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t' ota.l d$f o."!11~ t.ion eff ots of thal • do.."!1\de, l • La:rrio!~ iesu d no 

w r. irtg to doctors in th United Stat.es, and ant no notific tion 

to the doctor ·n th ~·DA 1n oharg of. th thalido ·de a'!'.)plioa ion. 3 

'!her re many defeots in the FDA under Mr. Larrick. A 

look at the~ cords of drugs a1d controls over mi practic 1n 

d:rug ee.i"ety provid s xampl s or th s• def ct s. The FDA fo tJ1erly. 

had no way of knowing if a drug h d been taken off th mark t by 

a manufnctur r or if it had n ver been put on the market after 

FDA pproval. Aft initial approval, th dru, was out of F'D •s 

hendo and knowledge about the drug wa limited. 4 

1'h . c .s of Chlorom.yoetin is a sterling ex.ample of lack of 

1D oontr 1 and extrem ly poor drug manufacturin~ practices. 

Th ~ntibiotic was said by h-. rrio~ to be the best atm nt 

for t ypb. id fever. It b ea:ae known as t e be t drug to u., 

for any :minor ilment. 1o advers effecte we inolud din th 

advertising for the product. Af'Lr th drug h~ _, been availab e 

fox• $l v n years to million~ of people, its adverse effectr oame 

q ite apparent. th..- California State Department estixlle.t d that 

the incidence of de th on, tho., to whom Chloromyoettn wa5 

prescribed w s conservat.iv at one i n 60,000.,.5 These deaths re 

neadl as since other drug ere av ilable th t were les~ dang rou 
);--jD -

Jibid, - P• 130. 

4Ibi _, 0 112., 

.5lbid, - P• 9. 
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nd could do t.e job.6 

Larrick wa not a stron advocat<-;, for control of the drug 

man fa~t e~s. l wa opposed to a change in FDA r~quirements 

in 1960, tha ould call for armf.acturers to include, vith dru 

samples sent to doctoro, a brochure telling the authorized dosages, 

side eff eta, and contra.indica.t d uses. Larrick believed in the 

"willingne s of the prin~ip pha A.C&utical a"lUfaoture:rs to 

prov.id cO!ltplete 1nformation••• "7 Thi statement forms an int r sting 

contrast to one by Dr. Wiley, in 1930, 

There is a d~ stinct tendeney to put regul.ntions and roles 
for th enforcement of the law into the bQnds of the 
indust ias nag din food and drug activities. I consider 
thi one or the "lost pernicious thre ts to pure food a.nd 
drugs. Bu.sines. is l'1-(~ing rapid st.ride in the control ot 
ill of our affairs. "ihen we permit business in general to 
:reil:UlAte th qu~lity and char cter of our food and d~g 
supplies, we are treading upon vary dangerous g ound. 

Another weakn s in La.rrick's administration w s th& fact 

thGt although he had no pharmaceutical training, he was 1n a 

policy-making position that demanded training in the.t field. 

H i.alntained the practice of keepin eeoret 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 si ply as a matter of policyo Senator Humphrey wrote 

that the FDA appears to be run •toy a group of ex•i."'l.S'p ctors, 

- • ,. -=- ... 
6

1btq,. 

?Ibid, - • 14) • 

8Ibid, P• 132. 
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basically, as a police.type operation. ~9 

iliis is a very unfavorable look at a rna.n who was highly 

reg rded by both his start and by those with whom he worked 

outsid the FDA. He was a genial person and did not keep h:mself 

aloo~ from those whom her gul ted. Hi manner of pprachability 

and infor.-u.lity created an atmosphere of good will and roade compro­

mise possible between the fi>A and drug indu tries. 10 Ho ever, 

s some h ~ been quick to point out , this may not lrays ha¥ 

b en in the b st 1nter st of tha publie. 11 

Under ?• • Lar ick the 1'..efauver- Harris endment were passed. 

much n d d boo t to the beginning of reform in the 

FDA. Refom is u less without capable people in dministrative 

positi0n with a. desire a d th imagination to enforce those 

r forms. 1har was d finitely a need for "new blood" to ~ 1 ve 11 e 

to the K fauv r - Harri Amendments. 

"ls· olood" ha come in the form of the new oonmii sioner, 

tr .. J )"llE'lS L. Goddard. ff1 appointment is the r sult of a search 

by ""h Secretary of Health, F.duc tion, and 1'Jelfa:r , John Gru<dner 9 

aft r hi r appraisal .of FDA' problems of reorganization. 

Dr. Goddard is the f'irst medical doctor to he d the FDA in a 

gen ration and it is hoped that he TA"ill be only the firet of a 

succ ion of doctors i~ th position of c 

9~, P• 124. 

10Ru so in ervi w. 
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He ttended Mt. Union College, ·ashington and Lse University, 

Tompl e Universit;r, nd George Washington University School of 

Me icine, where he rec ived his medical degree. Afte~ being in 

private practice for little over a year, h~ began his government 

'ervice career as Medical O ~ieer in Char , Federal Em~loyea 

Health .:;ervice, Denver Federal nto:. Before co.:ning to the FD 

he had workad in the Pl.lbllo Health 0ervice•s Bureau of State 

Service- as chie-f of the Comm nio bl 12 Di ease Center in Atlanta. 

In the short ti e h has been t the FDA, he ha caused 

strife b twtJen many· of thoee organizations and individuals with 

whom George Larrick had ocen cm good terms throughout his twelve 

y are as Oommi sioner. At a me ting of the Pharrr.a.ceutical ?ian­

ufnctur rs Association at which Dr. Goddard spoke, he chastized it 

for submitting s.mateurish and in d qu.ate reports on the te t of 

drugs.· He condemn th pra.ctie Jf putting anything into a 

drug advertisement in order to ell a drug, no mat ter if it was 

the tl"'! th or not. ! e patient i more ii'lportant • hen the sale of 

a. drug. 1' . 

e is enforcing t: ... e 1 :ws in his jur'isdietion and the companies 

involved a fighting the control. Thirty~six pharmaceutic ls have 

t ken to· court their f i ght to be ral a~ d rom the requi , nt 

that the ganerie n me of thei~ product be put on the label 1th 

14 the trade nllf.'le. Thi would ubstantially reduce the profits they 

12Food and Drug dministration,J ms L. Goddar4t Bio6rapl}ic l 
Facts, 1966. 

lJJa~ s L. Goddard• speech deliv red before annual eting of th 
Pha ceutioal As ociation, Boca Raton, Florida, April 6, 1966. 

14· 
Gordon intarview. 
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enjoy at the present ti . 15 Dr. Goddard hns wa~ ed th advertising 

agencies as to the cont nt of the ads they rel .ase. 'lhe AMA has 
• . 16 

said that h bas er ated an atmosphere of hysteri ; he has 

rook d the public conf'idenc 1n th medical prof ss1on and the drug 

1ndustcy as he feels it should b t'oeked. 

In his brief ti an Commissioner, he ha caused not only 

eontrovEtrsy outsid the FDA but inside as 1tt ll. Dr. Joseph 

Sa.du k, dir etor of the Bureau of ""ediclne, r igned because 

of' Dr. Goddard's int rpretation of th regulatory nd legal amendments 

of the Kefauver-Harris A.~end:m.ents which ·h eon iders t oo strict. 

Dr. Goddard believes ·n and a.ets on the faet that doctors ca"lnot 

be 'the sol jud~ of the kind of med ~catio~ they give their 

patients. 1'hey may well be the victim of a sell organized 

cauipaign ·t.o I sell a drug d thou.t proper t sting or knowl dge of side 

effects s.r.d proper dosage. Drug companies i n the past have not 

d mon trat that thev ar complet ly honorable and interested 

solel:t in the h alth of th Ni.ion -when they put a drug on the 

ma.rket. 17 In tho past th FDA, with few exceptions, has been 

glad t help them in their attempts, but Dr. Goddard :i.s not interested 

in co t inuing this policy. 

He has come into the FDA and is bei-:'lg held rasponsibl £or 

the st otion of th Ag no • H h s frankly admitt ed. in 
. . 

front of the Hou e Suboommitt on Intergovernmental Rel~t1ons 

1.5Gordon int rvi w. 
16Donelan inte • ev-. 
17James L. 'oddard, speech befor R.U, ~pril 6, 1966. 



16 

that the investigat ion and the handling of so-l!~ drugs in the past by 

18 
the Fl)A has not been of the highest quality. 

His aim is to have "good med-cal ec1enoA rationally applied•19 

in the ··nA and thera is no reason why h should :oot ha"\i·F> it. 

Ho is trying to reci-ait o:ra and better scientists into the FDA 

and ti) establish a liaison with the different govt'rr--.;"'lent a.geno1es 

that deal with health probl!'3flls a.n.;i w'.lth th out aid.ie soient-lfio 

eonmn.L"'li ty. 

Tue goal cf the 'G'DA is to k ep mor peopl alive a d healt h.yo 

To this and tha FDA can and should exclude drugs f r.om t he i?la.rk t. 

and monitor ad r tising cla:\J~s and instl."Uction8 for ther.apy. 

'l'he duty of the FDA, as Dr. Godd$.rd sees it, i t.o resolve the 

quest ion of whether a doctor should -ri k try g a pr oblemat ;_cal 

n.:w drug or :ri k riot trying it. The ?DA must regu .at the drug 

industry so t~..at it produces effective, safo, and t hroughly 

tasted drugs th t can b used by the ohysic,ian with the confidence 

that it ~ill do ~hat he has been 1 ad to believ by advertisements , 

and brochure• The FD must be fimly committed tot king riskso 

With this pproach, Goddt1.rd•s administration will mos+ l :lke-ly 

r suit in tho us of pre eription dru s that are sli htly more 

da.ng.erous than thos o~ e arket tod!l,.y and a. gre, .t d al more 

benef'ioial. 20 ______ ,_,_ 

• • 18..rame ,. Goddard, Gpeecb. before lious Suboo?!lmittee on Int r -
"OV :rnrrt"mta1 Relation of the House Committ a ori Inter goverrn!lental 
Rel t1ona. Jun _26 , 1966. 

19The New York Times, May 15, 1966, seoti.on VI, p., 2). 

ZOibid 
' IL 

'-.., 
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To carry out the duty of the DA as Dr. Goddard s es it, 

the intern 1 struct~re must be mod1f1 d. A Special committ e 

headed by Rufus iles, former 4ss1stant Secretary for Administration 

• in 'the Department of Health, Education, and ·1elfare, recommended 

reorganization of the FDA. The Committee report, released on the 

day Dl·. Goddard w s sworn il"l s Co ssioner, m de thre basic 

conclusions about the FDA. It pointed out th urgent need for 

cl ar set of policies in th Agency and the need for a str ngthening 

and r ori entation of management. It also stated that ther is 

necessity to elevate th lev l cf scientific competenee in th. 'DA$ 21 

Two 1mm diate problems to be fac d w re the position of the 

scientist in the FDA and the orgG.nization of the Off ice of th 

Commissioner itself. I'he position of Associate Cornmissioner for 

Science, long vacant, wa filled to provid th Co ission r with 

advice and colmsel on problems irvol ving scientific jud©J!.ent • 

The job lso entails the coordination of all scientific activities 

in the Agency nd of th Sci nee Information program to the 

end that the .effort~ of 'th& Adm nistration are ost efficiently 

carried out and the results made ava1labl to all who ne d them. 22 

oth r r organizatio~al measure i~clude the combin t1on of 

- the Bur au of Scientific . es~a.reh and th Bureau of ,>oientific 

21James L. Goddard, speech before Special Subcommittee on 
Health, Education and Welfar Inve tigati o~ of the Hous~ Comfflitt e 
on Int rstate and .:'orei gn Commerce, June 20, 1966. 

22 James L. Goddard, spe ch b fore the Annual Conference of the 
Association of Food and Drug Off icials of the United Stai s, 
June 22, 1966. 
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Standard.a to form the Bu eau of Sci n • this .i.acilitat s the 

inte ohang of data amcng groups of sci nti ts in the Ag ncy. 

This Breau and the ssociate Commi 1oner for Scienoe wil work 

togeth r top e\rent n o~erlap of ffort and romote mo efficient 

mans of re aroh. 23 

rn ffic· of the Co"'lr.l oner has :mdergon chan e s 

r sul t of ,fodicar , Dru~ Abu Contro Amend:nents, and the 

Older American ct. The need for th Co:mni b'ioner to h ve c-c 

per on 11,y 1 .. tt.~·:;,ugh hi'¼ irrimed1 ate sts.f':f to leade1•s of i 1dustry 

for ffeotiv regulation and advice and to leaders of other 

overnment genoies ior ff ctive impl entation of the 1 w 

broug tab ut the creation of our nits serving th Commissioner 

di ctlye 24 

I'h i'irst unit i the Associ te Cocrrilis:siona'" for Compliance 

which 1 created a co- q 1 of he ci to ;ommissioner for 

Science ·.and will coordi. 'at all nativities oonoerned with voluntary 

and regulator~ eompliance. 25 

Th A sist. t COM!D.issioner for Educstion and Info ti.;n is 

designed to rn ,a the actions or the FDA in the field of h alth 

known to tho ublic nd t moasu e th ff ct.iv n ss of FDA 

programs • .the growing rol of ·tho ng th health 

of foreign nation is tho co corn of the Office of lnternational 

ffair • 26 

• 
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The final ddit~J to th ~ffie • of th Commissioner is the 

Off 10,. o _ Polic,1 Hana.g m nt. 'l'be Off ice is to coordinate and 

mon tor tiu r go.la Ot',11 otivi ti s of t · .. e Agenoy so that they do 

note rt i l or jeop ~d11.e th advanc bein made by th food , drug, 

27 and cos ,etic indust 1 s . 

A.."loth r revlm.on 1n th .ffic of ' a· Commission r i the 

attempt to brin_ th ioner into clo r contact with th 

ei hteen district office i•hich wou .d reduce th0 ov~rload o th9 

R gi.11 t ory C0; pli n ,; 3ur ~u. 28 

Outeid th& Offio of the CO"!lm S$1oner there hav been changes 

in the Bur au of Med· cine, t' e Bure s of Voluntary and Rugulatory 

Compli c • I'be m.irea.u of ,{odicine ha"' l-een reoraan zed to make 

i t ,ore tf~cti~ and oont mporary. On ~roup of cientists 

ow follow a d~ u through it • ew Th-ug Applic tion, utd Investigation 1 

New <.18 J pl i e tion, .from bogtnning to end. As 1.t wae previou ly • 

ev r 1 goup of sc 

tl1e various tage 
The Burenu of 

nt st wo ked on a drug 

29 or o roval. 
R _ 1lator<J Complia. oe has 

as it pass d thri,ugh 

~come t ' e burea.u 1n 

charge· of th n wly eomb1n d P.dvi ory Op1...~ion grou and Division 

of Ca e .• . rv1sion . Th . two gro1lps wer for erly in th Bur u 

of • uo tion and Voluntary Compliance. In ehan e fac-litate, the 

oversight of total e~fective ea of advising in~ustry 1n contrast 

. 1·? 

27rnte view with Arthu~ Davis, director, Of!ic of Policy 
• l).gement, Ji'ood- and Drug Administration , Nov. • 1966. 

28u.s. partment of Health • cation nd ·~elf&re, Peorganizat ion 
• fropos tr str1 t Off~c~~• 

.Food a 

29.Davis interview. 
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to the instances of viol tions or non-compliAnce~JO 

Thi pror,rarn. of reorganiz tion ha not ch~nged the number 

of bureaus o_ the FDA but h~s combined two t ~ake roo for the 

district offices to move upto direct control under the 

Commissioner. 3! !here has been also a switchi g of duties from 

ooe bureau to anoth r as in t he ca e of the move of Cas Supervision 

a. d Industry Advice fro the Burenu o ... Education and Voluntary 

Compliance to the Bureau of Regulatory Comp-ianc~. Dr. Godard 

ha"' :de ... emphasized control by bureaus and has stressed more control 

by his office.32 'lho head of the bureau i di etly accountable for 

all actions of his staff andwhen a meet'ng is held of bureau heads 

with the Commissioner, a concise, thorourh, and oompl te account 

of all work of the bureau is xpectod from its dir ctor. Dr. 

Goddard i~ not tha kind of men t . at daliberateiy tries to embarrass 

member of hi st - ff, but he inte.nds to run an efficient organization 

and :111 not Hpull hi6 punch 

JJ ageney. 

i. his drive to obtain such an 

Hie ai., in triving r ch a organization is to enable 

the ~DA to reP" late according to sound scientif ic judgment. 

This , tails, in th commercial food industry, the setting of -

:3o1nterv1 w 1ith F. • Clark, Deputy Direoto, » reau of Education 
and Voluntary COl'llplianoe, Food and Drug Administr t i on, Nov. 4. 1966. 

31For a diagramm,atical view of the FDA reorg tz tion, see the 
Appendix, chart v. 

32n vis intervi • 

JJrnterview with 'lneodore Cron, Aa i tant Commissio r f¢~ 
Education and Inform tion, Food d Drug dmini tra.tio~, 1'iJov. 4, 1966. 
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standards for food products to justify th faith the ousewife 

puts in the industry. This nee ssitat s that the FDA have the 

authority to review tho record of chemieal d'tivas that it 

do s not have at this tiril • In ord r to ~ssurs the pu lie of food 

fre fro, . ontamination, the l;DA must be m r. alert in its factory 

inspection for nicrocontaminates. 34 

In the drug industr:r, the Commissiono .. promises to e firmer 

in the ~nforcem .t of the ' .fauvar-liarri" Amend!r.e·nts th"'n was the 

Larrick ad.'Tl1n1 tr tion.35 He h stated t at he is not atisfied 

w1 th the perf orrnance of the drug tnanuf cturei-s or that of the 

E'DA :.i.n 1e submission and rev:t w of -: vestigatini'la.l wew Drug 

Applioations.36 To L".lsure U1e safety arid ffecti 0,1es of drugs, 

the '"DA proposes to b" stri.ct r in tho acceptance of r earch 

in th ield of new r'\.lgs. If th . inve·"'tica.tional Ne Drt1.g 

Applic tions bfn.itted by the· drug !"I nuf'actur ·r is 

unprofes iona.l it is to be canoell •• These a.pµJ.1.oat. ions arid 

any J$ D~g Ap l".cat o. t hat ar ineompl.te or thD • attr;i,1pt 

to hide detrim ntal ff cb of th drugs l>:1.11 not. b allowed and 

continua.nee of such practices will r.esult in increased go erom ntal 

control of the drug industry.37 

)4J 
of Food and 

Goddard• peech pre 6 ted a Co 
ug Officials, Kan as City, Ko. 

nc of . ssoci tion 
22, 1966. 

J.5Interv1 with lames Goddard, Commi s1on r, food and Drug 
Adlu1nt tratio'1, .Iov. 17, 1966 • 

.361i1t rview uith ed Cron• 'ssist nt Corunissioner i' or 
Educ .... tion and nfor ation, Fo d nd Dru Administr ti.on, ~1ov. 4, 1966. 

37J mes ~dard, speech delivered at the annal meeting of th 
Bha.r.naceutical. ••anufacturer Association, Boca 'R.ato. , Florid , 
April 6, 1966. 


