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and could do the same job.6

Larrick was not & strong advocate for control of the drug
manufacturers, iHe was opposed to a change in FDA requirements
in 1960, that would call for manufacturers to include, with drug
samples sent to doctors, a brochure teiling the authorized dosages,
side effects, and contraindicated uses, Larrick believed in the
fwillingness of the principal pharmaceutical manufacturers to
provide complete informationese™ This statement forms an interesting
contrast to one by Dr, Wiley, in 1930,
There is a distinet tendency to put regulations and rules
for the enforcement of the law into the hands of the
industries engaged in food and drug activities, I consider
this one of the most pernicious threats to pure food and
drugs, Business 18 mking rapid strides in the control of
all of our affairs, when we permit business in gemeral to
regulate the guality and character of our food and drgg
‘ippplies, we are treading upon very dangerous ground,
Another weakness in Larriek's administration was the faet
that although he had no pharmsceutiesl training, he was in a
policy-making position that demanded training in that field,
He maintained the prectice of keeping secret the files on drug
investigation done by the FDA or submitted to them from any
other government agencies, other drug firms, and an investigating
Congress simply as a matter of poliey. Senator Humphrey wrote

that the FDA appears to be run "by a group of ex«inspectors,

6
Abid,
7Ibid’ Pe 1430

81bid, p. 132,
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basieally, as a police-type operation.‘9

This ie a very unfavorable look at a man who was highly
regarded by both his staff and by those with whom he worked
outeido the FDA. He was a genial person and did not keep himself
aloof from those whom he regulated, His manner of apprachability
and informality created an atmosphere of good will and made compro=
niss Passible betvillii the FDA and drug industries.l® However,
as some have been quick to point out, this may not always have
been in the best interest of the publics11

Under Mr, Larrick the KefauvereHarris Amendments were passed,
They ﬁéro 2 much needed boost to the beginning of reform in the
FDA. 'Reform is useless without capable people in administrative
poaitio@é with a desire and the imagination to enforce those
reforms, There was definitoly a gaod for “newAblood" to pgive life
to the Kefauver-Harris Amendments, |

 '“How blood" has come in the form of the new commissioner,

Dr. James L. Goddard, $Hs eppointment is the result of a search
by the chrefary of Health, Education, and Welfare, John Gardner,
after his reappraisal of FDA's problemé of reorganization,
Dr. Goddard is the first medical doctor to head the FDA in a
generation and it is hoped that he will be only the first of a

succession of doctors in the position of commissioner,

91bid, p. 124,
10ru8s0 interview,
11Mintz, pe 130,
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He attended, Mt., Union College, Washington and Lee University,
Tempié» Ggiversity, and George Washington University School of
Medioine, where he received his medical degree, After being in
private practice for little over a year, he began his government
gervice career as Medical Officer in Charge, Federal Employee
Hedlth Service, Denver Federal Center, Before coming to the FDA
he had worked in the Public Health Service's Bureau of State
Services as chief of the Communicable Disease Center in Atlanta,lz

In the short time he has been at the FDA, he has caused’
strifo between many of those organizations and individuals with
whom George Larrick had been on good terms throughout his twelve
years asfﬁomminaionnr. At a meeting of the Pharmaceutical Mane
ufacturers Aﬁsociation at which Dr. Goddard spoke, he chastized it
for'éubmitting smateurish and inadequate reports on the tests of
drug5; ;ﬂb condemned the practice of putting anything into a
drué7iévortiaomant in order to sell a drug, no matter if it was
the tr@tb or not, The patient is more important than the sale of
% drug.13,

#e is enforeing the laws in his jurisdiction and the companies
involved are fighting the conirel. Thirtyssix pharmaceuticals have
taken to court their fight to be released from the requirement
that the generic name of their products be put on the label with

the trado-name.iu Thie would substantially reduce the profits they

12po0d and Drug Administration,James l, Goddards Blographical
Facts, 1966,

A 13Jamos L. Goddard, speech delivered before annual meeting of the
Phapmaceutical Association, Boeca Raton, Florida, April 6, 1966,

ﬁAl“Uordon interview,
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enjoy at the present time, 15 Dre Goddard has warned the advertising
agencies as to the content of the ads they release. The AMA has
said that he has created an amoMr; of hystarimm he has
rocked the publie confidence in the medical profession and the drug
industry as he feels it should be rocked,

In bis brief time as Commissioner, he has caused not only
eontroversy outéido the FDA, but inside as well, Dr, Joseph
Sadusk, director of the Burean of Medicine, resigned because
of Dre Goddard's intorproutioh of the regulatcrj and legal amendments
of the Kefauver-Harris Amendments which he considers too strict,
Dr. Goddard believes in and acts on the feeIt that doctors co;nnat
be the scle judge of the kind of medication they give their
patients, They may wéll be the victims of a sell orgsnized
canpaign to 'sell a drug without proper testing or knowledge of side
effects snd proper dosage., Drug companies in the past have not
demonstrated that they are completely honorable and interested
solely in the health of the :;i-ion when they put a drug on the
marketel? In the past the FDA, with few exceptions, has been
glad to help them in their attempts, but Dr, Goddard is not interested
in eontinuing this poliaey.

He has come into the FDA and is being held responsible for
the past actions of the Agéncy. He has frankly admitted in

front of ‘the House Subcommittee on Intergovernmental Relations

715Gozdon interview,
16ponelan intor!ﬁa;ﬁi':.
73ames L. Goddard, speech before PUA, fpril 6, 1966,
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that the investigation and the handling of some drugs in the past by
 the FDA has not been of the highest quality. 38

ﬁis aim 1s to have "good medical seclence rationally applied"w
in the FDA and there is no reason why he should not have it,
He is vtrying to recruil more and better sclientists into the FDA
and .io establish 'a liaison with the difforént goverrment agencies
that deal with health problems and with the outside scientifie
commanity. ‘ !

The goal of jihe FDA is to keep more people alive snd healthy,
T this bad the FDA can and should exclude drugs from the market
and monitor advertising claims and instructions for therapy.
The duty of t\ﬁe FDA, as .Dr. dedard sees it, is to resolve the
question of whether a doctor should risk trying a problematical
new drug or risk not trying it. The FDA must regulate the drug
industry so that it produées cffné:tiw, gafey, and thréughly
tested _di'ugs that can be used by ihg physician with the confidence
that it w¥ill do what he has been lead to believe by advertisements,
and bﬁfochuros. The FDA must be firmly committed to taking risits.
w:.th"thi# approach, Goddard's sdministration will most likely
result in the use of presoription drugs that are slightly more
dangerous than those on the market today and a great deal more
banefioiai.ge

\'\.

3‘8Jmaa L. Goddard, speech before House Subcommittee of Intere
govommental Relation of the House Cmittee on Intergovernmental
Relations, June 26, 1966,

39&9, Hew York Times, May 15, 1966, section VI, j*. 23.

2OE 1d
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To earry out the duty of the FDA as Dr. Goddard sees it,
the internal structure must be modified, A Bpecial committee
headed by Rufus Miles, former Assistant Secretary for Administration
in ‘the Department of Health, Education, and Welfare, recommetided
rt;rganization of the FDA, The Committee report, released on the
dggrnr. Goddard was sworn in as Commissioner, made three basic
conclusions about the FDA., It pointed out the ﬁrgbnt need for a
clear éot of policies in the Agency and the need for a strengthening
and reorientation of management. It also stated that there is a
nocoséity to elevate the level of aciontiric competends in the FDA.z1

Tﬁo immediate problems to be faced were the position of the
scientist in the DA and the organization of the 0ffice of the |
Commissioner itself, The position of Associate Commissioner for
Seience, long vacant, was f£illed to garma. the Commissioner with
advice and counsel on problems involving scientifie judgments,
The job also entails the coordination of all scientific activities
in ;he Agency and of the Science Information program to t&e
ondwiﬁat the efforts of the Administration are most efficiently
carriod out and the results made avnil@ble to all who need them,?2?

Other reorganizationzl measures include the combination of

the Bureau of Scientific Research and the Bureau of Scientifie

21 jomes L. Goddard, speech before Special Subcommittee on
Health, Education and Welfare Investigation of the House Committee
on Interstate and Foreign Commerce, June 20, 1956,

22Jnmes L. Goddard, speech before the Annual Conference of the
Association of Food and Drug Officisls of the United States,
June 22, 1966,
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Standards to form the Bureau of Science. This facilitates the
interchange of data among groups of scientists in the Agency.
fh&o Bureau and the Associate Commissioner for Seience will work
together to prevent an overlap of effort and promote more efficlent
means of ros&arch.za

The Office of the Commissioner has undergone change as a
result of Medicare, Drug Abuss Control Amandmohts. and the‘
Older American Act, The need for the Commissioner to have access
personally cr thiough his immediate staff to leaders of industry
for atfeétive regulation and advice and to leaders of other
govorément agencies so; effective implementation of the law
brought about the creation of four units serving the Commissioner
directly, 2"

 The first unit is the Associate Commissioner for Compliance

which wes created a do~equal of ths Associate Commissioner for
Selence and will eoordiﬁat§ all sctivities concerned with voluntary
;nd rogulatory aompllanoo.zs

The Aasi#thnt Commissioner for Educafion and Information is
designed to make the actions of the FUA in the field of health
known te the public and to measure tho\offectivnnoas of FDA
programs, The growing role of ‘the ¥DA in impreving the health
of foreign nations is the concern of the Office of International

Affairs, 20

2313d,
24 ke,
251144,
261034,
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The final addition to the “Ifice of the Commissioner is the
Office of Polioy lHanagement, The Office is to coordinate and
monitor the regulatory activities at. tm; Ageney so that they do
not eu.ruil or jeopardize the advances being made by the food, drug,
and cosmetic industries,2?

Another vevision in the Office of the Commissioner is the
attompi to bring the Commissioner into tloser contact with the
oighteen district offices which would reduce the overload of the
Regulatory Complisnce Buresu,28

Qutside the Uffice of the Commissioner th_tro have been changes
in the Buresu of Medieine, the Buresus of Voluntary and Rugulatéry
Complisnce. The Bureau of Hedicine has been reorganized to make
it more effective and contemporary. One group:of scientists
aow follow a drug through its Hew Drug Application, and Investigational
New Drug Applicationy from beginning to end. As it was previously,
several goups of seientiste worked on a drug as it passed through

the various stages for approval,
' The Bureau of Regulatory Compliance has become the bureau in

chnrge' of the newly combined Advisory Opinions group and Division
of Case Supervision, These two groups were formerly in the Buresu
of BEducation and Voluntary Compliance, The change facilitates the

oversight of total effectiveness of advising industrv in contrast

e
27Intamcw_w11;h Arthun Davis, director, Office of Policy
Management, Food and Drug Administration, Hov. &, 1966,

28U.S. Department of Health Education and Welfare, Pﬁg" rganization

; Proggﬁ; Bureau of Regulatory Compl isngo and Distridt Offices,
| Drag inistration, Sept. 8, °

29Davis interview,
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to the instances of violations or non-compll;noe.30

This program of reorganization has not changed the number
of bureaus of the FDA but has combined two to‘ylkc room for the
- distriet offices to move upto direct control under the
Commissioner. % There has been also a switéhing of duties from
one Bureau to another as in the case of the move of Case Supervision
and Industry Advice from the Buresu of Education and Voluntary
Complianc§ to the Pureau of Regulatory Complisnce, Dr. Goddard
hasdide~emphasized control by buresus and has stressed more control
by his offico.32 The head of the bureau is directly accountable for
all actions of his staff andwhen a meeting is held of bureau heads
with the Commissioner, a concise, thorough, and complete account
of all work of the bureau is expected from its director. Dr;
Goddard ie not the kind of man that deliberately tries to embarrass
a member of his staff, but he intends to run an efficient crganization
and will not "pull his punches® in ﬁis drive to obtain such an
agencj;BB

His alm in striving for such an organization is to enable
the FDA to regulate according to sound scientific judgment,

This entails, in the commercial food industry, the setting of -

IDInterview with Fe D. Clark, Deputy Director, Bureau of Education
and Voluntary Compliance, Food and Drug Administration, Nov, 4, 1966,

31For a diagrammatical view of the FDA reorganization, see the
Appendix, chartV. . o

3223V1s interview,

jjlnterviaw with Theodore Cron, Assistant Commissioner for
Education and Information, Food and Drug Administration, Wov., 4, 1966,
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standards for food‘p¥odncts to justify the faith the housewife
puts in the industry, This necessitates that the FDA have the
authority to revi§w the record of chemical additives that it |
does not have at this time, In order to assure thg'pﬁblio of food
!roo'frbm»oontamination, the FDA must be more alert in its factory
inspection for microountaminatua.au

In the drug industry, the Commissioner promises toc be firmer
in the énforoenont of the Kefauver-Harris Amendments then was the
Tarrhole aduind APER10a;90 1 H4 Bas statédt that he 1a notishbiarid
with the performance of the drug manufacturers or that of the
FDA in the submission and review of Iﬁinaﬁigational Hew Drug
Applioationl.36 To 1nsuée the safety and effectiveness of drugs,
the FDA proposges to be stricter in the acceptance of research
in the field of new drugs. If the Investigational New Drug
Applicitidns submitted by the drug maﬁutaciurora is
unprofessional it 1s to be caneelled. Tﬁesa applications and
any'Hﬁw Drug Applications that are incomplete or that attempt
to hide detrimental effects of the drugs will not be allowed and
continuance of such praoéices will result in inecreased governmental

control of the drug industry,3?

B“Jauos Goddard, speech presented at Conference of Association
of Food and Drug Officials, Kansas City, Mo. June 22, 1966,

Interview with $ames Goddard, Commissioner, Food and Drug
Administration, Nov. 17, 1966,

36Interview with Ted Cron, Assistant Commissioner for
BEducation and Information, Food and Drug Administration, Nov. &, 1966,

37 5ames Goddard, speesch delivered at the annual meeting of the
Pharmaceutical *““anufacturers Association, Boea Raton, Florida,



