopoly, initiated an investigation
of the Pharmaceutical Industry in 1959. The Investigation
generated extensive publicity, and criticized many aspects of

Pharmaceutical Industry activities. Specifically, it was concerned
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with the fact that the majority of Industry sales are held by a
relatively few large companies, and that prices of most brand
name products are higher than those of products sold by generic
name. In addition, the Investigators criticized the product
development and promotional practices of the Industry.

As a theoretical basis for the research a survey of the
literature concerning the history, legal status, inner workings, and
the role of the press in Congressional investigations was made.
This survey, coupled with an analysis of the management,
operation, and accomplishments of four other Congressional
investigations led to the development of a model for conceptualizing
investigations. A list of operational criteria for evaluating the
conduct and management of government inquiries was also
established.

Primary data were obtained from a detailed case study
by personal interview of eight carefully selected pharmaceutical
firms. Executives directly involved with operations affected by the
Kefauver Investigation were interviewed. A substantial amount of
useful data was obtained from secondary sources such as

government statistics, correspondence with the Food and Drug
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Administration, the Pharmaceutical Manufacturers Association, and
trade and business periodicals.

The Investigation and subsequent Drug Act Amendments are
not associated with any observable effects on existing declining
trends in new product introductions in the short run (1963 - 1967).
However, the Amendments created conditions which will decrease
new product development in the long run. New regulations increased
the number of tests, lengthened the time before products are approved
for sale, and made co-operation difficult between the Food and Drug
Administration and the Pharmaceutical Industry. The findings
showed that most firms in the sample curtailed research and ~
development efforts on limited-use drugs, because of stringent and
costly government requirements. The Investigation, however, is
associated with the adoption of practices which increase the
probabilities that new products will be somewhat safer than those
introduced to the market prior to the Investigation.

The Investigation also affected the advertising area.
Increased medical journal advertising costs of approximately 25
per cent to 100 per cent, and greater complexities in undertaking
all promotional activities can be associated with the Investigation.
The resulting new regulations demand adherence to new broadly-

worded standards which the Pharmaceutical Industry has found
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difficult to understand and meet. Nevertheless, more accurate
drug promotion is associated with these new regulations.

Despite the considerable adverse publicity concerning the
Pharmaceutical Industry, the majority of firms studied did not
respond by increasing public relations efforts. Most firms do
not have a public relations program aimed at the general public,
Current PR activities seem to be geared mainly to provide a
company and/or Industry defense -- to have appropriate answers
when public criticism comes. Even after the Investigation,
remarkable indifference remains on the part of the Industry to
the questions and criticisms of the public conerning Pharmaceutical
Industry activities.

Industry concentration trends were unaffected by the
Investigation. Concentration as measured by share of Industry
sales accounted for by the top four, eight, and twenty companies
maintained a gradual, but steady decline from 1958 to 1966. The
competitive balance, and the size gap between large and small
pharmaceutical firms appear to be relatively unaffected by the

Kefauver Investigation.
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CHAPTER I
GOVERNMENT - BUSINESS RELATIONSHIPS

Introduction to the Study

Background
The role of government control and influence of business has
taken on increasing importance during the past three decades.
Today, it significantly affects virtually all facets of the firm's

operation.

A considerable amount of government administration is an
indispensable component of a free enterprise system. Government
must be concerned with such matters as private property, freedom
of contract, money and credit, weight and measures, and a system

of civil law for adjudicating the private disputes of individuals and

organizations. Such institutions make possible an elaborate system

of private planx}ing in which individuals, rather than governments,
organize and direct the production of goods and services in response
to the desires of the consumers.

Government also is important in providing an atmosphere of

growth and productivity. It sets the basic ground rules to guard

against monopoly and other restrictive practices, the promotion of

technical improvements, the use of monetary and fiscal measures to
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aid in maintaining high level production, and the development and
conservation of natural resources.

In the United States attitudes of society concerning government
influence since the 1800's have changed. There is now an increasing
acceptance that government should assume greater responsibility in
overseeing business activities. Governmentéxerts control over
business in a number of ways. First, certain laws specifically direct
business activities. Second, many regulatory bodies have been
established to interpret the law and control business practices.

Today, '"a list of them takes up more than fifty pages in the Congres-
sional Directory''. 1 Third, the FTC has served as a public watchdog
“since it was established in 1914, and its activities have steadily
increased. Fourth, as a large customer, government can affect
business decisions and actions. For example, a government agency
recently rejected bids of United States pharmaceutical companies and
bought large quantities of antibiotics from foreign suppliers. Also,
the federal government threatened to release huge stockpiles of
aluminum to the market if the aluminum companies would not rescind
a price increase., Fifth, and closely related, is the use of government
influence to force businessmen to act in certain ways. Recently, a
number of manufacturers, including pharmaceutical companies were

—_—

l“Erram: Policemen'', Barron's, February 3, 1958 .




A more

adtivities is the
individual, a cor
ativities normal
e instigation of
orfinancial stru
information and
mare, the public
trough changed
Since W
imestigation as
both to attack bu
plicies and adve
such as mining
imvestigations h:

Sme manner.

D

! ""Con|
Business Week,
—ns RS




called to Washington and ''requested' to broaden hiring practices.

Further examples of informal government influence are suggested

wage and price guidelines.
A more drastic method of government influence on business

activities is the Congressional investigation. Such action may subject an

individual, a company, or an industry to detailed scrutiny of many

activities normally considered private. It can affect business through

the instigation of new laws which could totally change the competitive
or financial structure of an industry. Exposure of previously private

information and practices to competitors can be damaging. Further-

more, the publicity resulting from an investigation can affect business

through changed public opinion.
Since World War II, Congress has increasingly turned to

investigation as a tool of government. Investigations have been used

both to attack business for some of its practices-- notably pricing

policies and advertising claims-~ and to aid industries in distress,

such as mining and railroads. However, the most prevalent form of

investigations has sought to attack, change, or control business in

some manner.

1 ""Congressional Probes: Lots Already, More Coming",
Business Week, August 9, 1958, pp. 28 - 30.
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Scope: of the Study

While the potential impact of a government investigation is

large, little is known of its effects on business practices. This

study will examine the effects of the Kefauver Investigation and the

Drug Act Amendments of 1962 on some marketing practices in the

Pharmaceutical Industry. The findings will not be applicable to all

industries, nevertheless, some insights should be gained into the

inner workings of congressional investigations themselves, factors

leading to the initiation of an investigation, and effects on marketing

practices, which may be generalized to some .other situations.

Organization

This study is comprised of two parts:

1,

The Background Research--The balance of Chapter I

provides a description of Congressional investigations,
and a means for evaluating them. Chapter II traces
the rapid development of the Pharmaceutical Industry
and gives some reasons why it became subject to an
investigation. The actual Investigation is evaluated

in Chapter III, and the main legislation arising from

it is given.

The Empirical Studx--ln Chapter IV, hypotheses are

presented and methodology for the empirical study is
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developed. Chapters V and VI present the findings,

recommendations, and conclusions of the study.

Government Investigations

History of Congressional Investigations

The Constitution of the United States does not expressly
confer upon either the House of Representatives or the Senate the
power to conduct investigations. Yet in 1792, within three years of
its adoption, the House of Representatives created a special committee
to investigate the failure of the St. Claire expedition against the Indians
of the Northwest, and in 1818 the Senate authorized its first investigation.
It has been estimated that since the St. Claire inquiry as many as 600
investigations have been conducted. 2

For almost a hundred years following the St. Claire investigation,
Congressional inquiries were subject to little supervision or control by
the judiciary. Both the Senate and the House frequently used investigatory
power not only to inquire into the honesty and efficiency of the executive

branch of the government, but also to obtain information to assist

1

Joseph N. Smee, '"One for the Money, Two for the Show:
The Case Against Televising Congressional Hearings', Georgetown
Law Journal, Vol. 42, No. 1, November 1953, p. 3.

2M. Nelson McGeary, '"Congressional Investigations:
Historical Development'', University of Chicago Law Review, Vol. 18,
No. 3, Spring, 1951, p. 425 .
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Congress in its task of legislating wisely and intelligently.
Little opposition ever developed within Congress concerning

its right to authorize investigations. But outside of Congress, the

legality of inquiries directed at obtaining information to help enactment

of laws was questioned. In 1827,however, the House gave committees

the power to compel witnesses to testify in a lawmaking investigation.

The first serious challenge to the power of Congress

to conduct investigations occurred in 1880. In Kilbourn versus

Thompson the Supreme Court sharply narrowed the scope of power. 1

The decision required that investigations should be conducted with a

clear and precise constitutional purpose. Doubt was also cast on the

existence of a Congressional power to compel testimony for the

principal purpose of obtaining information to assist Congress in

drafting legislation. In spite of this doubt, both Houses of Congress

zealously continued to investigate.

From the first inquiry in 1792, one purpose of many inves-

tigations had been to embarrass the Administration or hold it in check.

Ubid., p. 428.

2. Morgan, '"Congressional Investigations and Judicial
Review: Kilbourn versus Thompson revisited', California Law Review

537, 1949, p. 556.
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"Congressmen, when investigating . . . were frequently politically

motivated; they sought actual electioneering ammunition with as much
earnestness as they delved for information to aid in legislating. " 1
Over time , the Courts have granted more power to Congres-

sional investigating committees and are liberal in allowing committees

to proceed almost at will. The only criterion seems to be whether

the subject under scrutiny may have any relevance and significance, no

matter how remote, to some possible legislation. 2 Thus an almost

unlimited mandate is given.

Legal Status
Investigations are incident to enabling Congress to perform

its function of enacting legislation. All matters that will aid deter-

mination of need for, or formulation of legislation may be investigated.
Wiles suggests that the purposes of every investigation by a Congres-
sional committee fall within one o.r more of the following groups: 3

a. to ascertain what new legislation is needed

b. to ascertain what existing laws should be repealed

1
McGeary, pp. 430 and 431.

2 . .
Frank E. Horack, Jr., '"Congressional Investigations: A
Plan for Legislative Review', American Bar Association Journal,

Vol. 40, March 1954, p. 191.

3Walter E. Wiles, '"Congressional Investigations: Re-
examination of the Basic Problem', The American Bar Association
Journal, Vo. 41, June 1955, p. 538.
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c, to ascertain whether enacted legislation is effectively
accomplishing its purpose

d. to inquire into the fitness of nominees for office

e. to secure information on the advisability of
ratifying a treaty

> 8 to inquire into the need for submission of a con-
stitutional amendment

g. to police conduct of members of Congress themselves

h. to inquire into the conduct of public officers

In theory, the facts singled out in an investigation should be
those most relevant to a clarification of the area under inquiry. Since
most subjects can be approached from many points of view, there is
usually wide latitude in any investigation for discrimination among
subjects chosen for examination. Investigators can, therefore, use
inquiries for political, or personal ends. as well as for the public good.

As opposed to courts of law, investigations have few formalized
rules to protect individuals or companies being questioned. Personal
abuse, unpleasantness, or possible social and economic discrimination,
arising in or from the investigation does not afford a basis for
judicial intervention. The feeling is that Congress cannot legislate
effectively in the absence of information, and therefore Courts have
repeatedly emphasized the importance of the Congressional power of
investigation. Congress recognizes that the exercise of power in

many situations will infringe upon the rights of the individual to
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conduct his affairs free from government interference. An individual
summoned before a Congressional committee may rely for protection
against an undue invasion of his privacy only upon the requirements
that 1) the investigation relate to a purpose which Congress can
constitutionally entertain, and 2) the particular question asked the
witness fall within the grant of authority actually made by Congress
to the committee. ! The Courts have stated that the legislators are
as much guardians of the rights and welfare of the people as the
Courts. Therefore they are presumed to have good judgement in

the conduct of investigations.

Inner Workings of Government Investigations
To investigate effectively, a Congressional committee must
have a virtually unrestrained delegation of the vast Congressional
power. As a practical matter, this means that power to investigate
is wielded by individuals, not institutions. Great power, without
formal restraints, heightens the hazards of abuse because the

restraints must be imposed by those who also wield the power.

1"Congress vs. the Courts: Limitations on Congressional
Investigation', University of Chicago Law Review, Vol. 24,
Summer, 1957, p. 740.

ZJ, W. Fulbright, "Congressional Investigations;
Significance of the Legislative Process', The University of Chicago
Law Review, Vol. 18, Spring 1951, No. 3, p. 442 .
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One of the most important circumstances determining the

character of a particular investigation is the official motivating

influence behind the investigation. ''Since almost any problem may

be a governmental problem these days, it can be quite generally
agreed that there are no limits to the fields with which Congress

may concern itself. It would follow that there is no limit to the

ideas which may officially motivate an investigation. "

How do Congressional investigations get started, and how are

they, in general, conducted? Some investigations are undertaken

because of a need for information to guide legislation. Other

investigations are instigated for purely political reasons - to dis-
credit members of an opposing party. Others are authorized because

Congress is angry or unhappy with the actions of some Executive

agency, or organization. Investigations are frequently begun

because some member of the House or Senate believes he has found

a field of inquiry which can gain public attention, or because some

member who is popular with his colleagues wants to be chairman of

an investigating committee.

bid.

ZCongressional Probes: Lots Already, More Coming',
Business Week, August 9, 1958, pp. 28 - 30.

3J¢=.-rry Voorhis, '"Congressional Investigations: Inner Workings"
The University of Chicago Law Review, Vol. 18, Spring 1951, No. 3,p. 456.
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Despite varying motivations, investigations may be beneficial.
However, there is a much greater chance of a worthwhile outcome if
the investigation is begun with a public-spirited motivation.

The member of Congress who believes an investigation should

be conducted and puts forth a resolution to that effect is automatically

placed in the position of chairman of an appointed committee. After

this, a number of critical decisions are made. First, a staff must

be engaged. Ideally, a number of meetings of the committee would be

held where applicants are carefully screened. But often the chairman
presents staff personnel of his choice to the committee for approval.
"In such cases the proposed staff members are altogether likely to
be 'deserving' persons from the chairman's home district. Some-
times they are even blood relatives. ' 1 Generally the committee
members acquiesce to the chairman's choice.

The effectiveness of the investigation also depends, in large
measure,upon how well the general plan of the investigation is
developed. As mentioned earlier, the problem can be attacked

from many different perspectives, and it is important to establish

major divisions for study, what witnesses to call, and how to divide

the work in some logical manner. The chairman usually dominates

1Voorhis, "Inner Workings'', p. 458.
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the proceedings, often choosing subject matter and time and place of

hearings without consultation with committee members. Subject

matter of political consequence to some member of Congress may
receive attention out of all proportion to its other significance.
Committee work is not easy. All members have other

schedules and adequate committee participation requires time for

preparation and attendance at the hearings. Unless members take

their assignments seriously, a committee tends to be heavily

dominated by the chairman. Each member must study diligently to

keep pace with the subject matter of the investigation. Each may be

under pressure from people across the country, most of whom will
have preconceived ideas of what the investigation should produce.

At the same time, the committee member is under constant intra-

committee pressure to go along peacefully.

The effectiveness of Congressional investigations -

as distinguished from the amount of publicity they
receive - is dependent upon five principal factors.
These are: The charactér and capabilities of the
committee chairman; the care with which committee
reports are prepared and the extent to which emphasis
is placed on the official reports rather than interim
statements by individual committee members; the calibre
of the committee staff; the degree with which fair and
judicious rules of procedure are adopted and observed;
and the absence of partisan or political bias.

.

pid,

2Ibid. , p. 460.
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The Role of the Press in Government Investigations
Much information disclosed in an investigation is made known

to the public by the press. However, abuses also emanate from

methods used by the press and investigators to handle the dissemination

of information.

Newspapers seek the unusual. For example, charges of

exorbitant profit margins in the case of pharmaceuticals were dis-

played in sensational headlines.

As costs of publishing mount, the proportion of
advertising space is high, with the result that space
for news is frequently reduced. So it is that the
direct news from Congressional investigations always
gets printed. As a rule, denials receive less attention
than the charges. Even proof of innocence may never
catch up with the assertions of guilt. Indeed, proof of
innocence may come so late as to be almost unrelated

to the original charges.
Sensational display of news has been explained in terms of

newspaper competition for readers. However, competition within

the newspaper field has declined as the merging of many newspaper

interests has been observed.

Yet even the most devoted editor is not entirely a
free agent on the side of truth . . . even though the
editor knows a certain item is a lie, he must print

it because it is spoken by a prominent public official.
The public official's name and position make the lie

1Erving Dillard, '"Congressional Investigations: The
Role of the Press'’, The University of Chicago Law Review,

Vol. 18, Spring 1951, p. 587.
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news . . . Also, itis difficult to know where truth

is in all cases. Furthermore, it is not the editor's

duty as a presentor of the news to deal also in

opinion. He must leave the sorting of the lies, in

part at least, to those under attack. By printing

the denials and the evidence to support the denials

he can help bring truth to light.

Editor s are responsible for exposition of other viewpoints by
expressing doubts, asking questions, and giving reasons for their
disbelief. They may disprove a statement if evidence is available.
Editorials ought to make plain what the newspaper itself thinks about
news which it feels obliged to print.

Press practices and habits lend themselves to exploitation
by Congressional investigators. Reporters have deadlines at which
to report news and astute investigators can manipulate the release
of sensational news at times most convenient for reporters.
Rebuttal arguments can be postponed to less convenient times
during a hearing, reducing the likelihood that they will ever catch

up with original accusations. The original motives of the

investigator determine whether such manipulation will occur.

T e O R e
Ibid. , pp. 587 and 588
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The Management of Government Investigations

A Model for Conceptualizing Investigations

Exhibit 1 presents a model for conceptualizing the forces
and interrelationships of a government investigation. The chairman,
as the central figure empowered by Congress, determines the purpose,
provides leadership, direction, and the motivating force to initiate
and bring an investigation to its ultimate conclusion. He is influenced
by, and seeks to influence, public opinion, public needs, and Congress.
According to personal goals and opinions he may use an inquiry to
affect any of these elements.

One chairman may use an investigation to alleviate a
public need (e. g. crime). Another may use an investigation into a
public problem primarily for political purposes, or to 'prove'
preconceived notions,

The force emanating from the foregoing relationships
depicted at the core of the model significantly influences the overt
characteristics: operations, committee relationships, attitudes,

and publicity.

Operational Criteria for an Investigation
Government investigations are a heceasary part of the
legislative process, and can be valuable if properly conducted.
However, there are often severe weaknesses. Since the purpose

of this study is to evaluate some effects of a specific investigation,
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and provide a basis for the development of future opinions, and
activities, a list of criteria for its evaluation and management will
be presented. These criteria were developed from a consideration
of the material in the foregoing discussion of investigations, plus
an analysis of the management, operation, and accomplishments
of four different Congressional investigations. : The criteria will
provide one basis for understanding and evaluating the Kefauver and
other investigations and may also guide those participating in
future inquiries.

The following criteria are presented under similar sub-
headings to the overt characteristics of the model for interrelating

them with it. Following their presentation, a format for using the

criteria for evaluation of an inquiry will be suggested.

lThis list of criteria was independently developed by this
author from an analysis of literature concerning investigations, as
well as an examination of the activities of four different investigations:
The Un-American Activities Committee, Senate Preparedness Sub-
Committee, House Select Committee on Lobbying Activities, and the
House Sub-Committee on Monopoly Power. However, the literature
abounds with similar lists. The concepts embodied in the criteria
developed for this study correlate closely with the other proposals.
One such list by George B. Galloway, Senior Specialist in American
Government in the Library of Congress is reproduced in Appendix A.
Itis a compilation of criteria proposed by fourteen different individuals,
groups, or organizations. The names of these sources are also
included in Appendix A.
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PurEose

Investigations should be launched because of a specific
need of the nation to gather knowledge concerning a
certain field and not for political, personal, or vin-

dictive reasons.

IL. Chairman

1.

Because of the important nature of subjects to be
discussed by Congressional committees, chairmen
should be selected according to character and

capabilities for managing an investigation.

IIL. Qgerations

1.

2.

A clear statement of policy should be developed
before other activities are undertaken. It should

be established by agreement ot all the members of
the committee and include the proper definitions and
scope of the subject..

The first step in organizing a study is the preparation
by the whole committee of a general plan and work
program in outline form. It should contain a complete
summary of the policy expression previously for-
mulated. Public presentation of the study will then

cover all aspects of policy considered worthy of



publi
depe:
Subje
to it

cons

, To i

orga
Apr
alis
seve
Care
shou
to th
is d
Exte
befo
will

Ccus

+ Exa

car

and

con



-19 -

public discussion. The effectiveness of the investigation
depends in large measure on such pre-planning.

3. Subject matter should receive attention in proportion
to its significance to the study. Topics of political
consequence to some members should not be overplayed.

4. To insure depth of topic coverage, a hearing should be

organized in detail as well as in general outline form.

A primary tool for this part of the preparatory work is
a list ot questions carefully composed and keyed to the
several factual studies already undertaken by the staff,

5. Careful selection of investigative staff is vital, Members
should be chosen on the basis of ability and impartiality
to the subject matter. Screening by committee members
is desirable.

Extensive and complete staff work must be undertaken
before the hearings are held so all committee members
will be well informed concerning the subject of dis-
cussion.

Examination of witnesses should be the result of
careful preparation, so questioning can be thorough

and the truth brought out. This will eliminate the

common 'fishing expedition'’
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8. A series of questions should be set up designed to get
to the core of each problem, by a process of logical
reasoning.

9. Accurate stenographic record must be kept of all
testimony at public hearings. Furthermore, material
included in the record should be representative and

unbiased.

Committee Relationships

1. Once underway, executive meetings should be regularly

held to evaluate the work done so far, and to discuss
material to include in the final report.

2. Committee members should be encouraged to take their
assignments seriously, and prepare themselves for the
hearings.

3. Attendance of all committee members should be
encouraged.

4. Members of the committee should keep written notes,

during the hearings, to which they can refer later.

Attitudes
1. The power of inquiry is unquestioned, and its possession

is a great public trust. Committees should strive to
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evolve appropriate standards of conduct for the under-
taking ot such investigations.

While the committee must be free to investigate a topic
thoroughly, procedures should not jeopardize or endanger
the freedom of the individual.

When public testimony defames or adversely affects

any person's reputation, reasonable opportunity should
be given to him to call witnesses in his own behalf and
otherwise to answer the charges adequately.

Witnesses should be entitled to make a full and fair
presentation of the matter under investigation; to

obtain advice of counsel; and other assistance necessary
to protect their rights.

Witnesses should not come before a commission without
having some substantial contribution of facts or policy.
Witnesses representing all sides of an issue should be

given equal opportunity to testify.

Publi ity

1.

After the investigation is completed, those affected
should be shown a draft of the report and afforded
opportunity to correct mistakes of fact inadvertently

set forth. Only after this may the report be made public.
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2. The committee should strive diligently to present the

public with unbiased facts.

Conclusions

1. The shortcomings of Congressional investigations
lie largely in the abuse or misuse of investigative
power. The hope of overcoming these abuses lies in
education, understanding, and development of accepted
rules and practices. To date, few concerted, positive
steps have been taken in these areas.

2. Publicity has played a dominant part in many investigations,
Herman Finer astutely puts this phase of investigations
into perspective: '""Publicity is the antiseptic of the
democratic body politic. It ought to be administered in
appropriate doses at the proper time, preventively if
possible. But the body will be ravaged and tortured into
disgust and stupidity, it might even be killed, if vitriol
is thrust down the patient's throat, the witriol of
despotic temper and savage persecution. " 1 This is an

appropriate warning for all investigations.

1
Herman Finer, '"Congressional Investigations: The
British System'', The University of Chicago Law Review, Spring,
1951, Vol. 18, p. 521.
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Evaluation of the Management of an Investigation
Based on the foregoing criteria, Figure 2 presents a format
for evaluating the management of an investigation. For each criterion,
it is possible to indicate, by a check the degree of conformance with
the ideal. When completed, a ready summary picture materializes.
This evaluation chart is used in Chapter 3 (p. 84 ) to

assess the management of the Kefauver Investigation.
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FIGURE 2

INVESTIGA TION EVALUATION CHART

In accordance Not in accordance

Criteria with criteria* with criteria

Purpose
Selection of Chairman
Clarity of policy and
committee agreement
Preparation of work
program
Committee voice in planning
Selection of staff:
- ability
- impartiality
- committee's voice
Pre-preparation of
committee
Regular executive meetings
of committee
Encouragement of committee
members to participate
Preparation of topics for
examination of witnesses
Logical progression of
questioning
Standards of conduct
Freedom of witnesses to
call support
Freedom of witnesses to
make complete statement
Qualified witnesses called
Witnesses from all
significant viewpoints
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FIGURE 2 -- Continued

In accordance Not in accordance
Criteria with criteria with criteria

Accuracy and completeness
of record

Opportunity of involved to
examine record for
correctness

Bias

Wise Use of investigative
power

Public presentation of
uncolored facts

*As in the semantic differential technique, the extremes are indicated
at each pole. Marks in the center column indicate neutrality.
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CHAPTER II

DEVELOPMENT OF THE PHARMACEUTICAL INDUSTRY:
PROGRESS TOWARDS SUCCESS AND CRITICISM
This chapter has three main objectives:
1. Toshow the recency of growth and contributions
of the Pharmaceutical Industry by briefly tracing
its history.
2. To show how rapid growth led the Industry into:
a) a ''success position' ripe for criticism,
b) practices and attitudes open to criticism.
3. To outline briefly the structure and practices

of the Industry.

The Early Years of Pharmaceutical Production

The history of the Pharmaceutical Industry is associated
with the development of medications. Advancement of medical
therapeutics, however, was slow for many years. With the
exception of the discovery of insulin by Banting and Best at the
University of Toronto in the early 1920's, little progress in new
product development was made in the period from 1900 to 1934,
The pharmaceutical products available to a physician in the
1920's was little better than that of his predecessor a century

earlier. There were only three basic drugs in the 1920's :
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aspirin, phenacetin and caffeine -- which were combined with
codeine, quinine and belladonna in various ways -- to account for

an estimated sixty per cent of all prescriptions written. Pneumonia
was still treated with vapor baths, kaolin, poultices and fumigations
of the sickroom.

Thus, at the end of the 1920's although the ground-
work had been laid for the impending chemotherapeutic
revolution, the chances of surviving most serious
illnesses were not very much better than a century
earlier. Every third victim of pneumonia died.
Tuberculosis was still a major killer. Post-
operative infections could still prove fatal all too
often. To be smitten by streptocci was often a
death sentence. There was no hope for victims of
pernicious anemia. Significant advances over the
previous half-century had been improvements in
sanitation and public health measures. Also
available was a range of vaccines, sera, and anti-
toxins with which to prevent or treat a limited
number of infectious diseases.

Few then complained about the price of medicines
because most were galenicals which had been
available in some form or other for centuries.

Only a handful, such as quinine and digitalis,

had any specific effect on disease. The few synthetic
drugs, such as aspirin and the barbiturates had been
available for a generation. Apart from Salvarsan
for the treatment of syphilis, the synthetics were
able only to relieve symptoms or induce sleep. For
anaesthesia, ether, chloroform and nitrous oxide
were still being used as for the past 90 years.

1
Michael H. Cooper, Prices and Profits in The

Pharmaceutical Industry, (London: Pergamon Press, 1966),p. 5.
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Since there were so few specifics available doctors

were mostly in fact, treating symptoms with sedatives,

stimulants, tonics, trying to help the body to rally

its natural resistance to the invasion of some infection.

Even where prospects of a more direct attack on

disease were brightest, the difficulties were immense.

For example, to treat pneumonia with sera, over

thirty different types of pneumococci had been

identified and a separate anti-serum had to be

prepared for each one.

The Pharmaceutical Industry itself progressed only a little
faster than the development of medications. In the mid-1800's a
number of the presently known pharmaceutical companies became
established. Their work was usually characterized by some
special formulation which became extremely popular (e.g. of a
laxative) or by the development of a better format for current
medications (e. g. tablets, capsules, or friable pills). The
demand for such products during the Civil War enabled such firms
to expand and develop their operations to a significant size,

With a developing economic base, companies could
afford to organize and develop chemical and pharmaceutical
research. Product lines and sales expanded over time. Con-
sistent sales and advertising programs enabled doctors across

the country to learn about the new products, which further

expanded sales and financial stability.

1
F. H. Happold, Medicine At Risk, (London: The Queen

Anne Press Ltd. 1967), Pp. 33 - 34.
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During the late 1920's, pharmaceutical companies
continued to grow, and gradually added a number of full time
Ph, Ds and other assistants in research work, The Industry was
also improving manufacturing processes, and learning how to
assure purity and consistency in each product.

By 1930, although significant pharmaceutical preparations
were scarce, an elaborate foundation had been laid to serve as
a launching pad for future developments. Most firms had
experienced and well trained research staffs. Research infor-
mation was being accumulated both from within and without the
Industry. Many firms had achieved substantial size, and,
therefore, could afford to perform significant research on
their own. Additionally, they had developed sales and distribution
facilities which could readily accommodate new product develop-

ments.

The Birth of the Modern Pharmaceutical Industry

Before 1935 the main cause of death has been systemic
microbial infections. In that year a sulfonamide Prontosil --
the first successful antimicrobial agent was developed. This

1
marked the beginning of the pharmaceutical revolution and

Cooper, Prices and Profits, p. 5.
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heralded a new therapeutic era, stimulating the research efforts
of many scientists. The organization and experience of the
pharmaceutical manufacturers enabled widespread distribution
of the new product, and encouraged further development of this
breakthrough. Many scientists applied the methodological
approach of Ehrlich by testing various derivatives of the basic
sulfanilamide until useful derivatives were found. Within a
remarkably short time by earlier standards, more than 5,000
compounds were synthesized in academic and commercial
laboratories. Many were useless, but a few showed promise.
Their use resulted in dramafic declines in deaths from lobar
pneumonia.

This achievement of the Pharmaceutical Industry had
wide repercussions, pointing the Industry's way forward to a
more dominant role in new product development and thera-
peutic progress. The Industry began spending more on research
and production facilities for sulfa drugs. Since the early sulfas
had their limitations, competition was keen between firms to

{

improve on existing products and to find radically new ones.

This has been a significant Industry trait ever since.

1
Happold, Medicine At Risk, p. 36,
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The search for more antibiotics led to the development
of penicillin, which met a tremendous need, especially during
World War II. However, there were formidable problems in
developing an adequate supply. A massive effort on the part of
the U.S. Pharmaceutical Industry, the U.S. government, and
academic laboratories finally resulted in a method of producing
enough to meet military and civilian needs.

Almost every important drug manufacturer began a
search for improved forms of the present anti-infectives and
new antibiotics. The discovery of streptomycin, the first
effective drug against tuberculosis, was made in 1943. Since
then a flood of other new antibiotics have been developed.

Pharmaceutical researchers found that further

anipulation of the sulfanilamide molecule resulted in totally
ifferent drugs. Other substances and studies were re-examined
or therapeutic properties in other indications. The efforts

f preparation, study, research, and investment of past years,
ow began to come to fruition in a number of areas where

here had previously been no treatment.
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The Golden Era

The years 1948 to 1959 could well be described as the
n Era of the Pharmaceutical Industry for it was marked by
105t rapid development of its activities.

From 1940, when nine single chemical entities were
duced, the numbers tended to increase each year in a
eable trend through 1959, when the alltime peak of 63
ances were introduced. Figure 1, which cumulates major
discoveries from 1875 to 1965, clearly indicates the rapidly
iding product range upon which the sales and expansion
ties of the Pharmaceutical Industry were based.

Table 1 shows that while the antibiotic market increased
y from 1950, there were other new outstanding areas of growth.
> of the most significant were: diabetic therapy (+ 247 percentage
), diuretics (+ 1,859 percentage points), and psychoterapeutics
654 percentage points). Total sales of twenty major thera-
- classes increased by 37 percentage points from 1951 to 1955,
y 119 percentage points from 1951 to 1960. Comparable data
ter years is not available, however, continued rapid sales

h (Table 2) indicates a continuation of these trends.
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TABLE 1

SALES INDEX OF U.S, MARKET CHANGE *

(1951 = 100)

Therapeutic Classes 1955%% 1960
Analgesics 122 250
Antacids 178 323
Antibacterials and antiseptics 124 249
Antibiotics 100 140
Antihistamines 149 234
Antiobesity preparations 248 470
Antispasmodics and anticholinergies 142 226
Biologicals 105 247
Cardiovascular preparations 384 503
Cough and cold preparations 156 276
Dermatologicals 157 217
Diabetic therapy agents 130 347
Diuretics 325 1,959
Hematinics 100 82
Hormones and nonhormonal

antiarthritics 159 204
Laxatives 117 125
Psychotherapeutics 2,150 10, 754
Sedatives and hypnotics 174 206
Sulfonamides 115 157
Vitamins and nutrients 114 126

137 219

Average, 20 therapeutic classes

*Index reflects change in sales dollar volumes.

*¥Statistics for other years not available.
Source: Pharmaceutical Manufacturers Association, Prescription

Drug Industry Fact Book (Washington, 1967), p. 11,
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What of Industry sales? Whereas consumer expenditures
for drugs only increased $7 million from $513 to $520 million in the
ten years between 1929 and 1939, they jumped $812 million in the
following decade, to total $1, 322 million in 1949. In the next ten
years they increased by $1,611 million to a new high of $2,943

million in 1959. The trend has continued; 1966 consumer expen-

ditures for drugs were $4, 303 million. Assuming similar growth

conditions, 1975 consumer expenditures are projected to be

] .
$5, 610 million. Table 2 provides details concerning this

dramatic growth picture.

Profits
Sparked by patent-protected new inventions and

swiftly climbing sales, profits of drug corporations have

been substantial in the past two decades. For example, return

on sales ranged between 10. 2 and 10. 8 per cent from 1961 to

1966. Out of twenty major industry groups, drugs have been

amont the top three in return on sales and invested capital since 1961,

1
See Figure 2 for a description of the projection.
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TABLE 2

CONSUMER EXPENDITURES FOR DRUGS P

Expenditures Expenditures
Year (millions) Year (millions)
1929 $ 513 1962 $3,410
1939 520 1963 3,516
1949 1,322 1964 3,677
1950 1,461 1965 3,934
1951 1,682 1966 4,303
1952 1,749 1967 4,250%
1953 1,816 1968 4,420%
1954 1,839 1969 4,590%
1955 2,008 1970 4,760%
1956 2,262 1971 4,930%
1957 2,534 1972 5, 100%
1958 2,716 1973 5,270%
1959 2,943 1974 5, 440%*
1960 3,066 1975 5,610
1961 3,195

bC}overnment reports consumer expenditures for ''drugs and
sundries', 15 per cent of which is attributed to '"'sundries' by

the U.S. Department of Commerce, Office of Business Economics.
Above data are derived by subtracting expenditures for sundries

from the broader category of '"drugs and sundries'. Of the
consumer retail expenditures for '"drugs'' in 1966, PMA estimated

that prescription pharmaceuticals accounted for about 70 per cent,
These government data do not represent the total amount spent
directly on drugs since drugs used in physicians' offices,
government health facilities, and hospitals are excluded.

*See Figure 2 for a description of the projection.

Source: Pharmaceutical Manufacturers Association, Prescrigtion
Drus Industry Fact Book (Washington, 1967),p. 58.
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FIGURE 2: CONSUMER EXPENDITURES FOR DRUGS
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Figure 2 shows consumer expenditures for drugs
from 1949 to 1966 and an estimate of these projected to 1975. The
time period selected as the basis for projection is 1949 to 1966, 1
During this time a relatively steady pattern of growth, unmarked
by substantial breaks in the trend was evident. Prospects seem
good that it will continue, for people are becoming more medication
conscious, population is rising, and elderly people (subject to more
sickness) will constitute a gradually expanding proportion of the

population, (See Table 6)

Consumer expenditures for drugs from 1949 to 1966 can

be adequately characterized by a straight line. The least squares
line is Y~ = 1190 + 170X, where X represents the time period of

one year, and Y. is the trend value for period X.

The least squared projections to 1975 are shown in
Table 2. R, the coefficient of correlation between the actual data
points and the least squares line is . 99 and the proportion of total
variation explained by the least squares line is r2 =, 98,

I'The latest available data.
Source: See Table 2.
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Table 3 compares median return after taxes on sales and invested
capital of the Pharmaceutical Industry, the chemical industry, and
"all industry''.

But while return on sales has increased for all industry,
there has been a slight decline for the Pharmaceutical Industry from
1961 to 1966. Return on invested capital increased less for the
Pharmaceutical Industry than for all industry (+ 2. 6 percentage
points vis. + 4. 4 percentage points) for the same time period.
However, return on invested capital for the Pharmaceutical
Industry has continued to be substantially higher than that for

all industry. These glittering profits attracted both new com-

petitors and public scrutiny.

Risks
The relationship between expected risk and the level of
return on investment is a factor which affects the most fundamental
decisions of an industry such as investments, pricing and profit
level goals. Until recently, many such evaluations have been little
Currently there is a trend to formulate risk

more than intuitive.

factors in a systematic and quantitative manner. Conrad and
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TABLE 3

MEDIAN RETURN AFTER TAXES ON INVESTED CAPITAL AND SALES

Pharmaceutical Industry Chemical Industry All Industry

R. O, R. O, R.O. R. O. R.O. R.O.
Year Capital Sales Capital Sales Capital Sales
1961 15. 8% 10. 5% 8. 3% 5. 3% 8. 3% 4.2%
1962 14. 4 10.5 9.5 6.1 8.9 4.2
1963 14. 7 10. 6 10.2 6.0 9.0 4.4
1964 16. 3 10. 8 12.1 6.6 10. 5 5.0
1965 18.0 10. 3 12. 6 7.5 11. 8 5.5
1966 18. 4 10.2 12. 6 6.8 12. 7 5.6

Source: Fortune Directory (New York: Time Life Publishing Co., various years),
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1
Platkin formulated a system for measuring risk/return relation-

ships and applied it to each of 59 major S.I.C. 2 fields of business,
A basic assumption is that return should increase proportionately
with risk.
Industries such as aerospace, publishing, cosmetics,
pharmaceuticals, and automobiles are found at the top of the
list in both risk and rate of return. Those industries generally
characterized as being fairly stable, such as coal, tires, steel
and railroad equipment are found near the bottom in both respects,
Risks which are somewhat peculiar to the Pharmaceutical
Industry are:
1. The development of a competing product
superior to one of a company's major products
which causes virtual replacement of it in a
short time.
2. The discovery of unanticipated side effects
of a drug which lead to an immediate limiting

of the physical indications for which it may be

prescribed.

Istatement of Irving H. Platkin before Monopoly Sub-
Committee of the Senate Select Small Business Committee,
December 19, 1967.

Standard Industrial classification.
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3. The discovery that a drug may be misused in ways
that create a significant social problem, which then
leads to limitations on its marketability or possible
removal from the market.

4, The withdrawal or restriction of a new drug by the
Food and Drug Administration until additional

evidence of safety or efficacy is produced.

badad

The development of a quality control problem

which necessitates withdrawal of a product from

the market until the problem is traced and

alleviated.

ceutical manufacturers are geared to taking such risks through
cial development and introduction of new drugs of unknown
ralue. They have in prospect the high rewards that encourage
k taking. These rewards are evidenced in the actual returns
d in Table 3.

he Pharmaceutical Industry may not have experienced as

h risk problems as were apparently anticipated when

ing premium prices. The Industry has maintained high

n sales and capital from 1961 to 1966. These returns have

ler than those of the chemical industry or "all industry".
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In such a case, the possibility of lowering prices and still obtaining
adequate returns, returns more closely equated with ''normal"
industry profits, may exist. It is noteworthy, however, that return
on sales for the Pharmaceutical Industry has declined slightly since
1961, while the same returns have risen slightly for the chemical

industry and '"all industry'’.

Product Development
The Industry realizes that new products are the key to rapid
growth. Continuing research and development is needed by each
company as new product introductions make present products obsolete.
In 1951 research and development expenditures for ethical products
were $50 million. By 1967 the budgeted figure was $460 million,
approximately nine times the amount expended in 1951, ' Figure 3

shows the growth in R & D expenditures for ethical products from

1951 to 1967, 2

1PMA, Fact Book, pp. 37 - 39.

A more detailed discussion of factors relating to current
research and development, as well as a projection of future expen-
ditures are presented in Chapter V, page 135infra.






FIGURE 2
RESEARCH AND DEVELOPMENT EXPENDITURES

FOR ETHICAL PRODUCTS 1951 - 1966
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Source: PMA, Fact Book, p. 39.
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Structure of the Industry

The Pharmaceutical Industry can be divided into broad divisions
according to the way in which the products of each are promoted and
sold: the ethical, proprietary and veterinary divisions. In the ethical
branch of the Pharmaceutical Industry, products are available to the
ultimate consumer only at the direction of a licenced physician or
dentist. Retail outlets for these so-called "ethical' products are
primarily registered pharmacies. Traditionally, these prescription
drugs have been promoted only to the prescribers and purveyors, but
not to the public at large. In contrast, the proprietary division of the
Industry handles products which are sold directly to the consumer, and
consequently, are promoted and advertised extensively to the general
public. Proprietary products are generally safer, and are sold not
only through drug stores, but also through many convenience goods
outlets, such as food stores and department stores.

Many drug firms have interests in both the ethical and pro-
prietary fields, and others are establishing new divisions to service
both sectors of the Industry. In general, the ethical area is attractive
because of the rapid growth and high profits available from a
successful product. Product sales in the proprietary area are usually

more stable, and products generally experience longer life cycles.
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However, lower margins in the proprietary area usually necessitate
a large volume to break even.

Approximately half of the drug Industry sales in the United
States comprise ethical products, used in finished dosage form
by humans. About 25 per cent to 30 per cent of total Pharmaceutical
Industry sales are accounted for by veterinary products, bulk
shipments and exports of ethicals. Proprietaries make up the
remainder. | This study will deal only with the ethical
Pharmaceutical Industry.

Domestic U.S. ethical sales in 1966 were 3. 4 billion
dollars. 2 Thus in comparison with 1966 sales of even large
single companies such as General Motors ($20. 2 billions),
Standard Oil of New Jersey ($11. 2 billions) and Dupont ($3.2
billions), 3 the total of ethical sales of the Pharmaceutical

Industry is moderate in size.

lstandard and Poor's Industry Surveys - Drugs, Cosmetics:
Basic Analysis (New York: Standard and Poor's Corporation,
May 4, 1967, p. D. 8.

2Fact Book, p. 10.

3Fortune Director , 1967, passim.
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The Pharmaceutical Industry is comprised of approximately
1, 300 firms. 1 mn 1966, four companies accounted for 24 per cent
of total Industry shipments. The eight largest companies
accounted for 41 per cent, and the top twenty firms accounted for
72 per cent of total shipments, Z Thus a substantial number of
pharmaceutical firms account for sales of much less than a
million dollars each.

The Industry's small firms,(those with sales of less
than $10 million) are not generally engaged in producing the new,
or more complicated drugs. Large firms with sales of $10
million and over do most of the expensive research and develop-
ment; small firms, at best, usually conduct minimal research to
produce related competitive products or to compound common
products., Table 5 which relates company size to most-
prescribed products, shows that small companies with

annual sales of less than $10 million had no product sales in the

1PMA, Ethical Pharmaceutical Industry Operations and
Research and Development Trends 1960 to 1966 - A Report based
upon PMA Annual Surveys of Member Firms (Washington:
Pharmaceutical Manufacturers Association, 1967), p. 9.

2See p-232, Chapter V, infra.
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top fifty products prescribed in 1965 1 and only eight in the top
200. The top fifty products account for 34 per cent of all
prescriptions written, and the top 200 account for 63 per cent.
Consequently, there may be a substantial difference in operations
of those companies comprising the bulk of Industry sales, and the
many small peripheral firms. An industry dominated by a
relatively few large firms which achieve substantial profits is

a potential subject for investigation.

Methods of Operation
Research and Development
The Drug Industry has distinguished itself as a leader
among United States Industries in research and development. g
The 'firsts' with which the National Science Foundation

-redits the Industry are as follows:

1

Latest available figures.
2
National Science Foundation Report, '"Research and
Development in Industry', Quoted in "Prescription Drug

ndustry Fact Book', p. 40.

3Ibid.
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TABLE 5

COMPANY SIZE AND MOST-PRESCRIBED PRODUCTS

Percentage of all

Small Co.* Large Co, ** prescriptions
Fop 50 products 0 50 34%
'econd 50 products 4 46 14%
hird 50 products 3 47 10%
"ourth 50 products b 49 _5%
8 192 63%

*Sales less than $10 million
*Sales greater than $10 million

ource: American Professional Pharmacist, April 1966, pp. 23 - 27,
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1. It finances almost all of its R & D with
its own funds, thus accepts the least amount
of Federal Government R & D funds.

2. Has the highest percentage among all industries
of R & D funds for basic research investigation
for the advancement of scientific knowledge
without specific commercial objectives.

3. Has the highest percentage among all industries
for R & D funds for applied research (53 per
cent) as distinguished from basic research
and developmental work.

4. Has the highest ratio of company financed R & D
to net sales.

5. Has the highest amount of company financed
R & D per employee.

-omparison of the corporate financing of R & D by various
ustries in Table 5 further illustrates the research

entation of the Industry. The Pharmaceutical Industry
anced 96 per cent of its own R & D whereas private industry
a whole financed only 45 per cent. The remaining 55 per

t of total private industry R & D was government-supported.
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TABLE 5

CORPORATE FINANCING OF R & D BY INDUSTRIES, 1965%*

Total % Industry % government
Industry (millions) financed financed

All private industry $13,838 45 55
Prescription items 365 96 4
Petroleum refining and

extraction 435 84 16
Industrial chemicals 928 84 16
Motor vehicles 1,238 74 26
Machinery 1,129 77 23
Professional and Scientific

instruments 387 67 32
fiﬁﬁﬁfﬁaﬁ?gﬁmm an 3,167 37 62
Aircraft and Missiles 5,120 12 88

*Excludes R & D financed by companies but perforrx.ued.b)’ out;idih r
Organizations, colleges, universities, research institutions and othe

non-profit organizations.

Source: PMA Fact Book, p. 40.
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Research and development activities in the Pharmaceutical
Industry are complex and costly. An example of the elaborate steps
involved in developing and determining the safety and efficacy of
new drugs is given in a description by one manufacturer, Merck,
concerning one new product--a hypertensive:

(1) use of a background of discoveries that blood
pressure was affected by the body's output of two
specific hormones; (2) formulation of an hypothesis
that production of a hormone might be blocked by its
a -methyl analogue based on Merck discoveries of a
blocking property in the a -methyl analogue of
another amino-acid; (3) demonstration of such
blocking action in the test tube; (4) after years of
refinement in techniques necessary to prove biochemical
reactions in animals, demonstration of such blocking
action in the animals by two of some fifteen outside
researchers to whom Merck had furnished samples of
the drug; (5) further tests of efficacy and also of
safety in animals, conducted respectively by
researchers at one of the U.S. National Institutes

of Health and by Merck; (6) safety in animals having
been demonstrated by Merck, exploratory clinical
trial of the drug conducted on ten human patients by
the NIH researchers; (7) long-term study initiated
with several species of animals to demonstrate safety
for chronic administration of the drug; (8) preclinical
report issued, based on known information, to interest
clinicians in testing the drug on humans; (9) clinical
trials initiated in leading medical centers in Europe
as well as trials expanded to involve more than 200
physicians in 32 countries and nearly 2,000 patients;
(10) continuation of clinical trials and application for
clearance of the drug by the U, S, Food and Drug
Administration.

lThe Merck Review, Special Issue, '""Testing New Drugs",
Spring 1963. As quoted by Audrey T. Sproat in "A Note on the
United States Drug Industry'' (Boston, Mass., Harvard Business
School, 1963) p. 14.
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Such research efforts are costly. It is difficult for small firms to
support these heavy research expenditures. Consequently, larger
firms seem best suited to develop new products. Successful
development of new drugs by large firms add to corporate growth
and enhance their dominant position in the Industry.

Quality control procedures in reputable ethical
pharmaceutical firms are also very elaborate, as exemplified
in the following testimony:

In building quality into Seconal Sodium, a total of

808 different kinds of quality checking operations

are employed. These are distributed among ten

basic processing categories, as listed in the flow

(sic) chart below:

Different Kinds of Quality Checks in Manufacturing
Seconal Sodium Capsules, 100 mg.

Preparation of Materials Filled Capsule Manufacturing

Chemical Manufacturing of

sodium secobarbital 198
Starch receiving from Weighing and dispensing 20

supplier 35

Starch processing 22
Empty Capsule Manufacturing 94 Capsule filling 55
Package materials receiving 61 Bottling and labelling 94
Label printing 167 Distribution 62
Total 577 231

Grand Total 808

*Many of the different quality checks listed are
performed dozens of times, depending upon
manufacturing lot size and related factors.

1Henry F. DeBoest, Testimony Before the Monopoly Sub-
Committee of the Senate Select Committee on Small Business,
September 29, 1967, Washington, D.C.
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The foregoing research and quality control procedures

have resulted in understandable Industry pride, as well as premium

pricing. In fact, this pride could have led to complacency in
regards to public criticism of drug pricing and promotional

activities prior to the Investigation.

Marketing
By the early 1950's, the methods of marketing ethical
pharmaceuticals had become well established. Products are
promoted to the medical profession primarily, but pharmacists
and hospital personnel are also contacted. The advertising
media are limited mainly to professional journals, direct mail
literature, and samples distributed either by mail or represen-

tative. The greatest reliance to transmit the company's highly

technical message is placed on sales representatives. Frequencies

of call on doctors vary as a matter of company policy, however,
most firms try to make a contact approximately every six weeks,
The brand name of the patented product is stressed in
the sales contact. This is done through a scientific service
procedure, whereby the doctor is informed of medical and
clinical research, provided with various aids, and encouraged

to prescribe a specific brand.
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The pricing of new drugs must take into consideration
the research costs of both the current drug and of those which
did not reach the market, the very high quality standards already
described, and the expected life of a product. Product life
cycles are often short, high innovation rates lead to low
probabilities of product lives exceeding five years in many
cases. In 1948, for example, Aureomycin had 100 per cent
of the broad spectrum antibiotic market; by 1958, other
improved products slashed its share to 1. 6 per cent. Chlor-
promazine followed a similar path; 100 per cent of the market
in 1954; 12 per cent in 1959. ! Thus, prices of new drugs are
set relatively high to insure, as far as possible, earning more
than the development costs before the new product is outmoded.

A great drive to develop new products continues to
exist. The first company with a distinctively new product
usually enjoys a substantial competitive advantage for a time,.
Until a substitute or variation offering clear advantages is
introduced physicians are reluctant to switch if they have been

obtaining satisfactory results from the original product.

1
Hampton, Ethical Drugs, p. 140.

S
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Another practice is selective cross-licencing of
competitors. This allows a greater market penetration of a
product, brings in additional revenue, and opens the door to
reciprocal relationships, which can serve to round out each
company's line of products. Thus, there may be more than one
supplier even for a patented drug.

While pharmaceutical products are specified by the
physician, the ultimate purchasers are the people who buy them
for "their own'' consumption. A significant factor for future
volume is the increase in the number of potential customers, and
the variety of market segments. An especially important segment
comprises those 65 years and older (see Table 6). They have the
highest incidence of chronic illness, hence have the greatest
need for medication. Average drug charges for the group 65
years and over are approximately $22 annually compared with
$11 for the 35 to 54 age group. 1 The advent of government-paid
medicine for the elderly has the possibility of increasing the
potential in the geriatric market, for the absolute number of

prescriptions written should increase.

1
Standard and Poor's, December 13, 1962, p. D-9,
(latest figures available).
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TABLE 6

. U.S. POPULATION TRENDS

1955 1960 1965 1970% 1975%
tal (millions) 165. 3 180.0 195.7 213.8 235.2
¢ 65+ (millions) 14. 1 16.6 17.6 19.5 21.9
ie 65+ (percentage of
:al) 8.5 9.2 9.0 9l 9.3

Assumes 1955 - 1957 level of fertility will continue.

1rce: U.S. Bureau of the Census, '"Current Population Reports'

:ed by Department of Health, Education and Welfare, Health,

ucation and Welfare Trends, (Washington: U.S. Government
inting Office, 1961).
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Production

The Pharmaceutical Industry is characterized as
having relatively high gross margin figures. It also exhibits
relatively low cost-of-goods-sold ratios, resulting from
relatively small expenses for direct labor and materials, and a
relatively low investment in depreciable fixed assets, as is
suggested by the data in Tables 7 and 8.

Relatively low costs of production facilities facilitate
relatively easy entrance into the Pharmaceutical Industry,
Since the potential Profit returns are significant, a large
number of entrants would be expected. This provides one
explanation for the large number of firms in the Industry
mentioned earlier. De spite relatively low capital and pro-
duction costs, however, research and marketing costs are
substantial. It is the lack of funds for these essential
activities that keep most Industry entrants small. Consequently
most pharmaceutical sales are made by a relatively small
number of firms -- a factor of interest to the late Senator

Kefauver,
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TABLE 7

COMPARATIVE LABOR COSTS, 1961

All Chemicals and
Manufacturing  Allied Products Drugs

otal payroll ($ million) $ 88,164 $ 4,528 $ 633
otal wages ($ million) 54,803 2,516 272
ages/payroll (%) 62.2% 55. 6% 43.0%
alue added by manufacturer

million) 163,801 14,768 2,440
ages/value added (%) 33.5% 17.0% 11. 1%

urce: U.S. Bureau of the Census, 1961 Annual Survey of Manufacturers
»vember, 1962,
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TABLE 8

COMPARATIVE MATERIALS COSTS, 1961
(dollars in millions)

Cost of Value of Materials/
Materials Shipments Shipments
%
Drugs *
Biological products $ 37 $ 101 36.6
Medicinals, botanicals 147 293 50. 2
Pharmaceutical preparations 696 2,920 23.8
Other Chemical Products *
Organic chemicals 1,817 3,944 46, 1
Inorganic chemicals 1,427 3,108 45,1
Plastic materials 1,163 2,124 54, 8
Synthetic rubber 406 696 58. 3
Soap, detergents 894 1,898 47,1
Paints, varnishes 1, 142 2,033 56.2
887 1,234 71.9

Fertilizers

*The total value of shipments and cost of materials for Industry
groups are not published because of extensive duplication arising from
shipments between establishments in the same Industry classification,

Source: U,S, Bureau of the Census, 1961 Annual Survey of Manufacturers,
November 1962.
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Industry Attitudes

Attitudes Concerning Promotion

Promotion of most branded ethical pharmaceutical
products by detailing, journal advertising and direct mail has
become increasingly aggressive. Before 1950, the ethical
Pharmaceutical Industry promoted its products to doctors on
an "ethical'' plane. It was conservative in its promotional
techniques, and relied on a combination of personal, friendly
selling, plus the dissemination of the details of indications and
contraindications of products. In the early 1950's, a few new
large conglomerate companies entered the Pharmaceutical
Industry. The orientation of these firms had been different.
They employed more aggressive techniques, such as directly
criticizing a competitor's product, and increasing the frequency
and aggressiveness of current Industry promotional efforts.
Other companies responded in kind. Even very conservative
companies felt it necessary to at least keep up with competition.
The increased promotional pressures on customers was

noticeable.
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Product Orientation

The Pharmaceutical Industry has been oriented to
new product development. Industry leaders realize that much
of their recent success is attributable to new products. From
the 1930's on, they began to expect, and often obtained, major
product breakthroughs. Since physicians tend to maintain
their use of a product until a new one with demonstrable
advantages is discovered, new products are perceived of as
the way to increase sales and gain market share.

Numerous outstanding therapeutic advances occurred
from 1946 on. Many new variations of existing drugs were
developed. Many combinations of single chemical entities
were compounded which substantially increased the number of
new products available. For certain indications, the assortment
of products available to the physician is large. In the ten years
from 1951 to 1960, 3,568 products were introduced.

When a revolutionary discovery is made, many
companies rush to capitalize on the new research breakthrough,
They attempt to develop analogous competitive products by
screening similar chemical structures. Critics have contended
that this activity diverts attention from the important task of

basic research, from which most important developments
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emanate. ! At the time of the Kefauver Investigation it seemed
as though the dominant concern of the Industry was to develop
as many new products as possible, then promote them as
aggressively as possible, with little consideration of whether

new products were needed in certain indications.

Pricing Attitudes

Prior to the Kefauver Investigation, there was little
concern for lowering drug prices in the Industry. Because of
the short life cycles of many new products, innovating firms
knew that they must recover costs before superior substitutes
reduced market share. Adequate margins were required to
continue research and marketing activities. Even though
four or more similar products might be on the market,
competing firms realized, that there was little elasticity of
demand in this field. They also faced an oligopolistic type
of situation, where a reduction in the price of one product
would immediately create the possibility of severe price com-

petition, Furthermore, firms were separated from whatever

IJames Balog, '"Pharmaceuticals New and Old", from
a Speech Delivered Before the Pharmaceutical Manufacturers
Association, Research and Development Section, Colorado
Springs, Colorado, N. A,
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immediate consumer criticism of prices existed, and the
physician was more concerned with therapeutic efficacy
than price. Such conditions are largely the same today.

Industry leaders also were well aware of the economic
benefits accruing to the patient from the advent of modern
pharmaceutical therapy. They pointed out that the average
prescription price was only around $3. 00 and that most
people only purchased a prescription three or four times
a year. Indigents and some elderly customers were the
major groups affected significantly by drug prices. The
Industry did not feel that the financial problems of the few
should be its sole responsibility. The investigators, however,
felt that Pharmaceutical Companies had consistently charged
too much,

The Industry was only willing to lower prices sub-
stantially to government purchasers. While the regular
prescription market comprised the bulk of sales, government
agencies periodically bought large quantities of drugs. Little
work was involved in gaining these sales, the quantity was

attractive, and consequently the Industry was willing to sell
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on a marginal cost basis. The differences between retail
and government prices were substantial, a fact later seized

upon by Industry critics.

Public Relations Attitudes

Prior to the Investigation, the driving concern of
each company was to orient public relations efforts to the
professionals, to enhance its image, and to develop a
preference for its products. Industry leaders knew consumers
had to buy whatever the doctor prescribed. Public relations
activities were aimed directly at the physician who controlled
purchase decisions, and at the pharmacist. With a few
exceptions, the Pharmaceutical [ndustry did not communicate
directly with the public at large. The Industry was usually
careful not to ''go over the doctor's head' to promote drugs
to the public. They believed this was necessary to maintain
professional relationships, and in any case had little concern

for the public itself.

A Subject for Investigation

Why was the Pharmaceutical Industry selected for

investigation? Economic, social and political factors made
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it an ideal subject. In the space of a few years the Pharmaceutical
Industry achieved spectacular therapeutic breakthroughs resulting
in outstanding growth, sales and profits. Despite obvious Industry
merits, some pharmaceutical products seemed overly profitable
and even exorbitant to the public. The Industry did not make
significant efforts to inform the public of the costs of research,
production and distribution of drugs, nor of the contributions
made to society through pharmaceutical treatment.

Governments became more concerned with the costs
of providing adequate health services to some segments of
society and began to question drug pricing practices. The price
of medication affected significantly the standard of living of
chronically ill elderly people. In addition, society increasingly
accepted the concept that a certain minimum standard of
welfare is an inherent right. Ironically, this occurred at a
time when all other health costs were rising more rapidly than
drug prices,

Industry structure also paved the way for criticism.
The Industry consisted of a few rather large,profitable firms,
surrounded by many small firms. The large firms often

charged significantly higher prices to the consumer than did
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smaller firms, yet their extensive promotion practices
earned them most of the business.,

The Pharmaceutical Industry was so concerned with
perpetuating its success that it paid little attention to the
above factors. Despite many Industry contributions to
public welfare, the aforementioned economic, social and
political conditions required Industry attention. To most of
the public, the Industry was a faceless entity, an ideal

subject for a public investigation.
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CHAPTER III

THE KEFAUVER INVESTIGA TION :

BACKGROUND, OPERATIONS AND OUTCOME

Introduction

This chapter has four main objectives:

1. To outline the background, preparation and
Preliminary thinking of the Kefauver Investigation,

2. To develop an understanding of what actually
went on during the Investigation by describing
some of the main activities.

3. To evaluate the Investigation using the list of
operational criteria for an inquiry developed in
Chapter I.

4. To outline the immediate effects and legislation
arising out of the Investigation in order to
complete the background for the hypotheses

which follow in the succeeding chapter.

Background
The general problem of monopoly was a lifetime interest

of the late Senator Kefauver. Even as a lawyer handling business

all
€ases in Tennessee, he was concerned about the number of sm
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business failures. He felt that the important economic decisions
were made in the central cities, small businessmen could not do
much about them, and the way to change the trend was to control

‘big business and so increase competition. ! In describing his
background Mr. Kefauver said, 'I believe that a man who is
elected by the people to serve in Congress ought to pick out
something that is in the public interest and specialize in it
whether or not it is popular, so when I took my seat in the

House in 1939, [ made anti-trust matters my specialty. " 2

Through the years, Kefauver achieved only limited

notice and success in his efforts to curb what he believed to be

the undue concentration of economic power. In January 1957

1
Richard Harris, The Real Voice (New York: The MacMillan
Co., 1964), p. 7.

A substantial portion of the background material for this
chapter was taken from the writings of Richard Harris, who firstly
chronicled in the New Yorker, the events surrounding the Kefauver
Investigation, and the passing of the Drug Act Amendments of 1962,
He then developed this material into a book, The Real Voice. His
purpose in writing on the subject was to portray the many steps
involved from the genesis of an issue to the passing of legislation
concerning it.

Senator Kefauver aided Harris substantially to obtain the
material. Harris obviously held Senator Kefauver and the goals
of the Investigation in very high regard.

2
Ibid.
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he became the new chairman of the Senate Subcommittee on Anti-
Trust and Monopoly, as a result of the usual Senate seniority
system. During the next two years he held hearings on pricing
policies of the steel, automobile, and bread industries. ''But
neither the public nor Congress showed much interest in his
findings, and none of the hearings led to legislation. In the end,

about all he accomplished was to make a lot of enemies in

business and government. " 1

Nevertheless, he (Kefauver) kept searching for

a dramatic way of illustrating the evils of

economic concentration, and late in 1958, he

gave a tentative go ahead to two members of the
Subcommittee's staff who wanted to look into the
drug industry, which appeared to be making
phenomenal profits. At first, Kefauver was
reluctant to investigate an industry so-arcane,

with an all but impossible nomenclature and with
no background of available data but after his staff
had uncovered a few elementary facts about the
Industry, he began to come around. Among the
earliest discoveries the staff made was that 90 -
per cent of the industry's total volume of business .
went to . . . 22 pharmaceutical firms out of a
total of a thousand or so. Another discovery was
that in the third quarter of 1958 . . . the industry's
net profit, after taxes, came to 18.9 per cent of
net worth and 10. 8 per cent of sales - or twice as
much, by either yard stick, as the average for the
rest of the nation's manufacturers,

lRichard Harris, '""Annals of Legislation, Background and
History of the Drug Industry Antitrust Bill", The New Yorker,

Vol. 40, March 14, 1964, p. 48, infra.

21bid.
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Seemingly, Kefauver felt that the Pharmaceutical Industry
would be a useful subject to demonstrate his notions of the evils
of ‘economic concentration. Furthermore, it is noteworthy that
he turned to his chief staff members for advice on the next
subject of investigation. These individuals had been attempting
to instigate an investigation of the Drug Industry since 1951 (prior
to working with Kefauver). Their desire to do so was based on
their personal observations that the cost of certain prescriptions
of which they were aware seemed expensive.

Kefauver's staff began to work on background research.

It came across a sensational article which exposed a tasteless
advertising campaign of one pharmaceutical company. It began

to dig into costs of drugs, and found that costs of raw materials
and manufacture comprised a small fraction of the retail price

of drugs. These factors convinced Kefauver that here was some-
thing worth looking into. Significantly the staff did not come
across any convincing information from the Pharmaceutical

Industry explaining prices, costs, or profits, or the important

Ubid.

Ibid. , Passim, pp. 1 - 14.
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job it was doing. Kefauver seriously considered the political

risks ' and decided to go ahead with the Investigation. Previously
(Chapter II, p. 64 , supra) it was noted that the Industry apparently
was too busy, or unconcerned, to clarify these matters, and now

it was too late.

Conduct of the Investigation

Selection of Staff

Senator Kefauver alone chose the main staff members for

the subcommittee.

. It did not take him long to choose his two
principal assistants; Paul Rand Dixon, an F. T, C,
lawyer from Tennessee, with a reputation for
vigorous trust busting, became his staff director
and chief counsel, and John Blair became his
chief economist. The Senator and Blair had known
each other since 1945, . . . from time to time,
Kefauver had called on Blair to do some economic
spade work in the anti-trust field, and over the
years had come to rely on him more and more.

These key staff members had similar attitudes toward big
busine ss, and their goals were apparently compatible with
those of the chairman. Another key member of the staff,

Dr. Irene Till, was a previous employee of Dr. Blair.

lRichard Harris, The Real Voice, pp. 40 and 41.

2
Ibid., p. 11
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No record was found that the rest of the committee were involved
in the selection of staff.

The backgrounds of the staff suggest that they would
not be very objective in an investigation of big business
practices. For example, the minority, 1 in referring to the
selection of Blair as a staff member, commented:

Obviously . . . objectivity as well as -8crupulous
concern for developing the truth, whether it
coincides with one's preconceived ideas or not,

was apparently not a prime requisite. Unfortunately,
unlike some other economists, who had extreme
anti-business views in their earlier years, many of
the theories propounded by Dr. Blair in his book,
Seeds of Destruction, in 1938 apparently (still)
influence his approach to the business community.

Both Blair and Dixon formerly worked for the Federal Trade
Commission and '"'their old associates say that both were

frustrated because they could not hit big business hard enough

3

under the formal, legal procedures of the FTC", Regarding

The minority members of the Senate Subcommittee chaired
by Kefauver.

Report of the Committee on the Judiciary Subcommittee on
Anti-Trust and Monopoly, Administered Prices: Drugs, (Washington:
U.S. Government Printing Office, 1961), p. 364,

3
Printers Ink, '"The Shame of Congress: How Probes
Can Kill Marketing'',August 19, 1960, p. 5.




The mi
at the €
admini
Tevolve
satisfa

membe

topic,
Telev;
2 voic
Memt
Mate)

they



- 72 -

The minority members of the Committee expressed bewilderment
at the entire series of hearings and the assumptions concerning
administered prices around which much of the Investigation
revolved. 1 In its report, the minority expressed dis-
satisfaction with not being consulted, indicating that one staff
member directed too large a portion of the Investigation.
. unfortunately, a large portion of the
Planning for the subcommittee's investigation

of drug industry was delegated to its chief
economist, Dr, John M. Blair.

Co-operation of Chairman and Staff
with Committee Members

If a committee is delegated the task of studying a
topic, that committee as a whole should be aware of the
relevant policies, procedures, and subject matter, and have
a voice in formulating them. In fact, however, minority
members of the Kefauver Subcommittee were not even shown
material to be used in the sessions until a few minutes before

they convened. The majority's defense to criticism of such

lReport, Administered Prices: Drugs, p. 295.

2
Ibid, pp. 364 and 365.
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activities was that the Subcommittee's files were always open

to the minority. The sheer quantity of documents, however,

made it impossible to determine what would be used and how. 1

Mr. Chumbris, the minority counsel, finally developed the
habit of visiting the Senate press room just before the hearings
began each morning. From press releases handed to

reporters, he attempted to familiarize himself with what was

2
coming, and to prepare his own questions.

The final report was prepared by the staff; again,

committee members were by-passed.

(Blair said) We simply had to sit down in one
meeting after another among ourselves at first,
and then, when we had something concrete to
propose, with Estes (Kefauver) and try to
hammer out from this vast body of material an
instrument of control that would be in the public
interest,

Standards of Conduct

There are no formal standards or rules controlling the

way an investigation is to be conducted (Chapter I, p. 15, supra).

1Richard Harris, '""Annals of Legislation', p. 75, infra.

2
Printer's Ink, ''Shame of Congress', p. 26.

3Richard Harris, "Annals of Legislation', p. 78,
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The treatment of witnesses, and objective selection of information
to be obtained rest solely on the investigators. A regular
practice of Kefauver was to give witnesses little or no advance
information on the topics to be discussed. His staff made a
policy of asking only questions to which they knew the answers, 1
thus, seemingly, limiting the public forum to a means of confirming
preconceptions. Sometimes the investigators showed haste to
dismiss or discredit testimony by independent witnesses that
might reflect favorably on Drug Industry contributions. 2 On the
other hand, testimony of witnesses hostile to the Drug Industry
was a source of quotation and requotation for the Investigators. 3
Kefauver and his staff apparently did not question witnesses
with the idea of bringing out testimony affirmative to the drug

field, Only the three minority members and their counsel did. 4

lbid. , p. 78
2
U.S. Senate Committee on the Judiciary, Administered
Prices in the Drug Industry (General: Generic and Brand Names)
May 10, 11, 12, 13, 1960. Vol. 21, 86 Congress, Second Session,
1960, pp. 41, 81, hereafter would be reported, Hearings, 21:41, 81,

3See Congressional Record - Senate, p. 5791,

“Printer's Ink, p. 26.
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In reality, the investigators ignored Industry explanations and
answers; The same allegations were repeated many times. For
instance, charges of mark up percentages of many thousand per
cent were continuously repeated, although it was known that
terminology concerning '"mark up' was confused with "profit"
by the press and public.

A major consideration during Congressional hearings
is the tremendous power held by investigators. A resultis
that the Investigation became a shattering ordeal for Industry
witnesses.

A Washington lawyer, who has been steeled to
the practices in some committees, was moved
to deep sympathy, by the interrogation of one
company president . . ., 'hereisa. . .

man of great integrity, a man who can command
respect and assume leadership in any other
situation. In this overbearing situation, he

is held responsible for every act of his company,
every advertisement it has produced, and the
functioning of an economy in which it is dif-
ficult for some persons to afford drugs . .

It pained me to see him so shocked and
helpless. '

A company president who testified said,
'l never dreamed that a Senator could hold
8o much unrestrained power. ' 1

lprinter's Ink, p. 25, August 19, 1960,
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One observer of the hearings referred to another company
witness and said, '""This man has not recovered from the

shock and humiliation experienced at the hearings to this

day. " 1

Qualifications of Witnesses
The minority report strongly indicted the
qualifications of witnesses, and contended that a represen-

tative sample were not asked to testify.

In other hearings I have followed . . . the
usual and approved format has been to invite
and hear the heads of the Federal agencies
having jurisdiction over the matters involved;
then, the heads or official representatives of
the industries or companies involved, .

then national, state, or regional trade assoc-
iations (and others) . . . and then such other
witnesses who desire to be heard individually
within reason and balance as to number and
as to nonrepetition . . . Differing notions and
opinions of representative groups and officials
should be gathered so that a balance can be
achieved without harmful bias and premature
judging . . . Such a pattern, however, has been
thoroughly disregarded here. No Federal
agency officials have been called so far.
(This report was written at the conclusion of
the Investigation). With the exception of

Dr. Austin Smith of the Pharmaceutical
~Manufacturers Association, no professional
or trade groups have been allowed to appear.

1
From a confidential interview conducted by this author.
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No broad and competent basis has been laid for
these hearings and this inquiry.

Instead, we have had a series of doctors who
are individual members of a profession numbering
in excess of 200,000. These witnesses have not
been representative, either officially or in fact,
of their profession. In the main, they have
presented nonconforming, antagonistic views,
clearly not held by the great preponderance of
their professional brethren . . . In fact, uptil
now there has been a deliberate attempt, in
my judgement, to inflict devastating and ir-
reparable damage (to the Pharmaceutical
Industry) . . . by trying hard to shatter public
confidence in it upon the basis of a biased,
distorted, and incomplete record.

One witness called was Mrs. Mildred Edie Brady, Editorial
Director of Consumers Union, who made a plea for tighter
controls and inspection procedures to eliminate substandard
drugs. B Yet, at the beginning and close of her statement,
Mrs. Brady declared her organization had no experience in the
prescription drug field, and stated they had not tested or
reported on any prescription drugs. On other occasions,
publicity and preference was given to the testimony of a
layman and/or a lesser qualified doctor over those of

renowned physicians.
T g P S RS

lReport on Administered Prices: Drugs, pp. 366 and 367.
2
Hearings, 28: 5208 - 5209.

3Hearings 8: 1651 - 1652, 8: 1710, 4: 854 - 855.
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The Subcommittee did not solicit views of organizations
able to speak for broad and knowledgeable segments of the
health professions. The American Medical Association did not
testify; nor did the American College of Physicians, American
College of Surgeons, The American Academy of General Practice,
nor any other professional medical organization. The National
Institute of Health, whose function it is to be aware of, and to

give leadership in, all phases of medicine, was notably absent. 1

Use of Publicity

It appears that Kefauver used the Investigation as a
forum to stir up the public. When asked after the hearings,
whether he had held ;hem to get or to give information, he
answered, '"Primarily to get information. But naturally you
have to give information if you hope to get public support for
legislation, " 2

Kefauver, who had what one observer called "'a genius

for publicity creation', made it a point to bring out his most

sensational allegations about one-half hour before the reporters

lReport on Administered Prices: Drugs, p. 367.

Richard Harris, '"Annals of Legislation', Pp. 46, infra
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had to leave to file their stories-- ordinarily 11:30 a.m. for
afternoon paper men, and 4:30 p.m. for morning paper men.
He repeatedly moved in at critical movements to restate a point
in a way that would make it perfectly clear to the press. 2 It
is generally accepted that Kefauver timed damaging charges
carefully to coincide with newspaper headlines, and conversely,
scheduled friendly testimony when it was least likely to get
public attention. 3 On one of the occasions when he was a
witness, Dr, Smith (of the Pharmaceutical Manufacturers
Association) did not testify until after midnight. The hearings
were so arranged that almost daily a new charge against the
Industry broke at press time. When testimony did not seem to
be leading up to the point quickly enough, Kefauver would
interrupt, drop a charge that would make a good headline,

) 4
and then resume the testimony.

1bid. , p. 43.
2
Ibid., p. 44.

3
Printer's Ink, '""Shame of Congress', p. 25.

4Ibid .
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Rebuttals seldom caught up with accusations. Kefauver,

Blair and Dixon were often able to make a new charge before

the last one could be challenged.

The above information challenges the objectivity of the

committee. Many additional examples could be given, however,

one additional quotation from the individual report of Senator

2
Wylie

will suffice.

I do not share this extreme suspicion of business
which has been evidenced in many of the documents
of this Subcommittee . . . Reading the conclusions
contained in this report on the drug industry, I am
not certain that they contain an unbiased evaluation
of the economic facts of the pharmaceutical industry
and I feel it is incumbent upon myself to comment

on several issues which [ believe have been either
completely overlooked, or else have been improperly
emphasized in the majority views.

Reaction of the Industry

Through the years the Pharmaceutical Industry largely

ignored the function of informing the public about its methods

Nbid,

2Ibid.

3Senator Wylie was one of the minority members of

the Subcommittee.
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of operations, risks, profits, and contributions to human
welfare. This was one reason it became the subject of an
investigation. Seemingly, it did not recognize the serious-
ness of an inquiry and was poorly prepared to undergo close
scrutiny by Senator Kefauver and his staff. '""The industry
prepared its case before the investigation in a mood of high
confidence. Apparently, it anticipated that the taciturn
Kefauver could be easily handled. " 1

The first Industry witnesses attempted to defend
drug prices largely on the basis of therapeutic benefits to
patients. The Committee quickly countered by relating
costs of materials to retail prices. Industry representatives
then appealed to costs of research as reasons for their prices.
When the Committee pointed out that this was still a relatively
small percentage of sales, the Industry did not seem to be
able, or willing, to show clearly numerous other legitimate
costs of doing business, the great risks involved, or the fact

that actual profit percentages were neither exorbitant nor

lRit:hard Harris, ""Annals of Legislation', p. 6, infra.
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shocking. Such basic considerations should have been
anticipated. They were not and Kefauver gained the upper
hand immediately. The Industry was never able to muster

an adequate response. The prevalent Industry attitude toward
independence and isolation from public intercourse affected

its efforts.

The Kefauver Investigation Evaluated

on The List of Criteria

How can we judge the effectiveness of an Investigation?
What criteria should be employed? A list of criteria was
developed by first scrutinizing in depth a cross-section of
the literature concerning investigations in general, and second
analyzing the management, operation, and accomplishments of
four different Congressional investigations.

How does the Kefauver Investigation compare with these
standards? Figure 1l presents a graphic description. Later
chapters will provide additional evaluations by describing
some effects on business practices.

The criteria listed in Figure 1 suggest several main

operating guides:
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That investigations should not be launched

for political, personal, or vindictive reasons,
but because of a specific public need to gain
knowledge.

That the entire committee should participate

in establishing clear policy statements as to

the problem and subject areas to be investigated
at the outset of the investigation, and that they be
kept informed of the staff work and management
of the investigation as it progresses.

That the entire committee should participate in
the selection of the committee staff members,
and the staff should be selected on the basis

of their ability and impartiality.

That great self restraint and objectivity must

be practiced by investigators in the conduct

of an investigation.

That qualified witnesses should be called

which represent all significant viewpoints,

That public presentation should be made of
uncolored facts concerning the findings of

the investigation.
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FIGURE 1

EVALUATION OF THE KEFAUVER INVESTIGA TION BY

COMPARISON WITH CRITERIA !

In accordance
Criteria 2 with criteria*

Not in accordance
with criteria

Purpose

Selection of Chairman

Clarity of policy and
committee agreement

Preparation of work
program

Committee voice in planning

i kel

Selection of staff:
- ability X

- impartiality

- committee's voice

o] ko

Pre-preparation of
committee

Regular executive meetings
of committee

Encouragement of committee
members to participate

Preparation of topics for
examination of witnesses X

Logical progression of
questioning X

Standards of conduct

Freedom of witnesses to
call support X

Freedom of witnesses to
make complete statement

Qualified witnes ses called

Witnesses from all
significant viewpoints




=
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FIGURE 1 -- Continued

—

In accordance Not in accordance
Criteria with criteria * with criteria

Accuracy and completeness
of record X

Opportunity of involved to
examine record for
correctness

Bias

Wise use of investigative
power

Public presentation of
uncolored facts

LI PSR 1 IV

2Authors ranking.
1
See Chapter I, p.17 , infra.

*As in the semantic differential technique, the extremes are indicated
at each pole. Marks in the center column indicate neutrality.
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Figure 1 illustrates that the Kefauver Investigation did not
meet these criteria. For instead of determining how well
the Drug Industry was serving public needs, Senator Kefauver
and his staff primarily isolated and magnified Industry practices
which deviated from their own idealized conceptions. The
Investigation was planned and conducted by Kefauver and his
staff, with little or no consultation with members of the
committee. Rather than the committee selecting the staff
on the basis of ability and impartiality, the staff was selected
by Kefauver personally. The staff selected held negative
opinions of big business. As a result of ignoring the committee
members for most decisions, effective integration of talents,
abilities and experience of the entire committee was not
accomplished. And instead of using restraint in their
investigating practices, the record of the hearings shows
that Kefauver and his staff used the power of inquiry indis-
criminately in controlling testimony, selecting witnesses and
presenting facts supportive of an anti-Industry point of view,

In summary, an evaluation of the Kefauver Investigation
by comparing with a list of operational standards revealed that it

was deficient in almost every respect.
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Kefauver's Goals

The stated objective of the Investigation was to increase
competition and to lower prices. Kefauver hoped to increase
competition by changing the patent structure, forcing greater
use of generic names, having all production facilities licensed
(thereby giving a doctor greater confidence in prescribing
generically), and stimulating public pressure against drug
prices.

The record of the hearings shows that Kefauver was
against many pharmaceutical advertising practices, particularly
the amount spent on advertising. He endeavored to change the
function of advertising to that of education and information, and
to limit promotional claims. He considered trademarks to be
monopolizing forces, and sought their dilution.

Kefauver was also troubled by the proliferation of
products. He was sceptical of many therapeutic claims made
for similar types. He sought greater powers for the Food and
Drug Administration and the specification of provisions requiring
proof of efficacy as well as safety for all new products,

When Kefauver drafted the changes he wanted into a
Proposed Bill, Senate committees quickly erased the patent

revision proposals. Other aspects of his legislative proposals
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were not received with much enthusiasm, and it appeared that
most would never get out of commitice. However, the unfor-
tunate thalidomide incident (whereby some deformed babies
were born of mothers taking a new sleeping pill containing
thalidomide) stirred the concern of the nation and moved
politicians to action. After many committee meetings,
hearings and compromises, the Bill was finally passed through
the House Rules Committee.

The Industry faced a moment of truth as the Bill was
in the House Rules Committee. The first committee vote
was six to six which meant defeat. When this result was
announced, the PMA 1 reconsidered its opposition,
realizing that sooner or later some Bill (possibly more
demanding) would be passed. Therefore they let it be
known they would support 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. 2

lPharrnaceu.tical Manufacturers Association.

2John T. Kelley, "Three Years Later", Food, Drug
Cosmetic Law Journal (Chicago: Commerce Clearing House,
Inc.) January 1966, pp. 22 - 23.
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Legislation Arising Out of the Investigation

The Drug Amendments of 1962 to the Federal Food, Drug

and Cosmetic Act became law October 10, 1962, In essence,

new law established these provisions.

T

Safety and effectiveness must be established
in a new drug application. In previous
practice, the FDA : did consider effective-
ness in relation to safety; however, under

the new law, determination of effectiveness
was isolated as a specific end, and largely
transferred from the physician to a government
agency. From now on, before new drugs are
approved for marketing, it must be shown, by
"'substantial evidence' that the drug will have
the effect it purports, or is represented to
have. The burden of proof is on the manu-
facturer. Moreover, the FDA's power to take
drugs off the market was expanded. The
Secretary of Health, Education and Welfare
can remove a drug if he fears an "imminent

hazard to public health'".

lFood and Drug Administration.

the






- 90 -

Manufacturer's quality controls must meet

good current practice. Existing authority

of the FDA was thus broadened to allow
inspection of all manufacturing practices

and procedures which have a bearing on the

quality of drugs. The aim of this provision

was to give doctors greater confidence in

obscure producers, thereby encouraging
. 1 .

generic name - prescribing.

There is no longer automatic clearance of
new drugs by lapse of time without FDA
action, as under previous law. A new
drug cannot be marketed until the FDA

approves it. Under the previous law,

the FDA had a maximum of 180 days after
receiving an application (i.e. 60 days initially,
which could be extended to 180 days) to make

a decision. The new law, however, allows

180 days for initial consideration of the

application. If within that time the FDA is

1
The common name, as opposed to the trade name.
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not satisfied that a drug is approvable, it
must give notice of opportunity for hearing.
Appeal provisions can lengthen that period
by 210 days.

Before a new drug may be tested on human
beings, the manufacturer must supply to the

FDA the information specified as a ''notice

of claimed investigational exemption for a

new drug'', known as an "IND'", The IND

is required to include, among other things,

the following information:
- complete composition of the drug, its
source, and manufacturing information
adequate to show that appropriate standards
exist to insure safety.

results of all preclinical investigations,
including animal studies, which are
mainly directed toward defining its
safety rather than its efficacy.

a description of the investigation to be

undertaken.
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information regarding training and experience

of the investigators.

investigators are required to fill out a govern-

ment-supplied form showing their experience

and qualifications.

copies of all informational materials supplied

to each investigator.

certification that "informed consent' will be
obtained from the subjects or patients to

whom the drug will be given.
Generic names must be printed on labels and used
in drug advértising. They must appear in type
at least half as large as the trade name, and the

FDA has authority to designate generic names

for drugs. These are requirements designed to

make generic names more prominent, easier to
spell, and thereby to encourage generic-name
Prescribing.

Prescription drug advertisements and other
descriptive printed matter are required to show:

a) the ''generic name' of the drug, if one

exists, in type at least half as large as that
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used for the brand name ;

b) the drug's quantitative formula to the extent
required on the drug label; and,
c) the inclusion of a true and nonmisleading

""brief summary' of information as to

adverse side effects, contraindications,

and effectiveness of the drug for the

guidance of physicians.
Regulations hold that there has to be at least
mention of all the warning ideas in the package
insert (which must present complete information).
The information of side effects and contra-
indications must be adequately prominent and
presented in reasonably close association with
the information concerning effectiveness. Also,
a ''fair balance' between promotional claims and
cautions must be maintained within the promotional
message of the advertisement.
All antibiotic drugs to be administered to humans
are made subject to batch-by-batch testing and

certification by the FDA for identity, strength,
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quality, and purity, to assure they are safe and
effective before they are released for sale. The
manufacturer must bear the expense of such
testing.

Drug producers must register with the Health,
Education, and Welfare Department annually.
Each must be inspected by FDA inspectors at
least once every two years. This proviso was
also aimed at encouraging generic-name pres-
cribing by giving the doctor confidence in small
manufacturers.

Regulations were authorized to require adverse
effects and other clinical experience and
relevant data concerning drugs already on

the market to be recorded by the manufacturer
and reported promptly to FDA,

On request from the Commissioner of patents,
the Secretary of Health, Education and Welfare
is required to furnish information concerning

drugs which are the subject of a patent application,
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and is authorized to conduct, or cause to be
conducted research in connection therewith. )
These regulations did not fulfil Senator Kefauver's wishes
concerning lower drug prices. The regulations however, are
generally beneficial for consumers since they are primarily
concerned with assuring product safety. The direct results
should be safer products and more accurate product information.

The provisions concerning mandatory inspection of manufacturing

seem long overdue.

Summary

As part of a continuing quest to reduce the size and
power of big business, Senator Kefauver, as Chairman of
the Subcommittee on Antitrust and Monopoly and several
accordant staff members undertook an investigation of the
Drug Industry. Foci of the Investigation were prices, profits,
promotion practices, product safety and effectiveness, and
Industry concentration.

When the Kefauver Investigation was evaluated by

comparing it with the list of operational criteria for

1
United States Department of Health, Education and

Welfare, Summary of The Drug Act Amendments of 1962,
(Washington: Food and Drug Administration, 1963), 9 pp.
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conducting an investigation, it was found to be inferior in
almost all aspects.

The Drug Act Amendments of 1962 resulted from the
Investigation. They are primarily concerned with increasing
the power of the FDA, by providing: more rigid controls for
the development of new products, additional labelling require-
ments, new controls over advertising, and powers for
registration and inspection of manufacturing plants in

operation.
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CHAPTER IV

HYPOTHESES AND METHODOLOGY

Development of the Hypotheses

The Pharmaceutical Industry, confronted with the results of
the momentous investigational and legislative battles of 1959 to
1962, faced a future somewhat different from the previous decade.
The most serious challenge of Senator Kefauver's attack for the
Industry - weakened patent protection--was met and turned back.
But the turmoil of the Investigation and Drug Act Amendments
promised to change considerably the future climate of operation
of drug firms. A new e<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>