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In t roduct ion  

This in te rv iew wi th  Winton Rankin i s  one of a  s e r i e s  of in te rv iews 

c a r r i e d  out  w i th  key persons involved w i t h  t h e  passage of t h e  Kefauver- 

Har r i s  Amendments of 1962 t o  t h e  Food and Drug Act. 

This  a c t  coclprised t h e  most s i g n i f i c a n t  a l t e r a t i o n  of t h e  Food and 

Drug Act s i n c e  t h e  1930's .  I n  p a r t  t h e  aendmen t s  t ightened pre-market 

c learance  of p r e s c r i p t i o n  drugs by adding t h e  requireinent t h a t  drugs had 

t o  be proven e f f e c t i v e ,  a s  we l l  as  s a f e ,  f o r  t h e i r  intended purposes. 

Pmong o t h e r  th ings  t h e  a c t  a l s o  attempted t o  c o r r e c t  ;advertising abuses, 

t i z h t e n  l a b e l i n g  requirements and broaden inspec t ion  powers of t h e  Food 

and Drug Administrat ion.  

The passage of t h e  a c t  was preceded by an extensj-ve i n v e s t i g a t i o n  

i n t o  t h e  economics of t h e  e t h i c a l  drug indus t ry  under t h e  guidance of 

Senator  Es t e s  ~ e f a u v e r ' s  A n t i t r u s t  and Xonopoly Subcommittee. Senator  

Kefauver's main l e g i s l a t i v e  goal had been t o  reduce p resc r ip t ion  drug 

p r i c e s  by i n f u s i n g  g r e a t e r  competition i n t o  what he  f e l t  was a  market 

dominated by a r e l a t i v e l y  small group of l a r g e  manufacturers.  He intended 

t o  do t h i s  through a  s e r i e s  of r egu la t ions  t h e  most c m t r o v e r s i a l  of which 

involved a l t e r a t i o n  of  t h e  pa ten t  laws as  they  per ta ined  t o  p r e s c r i p t i o n  

drugs. Most of h i s  p r i c i n g  amendments were d e l e t e d  from t h e  law before  

passage. Indeed t h e r e  probably would have been no l e g i s l a t i o n  enacted a t  

a l l  except  f o r  t h e  thalidomide t ragedy which spurred  Congress t o  ac t ion .  

Winton Rankin, t h e  sub jec t  of t h i s  in te rv iew,  i s  one of t h e  few top 

ranking ca ree r  Food and Drag a d n i n i s t r a t o r s  a c t i v e  i n  t:he FDA i n  the  50 ' s  

and 60 's  who i s  s t i l l  a l ive .  Both George L a r r i c k  and John Harvey, t h e  

commissioner and deputy commissioner of t h e  FDA i n  t h e  e r a  of t h e  Kefauver 

l e g i s l a t i o n  a r e  now dead. 



. Rankin's long experience i n  t h e  F3A nakes him a marvelous source 

f o r  agency a t t i t u d e s  concerning Kefauver 's  l e g i s l a t i v e  e f f o r t s .  He began 

h i s  ca ree r  wi th  t h e  FDA i n  1939 as  a seafood inspec to r .  Over t h e  years  he 

worked h i s  way up t h e  ranks of t h e  agency. From 1954 t o  1961 he was a s s i s t -

an t  t o  t h e  commissioner. By 1961 he had become a s s i s t a n t  commissioner and 

i n  1966 he became deputy commissioner, a pos t  t h a t  he he ld  u n t i l  l a t e  1969 

when he was moved i n t o  a p o s i t i o n  i n  I E W  out  of t h e  FDA. A s  a s s i s t a n t  t o  

t h e  commissioner i n  t h e  f i f t i e s  and e a r l y  s i x t i e s ,  Xr'. Rankin was involved 

i n  t h e  passage of food and drug l e g i s l a t i o n  and congressional  r e l a t i o n s .  

This  o r a l  h i s t o r y  t r a n s c r i p t  i s  der ived  from a tape-recorded in terv iew 

of approximately an hou+ and a h a l f  h e l d  with Xr. Rankin a t  h i s  home in 

t h e  suburbs of Washington, 3 . C .  Xr. R.ankin, now r e t i r e d  from government 

s e r v i c e  was a gracious hos t  and cooperat ive sub jec t .  I n  e d i t i n g  t h e  t ran-  

s c r i p t ,  M r .  Rankin made only  a few minor changes. 

Richard E.  McFadyen, Ph.D. 
His tory  Department 
Univers i ty  of North Carol ina 
a t  Greensboro 



M: This i s  an in terv iew wi th  M r .  Winton Rankin of Ar l ington ,  Virg in ia .  I 

am Richard McFadyen of t h e  His tory  Department a t  t h e  Un ive r s i ty  of North 

Carol ina a t  Greensboro. Today is February t h e  l s t ,  1974. I ' m  going t o  s t a r t  

off by asking Yr. Rankin t o  t e l l  me a l i t t l e  b i t  about h i s  background i n  t h e  

FDA--the var ious  pos i t i ons  t h a t  he he ld  t o  he lp  us p lace  him i n  t h e  FDA 

hierarchy.  So, i f  you w i l l  s t a r t  with t h a t  ques t ion .  

R: A l l  r i g h t .  I began work with t h e  FDA i n  1939 a s  a seafood inspec to r .  In  

1940 I became a food and drug inspec to r  covering a l l  phases of t h e  agency's 

work. I operated a t  s e v e r a l  l oca t ions  alonx the  A t l a n t i c  coas t  as  i n spec to r  

w d  chief inspec tor .  I n  1946 I was t r a n s f e r r e d  t o  t h e  admin i s t r a t ive  o f f i c e s  

ia  Washington, D.C. and served the re  a s  admin i s t r a t ive  a s s i s t a n t  and i n  

seve ra l  o the r  c a p a c i t i e s  u n t i l  I became Ass i s t an t  Commissioner i n  e a r l y  1961. 

In 1966 I became Deputy Commissioner and he ld  t h a t  post u n t i l  l a t e  '69 when 

I was t r a n s f e r r e d  t o  t h e  departmental  o f f i c e s  out  of t h e  Food and Drug 

Administration. 

X: luxat pos i t i on  did you hold i n  the  l a t e  '50's--about t h e  time of t h e  

Kefawer  hear ings?  

R: S t a r t i n g  i n  1954 I was a s s i s t a n t  t o  t h e  Commissioner. F i r s t  f o r  pest icide 

a c t i v i t i e s  u n t i l  1956 and f o r  genera l  act ivi t ies--cover: ing l e g i s l a t i o n ,  plan- 

n ing ,  pub l i c  r e l a t ions - -un t i l  I was made Ass i s t an t  Commissioner i n  t h e  e a r l y  

'60 's .  

1 :  So from about 1954 t o  about 1961 you were a s s i s t a n t  t o  t h e  Commissioner? 

R: That is co r rec t .  



: And could you desc r ibe  a l i t t l e  b i t  more f u l l y  wh.st kind of responsi-

b i l i t i e s  t h i s  e n t a i l e d ?  

R: During much of t h a t  t ime I was involved i n  l e g i s l a t i o n  and congressional  

r e l a t i o n s .  I was a c t i v e  i n  work on t h e  food a d d i t i v e s  amendment before i t  

became law and i n  he lp ing  t o  implement i t  a f t e r  i t  became law. I was a c t i v e  

i n  t h e  work leading  t o  t h e  passage of t h e  hazardous substances l abe l ing  a c t  

and t h e  co lo r  a d d i t i v e s  amendment--both i n  1960. And a l s o  i n  work leading  

t o  t h e  enactment of t h e  drug amendments of 1962. I n  a d d i t i o n  t o  t h e  l e g i s -  

l a t i v e  a c t i v i t i e s ,  I was invloved i n  genera l  admin i s t r a t ion  under t h e  super- 

v i s i o n  of t h e  Commissioner. 

M :  Now, i n  r e l a t i o n  t o  legislation--was i t  your r e s p o n s i b i l i t y  t o  be c r e a t i n  

new l eg i s l a t ion - - in  o t h e r  words, t o  be looking t o  t h e  f u t u r e  i n  terms of what 

kinds of l e g i s l a t i o n  was needed--or--does t h i s  ques t ion  make any sense? 

R: A t  a l a t e r  t ime t h a t  was my r e s p o n s i b i l i t y ,  bu t  i n  t h e  l a t e  1950's and 

very e a r l y  1960's--the time of t h e  Kefauver hearings--1 would say t h a t  my 

r e s p o n s i b i l i t i e s  were more of a  t echn ica l  na tu re  and t h e  Commissioner and 

Deputy Commissioner assumed primary r e s p o n s i b i l i t y  f o r  t h e  "looking t o  t h e  

fu tu re . "  

M: Yeah, yeah--as a  kind of planning. So yours was a t e c h n i c a l  r e s p o n s i b i l i  

That is.. . 

R: A t  t h e  time of t h e  Kefauver hearings,  yes.  

H: Right. I n  o t h e r  words, you would be t h e  man who would he lp  i n  t h e  a c t u a l  

wording of t h e  l e g i s l a t i o n  or . . . ?  

R: I would work wi th  t h e  Department's a t to rneys  on wording. I would serve  a  



a go-between between the  Commissioner and t h e  s c i e n t i s t s  whose views needed 

t o  be taken account o f ;  t h e  Commissioner and t h e  lawyers upon occasion althoui 

the  Commissioner himself was in t ima te ly  involved i n  much of t h i s  work. He 

d i d n ' t  d e l e g a t e  a l l  of t h e  r e s p o n s i b i l i t y .  

M: Yaybe t h i s  would be a  good poin t  to--I guess I ' m  t r y i n g  t o  f ind  out  who 

were t h e  people who were respons ib le  r e a l l y  f o r  what ' s  going on. I know 

Lar r i ck  a t  t h i s  poin t  was Commissioner. Who were t h e  men d i r e c t l y  under him? 

R: The people tlhat were pr imar i ly  respons ib le  f o r  t h e  l e g i s l a t i v e  e f for t - -  

t h a t ' s  what you're r e f e r r i n g  t o ?  

M :  !Jell, t h a t  too. I ' m  s o r t  of looking a t  an o v e r a l l  kind of p i c t u r e .  

R: Overa l l :  La r r i ck  a s  Commissioner and John Harvey a s  Deputy Commissioner 

were respons ib le  f o r  t h e  t o t a l  opera t ions  of t h e  FDA. Under them t h e r e  were, 

f o r  a  period of time, two Associate Commissioners: Xalcolm Stephens who was 

engaged p r imar i ly  i n  t h e  enforcement a c t i v i t y  and Robert Roe who was engaged 

f o r  a pe r iod  of t ime i n  t h e  planning a c t i v i t y  and l a t e r  a s  d i r e c t o r  of t h e  

s c i e n t i f i c  a c t i v i t i e s  of t h e  Agency. Then our  ope ra t ion  was heavi ly  dependent 

upon our  gene ra l  counsel ,  i?r. IJilliam Goodrich, who was  a l s o  q u i t e  a c t i v e  i n  

t h e  l e g i s l a t i v e  p i c t u r e .  That gives you a p i c t u r e  of t h e  key people who were 

running t h e  Agency a t  t h a t  time. 

M: Would it be accura te  t o  say t h a t  M r .  John Harvey was t h e  man during t h i s  

t i m e  who was t h e  most respons ib le  f o r  f u t u r e  planning or--in terms of 

l e g i s l a t i o n ?  

R: Probably so .  Althoush Larr ick  kept  h i s  hand i n  on t h a t  as  wel l .  The two 

of then  were r e spons ib le ;  yes ,  I expect M r .  Harvey had a  g r e a t e r  percentage of 

the  r e s p o n s i b i l i t y  f o r  day-to-day planning. 



: I ' m  i n t e r e s t e d  i n  t ry ing  t o  l e a r n  a l i t t l e  b i t  about t h e  kind of environ-

ment t h a t  ex i s t ed  i n  FDA i n  the  l a t e  ' 50 ' s .  !&at do you see  a s  some of the  

s o l i d  achievements of t h e  FDA--or can you make some kind of gene ra l  comment 

about morale--or t h e  genera l  f e e l i n g  of t h e  "A i n  t h e  l a t e  ' 5 0 t s ?  Do you 

ge t  the  g i s t  of what I ' m  ... 

R: Yes. You're r e f e r r i n g  t o  the  t i n e  between roughly 1955 and 1960? 

M :  Yes. 

R: Well, t o  respond t o  your ques t ion  i n  t h e  l i g h t  of :some d i scuss ions  t h a t  

we had j u s t  a  moment ago, I be l i eve  I need t o  go back beyond t h e  mid-'50's 

and s t a t e  very b r i e f l y  some background from--oh, even l938, when t h e  Federal  

Food, Drug and Cosmetic Act was enacted--the r e a l  modernization on the  o ld  

nineteen-hundred and s i x  law. The Agency s t a r t e d  i n  a f t e r  t h e  1938 law was 

passed, with a  tremendous amount of energy,  enforc ing  t h e  nev provis ions  of 

t h e  law. Pnd, a s  t h e  years  went on, t h e r e  were a r e a s  i n  which t h e  law proved 

i t s e l f  t o  be d e f i c i e n t .  E f f o r t s  were made t o  c o r r e c t  those--some successfu l  

and some not  success fu l .  Of perhaps even more importance a s  t h e  years  went 

on, t h e  tremendous technologica l  developments of T.lorld War I1 became ava i l ab le  

t o  t h e  c i v i l i a n  s e c t o r  of t h e  economy a s  w e l l  a s  t o  t h e  m i l i t a r y ,  a f t e r  the  

war ended. And, r e a l l y ,  the  technologica l  explos ion  i n  t h e  food and drug 

i n d u s t r i e s  from about 1946 up u n t i l  1960 was something t h a t  few people could 

keep ab reas t  o f .  F9A t r i e d  manfully t o  do so .  Former Conmissioner Paul Dunbz 

1 know, i n  1948 was l a r g e l y  respons ib le  f o r  s t imu la t ing  i n t e r e s t  i n  Congress 

t h a t  l e d  t o  t h e  Delaney Hearings on chemical a d d i t i v e s  i n  foods and l a t e r  t o  

t h e  passage of the  p e s t i c i d e  law i n  1954 and t h e  food a d d i t i v e s  l a w  i n  1958. 

But FDA did  not  ge t  adequate s t a f f  t o  keep a b r e a s t  of a l l  t h e  new development: 

I th ink  one of t h e  major cont r ibut ions  t h a t  FDA -d i d  makt2 during t h e  period of 



t h e  '50 ' s  w a s  t o  recognize how f a r  i t  was f a l l i n g  behind t h e  progress  of t h e  

indus t ry  and t o  seek a s s i s t a n c e  from an ou t s ide  group, t h e  C i t i z e n ' s  Advisory 

Cornnittee, which was formed about 1954 and rendered i t s  r epor t  more than a 

year  l a t e r .  Xow what was your question--I 've e s t a b l i s h e d  my background. 

?I: I was j u s t  asking you gene ra l ly  what was t h e  atmos?here i n  t h e  e a r l y  '50 ' s  

and '60 's .  

R: Yes. A l l  r i g h t .  The atmosphere i n  which we opera ted  i n  t h e  period of t i m  

from about 1955 t o  1960 was one of t r y i n g  t o  ca tch  up. The C i t i z e n ' s  Advisory 

Committee t h a t  I mentioned found t h a t  t h e r e  should be a tremendous expansion o 

money and competent personnel  i n  FDA. The Department and t h e  Congress were 

responsive t o  the  needs and began furn ish inq  funds t o  p e r n i t  such expansion. 

A g rea t  many new people were brought i n t o  t h e  Agency. We d i d n ' t  have t i m e  t o  

give them t h e  long,  slow t r a i n i n g  t h a t  had been given t o  some of us  who c m e  

i n  e a r l i e r .  A number of t h e  newcomers were unhappy a b o ' ~ t  what they regarded 

a s  t h e  backward ways of t h e  Agency. There was, I would say ,  some considerable 

d i scon ten t  both  wi th in  and o u t s i d e  t h e  Agency about t h e  way th ings  were going. 

But,  d e s p i t e  t h a t ,  t h e r e  was a f e e l i n g  t h a t  the  Food & Drug Administration 

was making very worthwhile accomplishments--was doing a  job  t h a t  i t  could be 

proud o f .  

: Would you agree then t h a t  FDA was t r y i n g  t o  ca t ch  up i n  t h e  a rea  pa r t i cu la .  

of p r e s c r i p t i o n  drugs-was t h i s  an a r e a  t h a t  some ca tching  up needed t o  be don1 

i n ? 

R: I ' m  no t  s u r e  t h a t  FDA r e a l i z e d  in--well, before  t h e  Xefauver Hearings--how 

f a r  behind i t  was i n  t h e  a r e a  of  p re sc r ip t ion  drugs.  Ye:;, i t  was t r y i n g  t o  

catch up--there was no ques t ion  t h a t  t h e  answer i s  'yes '  t o  t h a t  ques t ion ,  but  

I would have t o  qua l i fy  i t  by saying t h a t  i t  probably d i d n ' t  know how much 



catching-up needed t o  be done. 

: Well,  good--that's j u s t  the  poin t  I was t r y i n g  t o  g e t  t o .  Then you do 

s o r t  of agree  t h a t  t h e  Kefauver Hearings perhaps--sort of--maybe "woke up" 

the  FDA is too s t rong ,  bu t  at l e a s t  a l e r t e d  t h e  FDA t o  problems i n  t h e  drug 

a rea  t h a t  they j u s t  r e a l l y  weren't  aware of--of course ,  t h a t  nay be a l i t t l e  

too s t rong.  

R: It--I wouldn't say  it q u i t e  t h a t  way--it might cone out  t o  much t h e  same 

conclusion a s  your statement--ve were not  aware--I wasn ' t ,  and I be l i eve  most 

of t h e  o the r s  i n  FDA were not--we were not  aware of t h e  e x t e n t  of t h e  abuses 

t h a t  were revealed by M r .  Xefauver i n  h i s  hea r ings .  C e r t a i n l y  t h e  hear ings  

"woke up" FDA a s  you expressed i t .  I th ink  t h a t ' s  a f a i r  way t o  put  i t .  

They brought t o  our  a t t e n t i o n  & t o  t h e  a t t e n t i o n  of t:he gene ra l  publ ic  j u s t  

how much more was needed i n  the  vay of a t t e n t i o n  t o  drugs.  ?low, I th ink  i t  

i s  a l s o  f a i r  t o  poin t  out  t h a t  even though we had been a s  aware of what was 

going on a s  M r .  Kefauver, I b e l i e v e  we couldn ' t  have done anything about i t  

u n t i l  the  publ ic  a l s o  becane aware. A regula tory  agency, cont rary  t o  the  

b e l i e f  of many people, doesn ' t  run out  i n  f r o n t  of  p u b l i c  support  and c r e a t e  

the c l ima te  i n  which i t  ope ra t e s .  A r egu la to ry  agency -nust fol low t h e  wishes 

of people genera l ly  and ope ra t e  i n  t h e  c l imate  t h a t  the:y s e t  f o r  i t  and t h e  

pub l i c  awareness of what was going on j u s t  p r i o r  t o  t h e  Kefauver Hearings 

was such t h a t  t h e  Agency cou ldn ' t  have done much nore  than  i t  was doing anywa: 

M: Well then, t h a t  b r ings  us t o  an i n t e r e s t i n g  ques t ion  then. How did  t h e  -
FDA rece ive  Kefauver's hea r ings?  I n  o t h e r  words, on t h e  one hand, i f  what 

you say  i s  t r u e ,  and I -with you, i t  would seem t h a t  FDA would have s a i d  

'good, he re ' s  someone who v i l l  s t i r  up controversy and v i l l  g us t h i s  

c l i a a t e  of opinion s o  t h a t  perhaps we can ge t  new l e g i s l a t i o n  through. '  But 

on t h e  o the r  hand, - the  FDA might have s a i d ,  e s p e c i a l l y  i n  l i g h t  of t h e  Henry 



blelch a f f a i r  and o t h e r  t h i n g s ,  'This guy is being c r i t i c a l  of u s . '  How did-- 

i n  o ther  words, I ' m  asking you how did  t h e  FDA r e a c t  ::o Xefauver 's probe? 

R:  Well i n  the  f i r s t  p l ace ,  f o r  my p a r t  and I expect  f o r  t h e  p a r t  of a  number 

of the  o t h e r s ,  I had cons iderable  doubt be fo re  i t  s t a r t e d  t h a t  M r .  Kefauver 's 

probe would have much t o  do with FDA anyway. 

R: Because @ i n v e s t i g a t i v e  hearings t h a t  s t a r t e d  i n  l a t e  '59 were concerned 

p r i n c i p a l l y  with p r i c e s  and monopoly ques t ions  and we had maintained f o r  many 

years  t h a t  FDA had noth ing  t o  do with p r i ces .  And whi le  t h e  ques t ion  hadn ' t  

been asked i n  those words, i f  i t  had been, we certain1:y would have maintained 

t h a t  we had nothing t o  do with monopolistic p r a c t i c e s ,  o r  c o n t r o l l i n g  them. 

So, our f i r s t  r e a c t i o n  was 'F ine ,  M r .  Kefauver, you've got  an i n t e r e s t i n g  

i n v e s t i g a t i o n ,  but  what 's  i t  go t o  do with FDA?' 

R: Now, as  the i n v e s t i g a t i o n  progressed,  i t  becane q u i t e  apparent  t h a t  M r .  

Kefauver was g e t t i n g  i n t o  a reas  t h a t  are of concerg and were of concern t o  

FDA--the p u r i t y  of drugs ,  t h e  confidence t h a t  t h e  American pub l i c  can p lace  

i n  claims made f o r  drugs.  But even then f o r  a  per iod  of t ime, I f o r  one and 

I expect o the r s ,  f e l t  t h a t  t h i s  Kefauver i n v e s t i g a t i o n  r e a l l y  wasn't  t h e  one 

t h a t  was going t o  do much f o r  us because Mr. Kefauver was not  a  p a r t  of the  

committee s t r u c t u r e  up on Capi to l  H i l l  t h a t  o r d i n a r i l y  d e a l t  wi th  subs t an t ive  

food and drug ma t t e r s .  

R :  By the  time F i r .  Kefauver got  around t o  making h i s  r e v e l a t i o n s  about D r .  



Welch and D r .  Velch 's  o u t s i d e  a c t i v i t i e s ,  t h e r e  wasn ' t  any ques t ion  i n  

anyone's mind but  t h a t  h i s  i nves t iga t ion  did bea r  on us  q u i t e  heavi ly .  

EX: And I suspect  i n  a  way t h a t  you would r a t h e r  i t  hadn ' t .  I n  o t h e r  words, 

i t  wasn't  s e t t i n g  t h e  kind of cl imate f o r  l e g i s l a t i v e  changes. 

R:  Well, it was acu te ly  embarrassing (M: yes ,  yes)--no ques t ion  about t h a t .  

Oh, we would have been much happier  had we r e a l i z e d  wt.at was going on and bee1 

ab le  t o  take c a r e  of t h e  mat te r  ourse lves ,  wit:lout having i t  spread out  on tht 

pub l i c  record of an i n v e s t i g a t i v e  hearing,  but  s i n c e  we d i d n ' t ,  I must agree 

t h a t  i t ' s  f o r t u n a t e  t h a t  M r .  Kefauver d id  delve deeply i n t o  what was going on 

and l a y  the  f a c t s  on t h e  record.  

M :  We can go i n  two d i r e c t i o n s  here .  We should t a l k ,  I t h i n k ,  some about t h ~  

Henry Welch a f f a i r ,  bu t  before  we ge t  i n t o  t h a t ,  what -would you say  was t h e  

a t t i t u d e  towards Kefauver? Was i t  a  kind of--a--zaybe b e l l i g e r e n t  i s  too 

s t rong  a  word--a--how was t h e  r e l a t ionsh ip  between Kefauver and h i s  s t a f f  

when the  FDA began t o  r e a l i z e  t h a t  maybe some kind of :Legislation was going 

t o  come out  of t h i s ?  

R: TjJell, t h e  r e a c t i o n  toward M r .  Kefauver when he  f i r s t  i nd ica t ed  t h a t  he 

wanted t o  in t roduce  l e g i s l a t i o n  t h a t  would he lp  t h e  Agency do a  b e t t e r  job 

was t h a t  M r .  Kefauver probably was j u s t  t r y i n g  t o  grab some handle t h a t  would 

help him ge t  h i s  p r i c e  and anti-monopoly provis ions  before  t h e  Congress and 

hopeful ly through t h e  Congress. And, a s  I mentioned, w e  d i d n ' t  b e l i e v e  we 

were going t o  g e t  any l e g i s l a t i o n  through Xr. Kefauver.  So t h e  a t t i t u d e  a t  

t h a t  time was c e r t a i n l y  not  belligerent--ah--perhaps t o l e r a n t  would be t h e  

word? 'Le t ' s  humor t h e  gentleman and h e ' l l  go away eventua l ly  when he f i n d s  

out he c a n ' t  g e t  any law!' (M: Heh-heh) La te r ,  a s  i t  became apparent  t h a t  

Mr. Kefauver was having some considerable impact on t h e  Bil l --I  b e l i e v e  you 



pointed out  i n  your thes is - - there  wasn ' t  a  g r e a t  d e a l  of a s s i s t a n c e  given 

Nr. Kefauver. I n  f a c t  t h e r e  was a cons iderable  rush t o  come up wi th  an 

admin i s t r a t ion  b i l l  t h a t  could be introduced i n  l i e u  of t h e  Kefauver b i l l .  

PI: Is my judgment accura t e  on t h a t ?  

R: Some of t h e  o t h e r  people t h a t  you're  going t o  in terv iew w i l l  have more 

f i r s t -hand knowledge of t h e  a c t u a l  decision-making process.  But--yes--my 

observat ion i s  t h a t  t h e r e  was a  considerable rush t o  ge t  an adminis t ra t ion  

b i l l  up t h e r e  be fo re  M r .  Kefauver got  h i s  b i l l  passed. 

?I: Because, I haven' t  go t ten  t h i s  down on tape  y e t  but  I ' v e  got  t h e  impressic 

t h a t  c e r t a i n  people t h i n k  t h a t  t h e  FDA had long been working on i t s  own omnibu 

b i l l  and t h a t  Kefauver a c t u a l l y  took much of his--his  provis ions  from t h e  FDA 

b i l l .  

R: we l l - - l e t ' s  look a t  what happened. M r .  Xefauver and h i s  s t a f f  came down 

t o  Comiss ione r  ~ a r r i c k ' s  o f f i c e  before  he introduced any b i l l  and s a i d  

'Comiss ione r ,  what would you l i k e  t o  have i n  t h e  way of drug l e g i s l a t i o n  

concerning p r e s c r i p t i o n  drugs? You t e l l  me and I ' l l - - i . f  I can agree with it--

I ' l l  put  i t  i n  my b i l l . '  

M: Do you have any idea  when t h i s  was? 

R: Ohh. Do you want t o  save some more t ape  >ahile I th ink?  

X: A l l  right--when d id  you r e c a l l  t h a t  Kefauver met wi th  Larr ick?  

R: This  was before  M r .  Kefauver introduced h i s  f i r s t  b i l l .  He came t o  the  

C o m i s s i o n e r ' s  o f f i c e  w i t h  h i s  s t a f f .  I was p resen t  a t  t h e  meeting. John 

Harvey was present .  La r r i ck ,  of course. And perhaps others--I'm n o t  su re .  



-- 

1 !.7as John B l a i r  t he re?  

R: Yes, John B l a i r  was the re .  The Senator expla ined  t h a t  i n  h i s  view, 

l e g i s l a t i o n  was necessary t o  d e a l  with a reas  n o t  adequately covered a s  regards  

p r e s c r i p t i o n  drugs. And he would l i k e  t o  have h i s  s t a f f ,  i n  d r a f t i n g  i t ,  con-

s i d e r  any recomendat ions  t h a t  FDA wished t o  make f o r  new l e g i s l a t i o n .  Commis 

s i o n e r  La r r i ck  d i d o u t l i n e  a number of provisions-- the exac t  ones I wouldn't 

t r y  t o  s t a t e  a t  t h i s  t ime, bu t  t h e r e  must be a record  i n  FDA f i l e s  of t h a t  

conference. And, while  M r .  Kefauver d id  n o t  p i c k  up a l l  of them i n  t h e  b i l l  

t h a t  he in t roduced,  t h e r e  obviously had been some a t t e n t i o n  g iven  t o  Comis-  

s t o n e r  L a r r i c k ' s  recomendat ions  i n  the  d r a f t i n g  of po r t ions  of his l e g i s l a t i o  

So i t  i s n ' t  s u r p r i s i n g  t o  me t h a t  Y r .  Kefauver 's b i l l  r e f l e c t e d  some of FDA's 

views--it should have. 

M: Yes--and of course t h a t ' s  what he intended i t  t o  do. 

R: hat's what he intended i t  t o  do. Yes 

M: Right--but aga in ,  FDA's a t t i t u d e  was to--ah--I th ink  maybe you used t h e  

word--"to humor him". .. 

R: We d i d n ' t  th ink  he was going t o  ge t  any law passed. 

M :  Right.  

R: We d i d n ' t  have t h e  fogg ies t  i d e a  t h a t  man was going t o  g e t  h i s  law through 

Congress: 

M: Right.  This  wasn't  t h e  r i g h t  committee, as  you s a i d .  

R: While I worked on it--give t h e  man h i s  due--he's a Senator ,  he deserves 

r e spec t  and he lp ,  but  don ' t  ge t  your hopes up! That was t h e  r e a c t i o n .  



M: T h a t ' s  i n t e r e s t i n g .  ' Je l l ,  could we t a l k  about  D r .  Welch--that s i t u a t i o n -

a l i t t l e  b i t .  Did you know D r .  'nrelch? Do you. . .  

R: Oh, yes. I knew him. 

)?: Do you care  t o  make some comment on t h e  kind of person he was? 

R: D r .  Welch was a  very personable man, well-educated,  l i k e a b l e .  He was a 

f r i e n d  of mine--a f r i e n d  of most of t h e  people i n  FDA, I b e l i e v e .  I was neve 

nore  su rp r i sed  than when I heard what M r .  Kefauver ha'3 developed through h i s  

subpoena power as regards D r .  Fielch's f i n a n c i a l  d e a l h g s .  

3:  Did you know D r .  Barbara Koulton? 

R: Yes. 

?I: What would you have t o  say about her?--The k ind  of person she was? 

R: D r .  Moulton was an extremely i n t e l l i g e n t - - I  should say  "is," I guess,  I 

be l i eve  she  i s  s t i l l  a l i v e .  She i s  an extremely i n t e l . l i g e n t  person and she 

expresses h e r  views very f o r c e f u l l y ,  and upon occasion. i n  such a  way a s  t o  

i r r i t a t e  those  who do not  agree with her .  She was not  the  smooth opera tor  

t h a t  Henry Welch was. 

: Actual ly ,  t h i s  g e t s  away from D r .  Welch, bu t  what do you make of D r .  

l iou l ton ' s  charges t h a t  t oo  much pressure  was brought t o  b e a r  on doctors  who 

a r e  assigned t o  work on t h e  new drug app l i ca t ions?  This  was one of t h e  charg 

t h a t  she  made before t h e  Kefauver Committee. 

R: I t h i n k  t o  some ex ten t  D r .  Moulton's charges were j u s t i f i e d .  I ' m  i n c l i n e  

t o  b e l i e v e  t h a t  e i t h e r  she over-reacted t o  t h e  p res su res  t h a t  a  pub l i c  servan 

must expect ,  o r  e l s e  t h e r e  were pressures  brought upon her  t h a t  never did corn 



out i n  the  open record.  For my own p a r t ,  I expected indus t ry  representa t ives  

t o  come i n  and t o  argue t h e i r  case j u s t  as  f o r c e f u l l y  a s  they could, and I 

accepted t h e  f a c t  t h a t  they have a  r i g h t  t o  do tha t - - tha t  d i d n ' t  mean I had 

t o  agree with then. Now, t h e r e  i s  such a th ing  a s  havine too much r e p e t i t i o n  

of the  argument and I th ink  t h e  f a c t s  do bear  o u t  that.--do support D r .  Moulton 

s tatement  t h a t  t h e r e ' s  j u s t  too much of t h i s  bus iness  of i ndus t ry  r e p r e s e n t a t i  

running up and down t h e  h a l l s  of the  Bureau of Medicine--day i n  and day out .  

while  I would n o t  agree wi th  a l l  t h a t  D r .  Moulton s t a t e d ,  I c e r t a i n l y  would no 

dismiss  i t  as  all poppycock. 

M: Of course t h i s  theme w i l l  again come up when we t a l k  about thalidomide. 

R: Yes. 

: The p res su re . . . .  One would wonder i f  perhaps t h e  person working on the 

new drug a p p l i c a t i o n s  should not  remain anonpous .  

R :  Oh, no,  I don ' t  t h ink  so .  

M: Don't you th ink  t h a t  should be ...? 

R: I th ink  it would be a se r ious  mistake f o r  a r egu la to ry  agency t o  begin 

hiding i t s  a c t i v i t i e s  j u s t  t o  ge t  away from having people come i n  t o  t a l k  

about i t .  I n  f a c t ,  t h e  more openness you can have about your opera t ion ,  t h e  

b e t t e r  o f f  you a re .  1-1'6 r e a l l y  r a t h e r  s e e  t h e  review of t h e  new drug 

app l i ca t ion  conducted i n  pub l i c  with t h e  newspaper r e p o r t e r s  looking over the  

doctor ' s  shoulders  than t o  t r y  t o  keep t h e  doc to r  anonymous. You'd be surpr i s  

how much p u b l i c i t y  of t h a t  s o r t  would cut  down on t h e  h d u s t r y  pressure too. 

respons ib le  s c i e n t i s t s  ou t s ide  were ab le  t o  s e e  what was going on and t o  see  

what t h e  drug f i rm was t r y i n g  t o  p u l l .  

M :  Right. I guess D r .  Moulton's complaint would be  t h a t  too o f t e n  i t  was 
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i t ' s  i n t e r e s t i n g  

re t h e  two doctors  whose names you brought up--3r. Noulton and D r .  

NOW, D r .  Xelsey was under t e r r i f i c  p re s su re  from Merre l l  t o  approve asey. 


the new drug app l i ca t ion  f o r  thalidomide. She d i d n ' t  conclude t h a t  i t  was 


She s tood her  ground and I ,  f o r  one, am very thankful  
i n e c e s s a ~  to  res ign .  

.pproached by indus t ry .  Some may regard a s  pressure--undue pressure--the 

kiad of approach t h a t  o t h e r s  w i l l  t ake  i n  s t r i d e  and not  worry too much about.  

Break i n  recording 

: Okay. We're t a l k i n g  about t h e  Henry Welch a f f a i r  and you were saying  t h a t  

e question was put  t o  Welch about h i s  o u t s i d e  a f f a i r s  and what t h e  remuner- 

a c t i v i t i e s  f o r  one o r  two medical magazines. The a r t i c l e s  :in Saturday Reviev 

John Lear charged c o n f l i c t  of i n t e r e s t  and made some a l l e g a t i o n s  about t h e  

e r a t i o n  t h a t  D r .  Welch was rece iv ing .  These s t imula t ed  i n q u i r i e s  from t h e  

pa rben t  t o  Food and Drug Administration and M r .  John Harvey, t h e  Deputy 

"Si~nerof FDA a t  one time--and I would guess t h i s  was i n  F a l l  of '5%-

ked Welch how much money he was g e t t i n g  from h i s  ou t s ide  a c t i v i t i e s .  Dr. 

cported the r e s u l t s  of t h e  inqui ry  t o  our Sec re t a ry  who had asked t h a t  t h e  

uestion be made--be put  t o  D r .  Welch. Pad t h e  ma t t e r  r e s t ed  t h e r e  u n t i l  Xr. 

fauver revealed t h e  ex ten t  of t h e  remuneration. 



?I: Vhy did  FDA not  pursue t h i s  f u r t h e r ?  

R:  	 You'd b e t t e r  t u r n  t h a t  off  again. 

Break i n  recording 

M: A l l  r i g h t .  I had asked you why did not  t h e  FDA pursue t h i s  ques t ion  

f u r t h e r .  

M: Well I suppose then ,  i n  view of that, you v e r e  r e a l l y  doubly d is turbed  

when t h e  Kefauver r eve la t ions  came out .  

R:  Well--I wouldn't say v e  were doubly disturbed--we were g r e a t l y  d is turbed  

but  looking back on it I would say t h a t  t h e r e  was muc:h nore  t o  t h e  Welch 

a f f a i r  than any of us had imagined. 

I?: Yes. I can see  t h a t .  The poin t  I was making was t h a t  you had--internal 

you had almost s t r a igh tened  t h e  th ing  o u t ,  b u t ,  f o r  t:he reasons  you have s t i  

it wasn ' t .  

R: There was some considerable r e g r e t  t h a t  we hadn't: pursued t h e  ma t t e r  fu l  

M :  E a r l i e r . .  . 

R: Yes. 

M :  Yes. Well I guess we can l eave  t h a t  t o p i c  and move on t o  o t h e r s .  Are : 

aware of whether t h e  Department--the FDA--was aware of t h e  abuses t h a t  t h e  

Kefauver Comnittee was turn ing  up i n  regard t o  f a l s e  and misleading a d v e r t i  





R: Well, t h e  answer t h a t  I g ive ,  I ' d  l i k e  t o  have withheld from publ ic  view 

u n t i l  June 1, 1984. When D r .  Welch dec l ined  t o  answer Xr. Xarvey's ques t ion ,  

?rr. Harvey and M r .  Robert Roe, who was then i n  charge of t h e  s c i e n t i f i c  

d iv i s ions  and Henry Welch's immediate supe r io r ,  and I m e t  w i th  Commissioner 

Larr ick  t o  d i scuss  t h e  ma t t e r  and Harvey, Roe and Rankin expressed t h e  view 

t h a t  D r .  Welch should not  be permitted t o  r e fuse  an  answer i f  he were t o  

remain wi th  t h e  FDA. It was our f e e l i n g  t h a t  t h e  man .vas pursuing two l o y a l t i t  

and t h a t  t h i s  was inappropr i a t e  i n  a  government o f f i c i a l .  So we recommended 

t o  Comiss ioner  La r r i ck  t h a t  D r .  Welch be informed t h a t  i f  he could not  s ee  

f i t  t o  answer M r .  Harvey's quest ions f u l l y  about h i s  ou t s ide  employment, t h a t  

he should take  s t e p s  t o  remove himself from FDA's  employment. Commissioner 

Larr ick  d i d  not  wish t o  take  t h a t  s t ep .  I know t h a t  M::. Lar r i ck  regarded 

Henry Welch very h ighly  a s  a s c i e n t i s t  as  an adnin13trator--as  d id  many 

o t h e r  people. And t h e  Comiss ioner  expressed t h e  view t h a t  you don' t  ge t  the  

b e s t  s c i e n t i f i c  e f f o r t  i f  you have adminis t ra tors  lookj.ng over  t h e  s c i e n t i s t s '  

shoulders  a t  a l l  times and t r y i n g  t o  d i r e c t  t h e i r  a c t i v i t i e s .  The Commissione 

be l ieved  t h a t  you should p ick  good men and you should g ive  them a  g rea t  d e a l  

of l a t i t u d e  wi th in  which t o  operate .  And t h a t  b e l i e f ,  I ' m  s u r e ,  inf luenced 

h i s  dec is ion  not t o  au thor i ze  a  f u r t h e r  inqui ry  by FDA i n t o  ?Ir. Welch's 

a c t i v i t i e s .  Now t h a t ' s  t h e  end of the  p a r t  t h a t  I would a sk  be blocked out .  



i n  p r e s c r i p t i o n  drugs? I n  o the r  words, was t h e  Department aware of t h i s  k ind  

of problem--had i t  been mulling i t  over? 

R :  Yes. Yes. There was an awareness t h a t  drug conpanies were doing a  

considerable amount of l y ing  t o  the  doctors .  (1 :  Oh . The view wi th in  t h e  

Agency was t h a t  t h e  doctors  were smart enough s o  t h a t  they wouldn't be misled 

and i t  remained f o r  X r .  Kefauver t o  lay  on t h e  r eco rd  t h e  e x t e n t  of the  ly ing  

t h a t  was tak ing  p lace  and e s t a b l i s h  unequivocably t h e  f a c t  t h a t  doctors  couldn 

he lp  bu t  be misled by it.  

M: Rather quickly ,  a f t e r  Kefauver 's d i scove r i e s  i n  thi.3 regard ,  new s e t s  of 

r egu la t ions  were wr i t t en .  Do you remember t h e  occas ion  of those regulat ions--  

o r  did you have anything t o  do with them--or--? 

X:  I was not  a t  t h a t  time i n  the  regulation-making end of the  opera t ion  b u t ,  

yes ,  I do r e c a l l  that--well,  I was i n  i t ,  too--let me c o r r e c t  t h a t  ... 

M: A l l  r i g h t .  

R: I was assigned,  a f t e r  the  drug amendments of ' 6 2  were enac ted ,  t o  be 

s u r e  t h a t  everything was done t h a t  needed t o  be done t o  g e t  t h e  new law 

i n t o  e f f e c t .  

M :  Now t h i s  is a d i f f e ren t - - th i s  i s  t h e  w r i t i n g  of  r egu la t ions  a f t e r  the  

law was passed..  . 

R: Yes--now what t i n e  a r e  you speaking o f?  

I :  I ' m  speaking of t h e  time before  the law was passed. I n  o t h e r  words.. .  

R: Which regulations--do you know? 

M: These a r e  r egu la t ions  r e f e r r i n g  t o  package brochures. . .  



R: I was n o t  i n t i m a t e l y  assoc ia ted  wi th  t h a t  and wouldn't  be a b l e  t o  he lp  

you much on t h a t .  My f i r s t  answer was r i g h t .  I was not  then . . .  

M: A t  t h a t  point--involved.. 

R:  Involved wi th  r egu la t ions .  

?I: I guess t h e  only poin t  I wanted t o  t r y  t o  e s t a b l i s h  he re  was t h a t  t h i s  i s  

again  evidence t h a t  Kefauver s t imulated a c t i v i t y  on t h e  F D A ' s  par t - - tha t  they 

came out  w i th  these  regula t ions .  

R: He s t imula t ed  a c t i v i t y .  There's no aues t ion  about 

M: Yeah, yeah, we determined t h a t .  ... Who--when--when Xefauver introduced 

h i s  second b i l l ,  which was, which becarte the b i l l  i n  Apr i l  of 1961, who, i n  

t h e  FDA, helped t o  formulate pol icy?  I n  regard--towards t h a t  b i l l .  O r  was 

t h i s  r e a l l y  an FDA r e s p o n s i b i l i t y ?  I n  o t h e r  words, I kn'sw i n  HEW, Theodore 

Ellenbogen i s  t h e  man who has t o  w r i t e ,  I guess,  t h e  departmental  r epor t . . .  

R:  I was t h e  man respons ib le  f o r  dea l ing  wi th  El lenboge?~ and while  I would 

not  say  t h a t  I formulated po l i cy ,  I was r e spons ib le  f o r  keeping t h e  Commission6 

and aeputy  Commissioner thoroughly b r i e f e d  on what was gsing on and f o r  de ter -  

mining what t h e i r  wishes were with r e spec t  t o  po l i cy .  The people who made 

po l i cy  on t h a t  mat te r  were t h e  Commissioner and t h e  Deputy Commissioner. 

M: The Commissioner and t h e  Deputy Commissioner ... 

R: Y e s ,  and i t  was a  j o i n t  opera t ion .  I kept  bo th  of them f u l l y  informed and 

they conferred f requent ly  before  making dec i s ions  on t h e  ma t t e r .  I d i d n ' t  

s t a t e  t h a t  q u i t e  right--they conferred always wi th  each o the r  before  deciding 

what t h e  po l i cy  was going t o  be on t h a t  mat te r .  



: A l l  r i g h t .  What I ' m  t ry ing  t o  g e t  at--and maybe we've a l r eady  s o r t  of 

touched on this--was, was FDA's r e a c t i o n  t o  ~ e f a u v e r ' s  b i l l ,  which was S1552--

(X: what was . . . ? )  What was--what was FDA's r e a c t i o n  t o  the  b i l l - - I  guess--

we've a l ready s o r t  of touched on that--

R :  Yes. Now what d a t e  a r e  we t a l k i n g  about? 

41: Well ,  i t  was introduced i n  A p r i l  of 1961. 

R: We s t i l l  d i d n ' t  th ink  Nr. Kefauver was going t o  ge t  h i s  b i l l  passed. It 

had t o o  much thrown together .  It had t h e  p a t e n t  p rov i s ions ,  t h e  o t h e r  anti-

monopoly p rov i s ions ,  p l u s  a number of t h i n g s  t h a t  we would have l i k e d  t o  see 

enacted  i n t o  law. Gle were beginning t o  b e l i e v e  t h a t  t h e r e  might be drug 

l e g i s l a t i o n  passed,  but  we d i d n ' t  t h ink  i t  would be Nr. Kefauver 's b i l l .  

M: A l l  r i g h t .  Help me t o  identify--and I t h i n k  I know who most of these  

people are--the team t h a t  would be working on FDA's own b i l l .  1 know t h a t  

i n  ZEN t h i s  would be, I guess,  Cohen a t  t h e  t o p ,  Sonosky, Ellenbogen ( i s  i t  

Ellenbogen [ s o f t  "g"] o r  i s  it Ellenbogen [ h a r d  "g"! 1 )  

R: Ellenbogen [ hard "g"] 

M: And then  who i n  t h e  FDA would be--Larrick and Harvey and yourse l f?  

R:  Yes. Now t h e r e  was a--sort of a--jealousy t h a t  e x i s t e d  i n  the  General 

Counsel 's  o f f i c e  of t h e  Department. Mr. William Goodrich w a s  t h e  Ass i s t an t  

General Counsel f o r  Food and Drug matters and :lr. Ellenbogen was a t  one time, 

I b e l i e v e  then ,  Ass i s t an t  General Counsel f o r  l eg i s l a t ion - -o r ,  i f  n o t ,  he 

r epor t ed  t o  t h a t  Assistant General Counsel. Xr. Ellenbogen was extremely 

j ea lous  of h i s  prerogat ives  on l e g i s l a t i o n  and he d idn ' t  want B i l l  Goodrich 

homing  i n  on h i s  l e g i s l a t i v e  a c t i v i t i e s .  B i l l  Goodrich was consul ted by US 



e s s e n t i a l l y  as  a  p a r t  of t h e  FDA team though t e c h n i c a l l y  he was p a r t  of the 

General Counsel 's  o f f i c e  i n  t h e  Department. 

: l a y  d i d  you f e e l  i t  was necessary t o  do t h a t ?  

R: 'Cause B i l l  Goodrich was a very smart lawyer and he k e p t  u s  out of a l o t  

of t r o u b l e  wi th  h i s  advice. 

?I: So you f e l t  t h a t  perhaps he  knew more about food and drug l e g i s l a t i o n  

than Ellenbogen did--or. ..? 

R: I wouldn't s t a t e  i t  t h a t  way. B i l l  Goodrich knew -nore about what was 

poss ib l e  t o  administer  success fu l ly  a f t e r  l e g i s l a t i o n  was passed than Bllen- 

bogen did--because B i l l  was t h e  guy t h a t  had t o  go i n t o  c o u r t  and f i g h t  these  

cases  ou t .  And we wanted t h i s  p r a c t i c a l  experience combined wi th  ~ l l e n b o g e n ' s  

t h e o r e t i c a l  e x p e r t i s e  and we got  both. 

X: Right.  Was anybody i n t e r e s t e d  or  s e n s i t i v e  t o  t h e  economic questions?-- 

t h a t ' s  n o t  very wel l  put--what about t h e  secondary c l auses ,  l i k e  gener ic  

l a b e l i n g ,  t h e  s i z e  of t h e  l a b e l i n g ,  a t t e n p t s  t o  s t r a i g h t e n  out  gener ic  naming- 

t h i s  kind of th ing?  

R: Ve thought it a l l  a  bunch of hog-wash--put i n  by Kefauver j u s t  t o  salvage 

something from h i s  o r i g i n a l  p o s i t i o n .  

?I: The whole generic  l a b e l i n g  bus iness  you d i d n ' t  f e e l  was-- 

R: We d i d n ' t  f e e l  t h a t  t h a t  was a  key p a r t  of t h e  b i l l . .  

: Huh! Why no t?  

R: Well, before  I answer why n o t ,  l e t  me say  t h a t  I now r e a l i z e  t h a t  i t  was 
a key p a r t ,  I can only answer f o r  myself--I d i d n ' t  s e e  how t h e  name applied 



t o  a drug could have so much importance t o  a d o c t o r ' s  pre.scr ibing habi ts--at  

t h a t  t ime. I be l i eve  now t h a t  the  names t h a t  a r e  adopted f o r  drugs have a--

p lay  a r o l e  i n  p r e s c r i b i n 5  h a b i t s .  

I: Did most of the  group agree  with you on this--or :?as t h e  group kind of 

d iv ided ,  perhaps? 

R: There was genera l  aereelcent i n  FDA. 

: I :  Okay. You were saying that--well go ahead and make your comment about 

gener ic  p re sc r ib ing  again.  

R:  For my p a r t  I d id  n o t  s e e  t h e  importance i n  t h e  1960's--early 1960's--

of gene r i c  p re sc r ib ing  and some of t h e  o ther  provis ions  t h a t  Xr. Kefauver 

wanted t o  put  i n t o  t h e  l e g i s l a t i o n  f o r  economic purposes.  And I b e l i e v e  t h a t  

t h e  FDA people concerned wi th  t h e  l e g i s l a t i o n  a s  a  whole d i d n ' t  a t t a c h  too  

much importance t o  t h a t .  !4y explanat ion,  i n  p a r t ,  would be  t h a t  t h e  Agency, 

f o r  nore than 50 y e a r s ,  had gone on t h e  s t rong b e l i e f  t h e t  i t  d i d n ' t  have 

anything t o  do with p r i ces - - i t  was j u s t  concerned wi th  t h e  q u a l i t y ,  the  p u r i t y  

and t r u t h f u l  l abe l ing  of foods and drugs. And it t akes  some t i n e  t o  change 

50 yea r s  of t r a d i t i o n  and thought p a t t e r n .  I expect  we v e r e  going through 

t h a t  t r a n s i t i o n  period r i g h t  then. 

14: And of course, i n  regard  t o  the  pa ten t  p rov i s ions ,  t h i s  was c e r t a i n l y  

t h e  case . .  . 

R :  We considered it f o r e i g n  t o  anything t h a t  was of i n t e r e s t  t o  us .  

: Right. Did you have any contac t  with Nr. James Quigl-ey i n  HEW? 

R :  Not very much. 



M :  Because i t . .. 

R: I knew him and worked wi th  him upon occasion bu t  not: r e g u l a r l y .  

M: Evidently,  i n  going over t h e  w r i t t e n  record ,  he  seems t o  be one of the  

people i n  t h e  Department who seemed t o  be a t  l e a s t  1eani.ng towards accepting 

Kefauver 's pa tent  provis ion .  

R: Tha t ' s  my understanding. Yes. 

M :  Your understanding from--where do you ge t  t h a t  understanding? 

R: Probably from reading t h e  same record t h a t  ~ o u ' v e  been reading.  I have 

no r e c o l l e c t i o n  t h a t  I hear2  M r .  Quigley make such a s tatement  o r  t h a t  I saw 

any of h i s  memorandums t h a t  made i t .  

?I: Evidently,  i n  t h e  e a r l y  September per iod ,  b e f o r e  Ribicoff  was t o  appear 

before  ~ e f a u v e r ' s  committee and make t h e  ~ e p a r t m e n t ' s  r e p o r t ,  a s e r i e s  of 

meetings were he ld .  Do you remember these  meetings? A r ~ u n d  September, 1962, 

I be l i eve .  

R:  Meetings with whom? 

M: Evidently those meetings with your se l f ,  Goodrich, Cohen, Ellenbogen--I 

ga the r  once you were discussing--you were probablv d i scuss ing  mong yourselves 

'what is our a t t i t u d e  and how a r e  we going t o  b r i e f  Secre tary  R ib ico f f . '  

R: I do not  have any personal  r e c o l l e c t i o n  a t  t h i s  time of those  meetings 

but  it w a s  s tandard  ope ra t ing  procedure when t h e  Sec re t a ry  was g e t t i n g  ready 

t o  go up on t h e  H i l l  t o  t e s t i f y  on l eg i s l a t ion - -o r  any o t h e r  matter--the 

knowledgeable people i n  t h e  Department got  t oge the r  t h e  f a c t s  and l a i d  them 

out  f o r  him and sought h i s  advice a s  t o  how he wanted h i s  testimony draf ted .  



We prepared extens ive  informational  m a t e r i a l  i n  t h e  form of back-up books so 

t h a t  t h e  Secre tary  could s tudy i t  a t  l e i s u r e .  So i t  was--would have been 

according t o  procedure t o  have such meetings a t  t h i s  ti.me. 

M: Some o the r  provis ions  of t h e  Kefauver b i l l :  (1) would have provided t h a t  

HEi--and I guess through FDA--would take  a l e a d  i n  t h e  s e l e c t i o n  of gener ic  

names. :&at was t h e  a t t i t u d e  of t h e  FDA towards-- 

R: We opposed t h a t .  

M: Why? Why was t h i s  t h e  case? 

R: Again, we d id  not  f e e l  t h a t  the  gener ic  name of a drug would have much t o  

do with t h e  use of t h e  drug i n  a c t u a l  medical p r a c t i c e  and we saw no reason 

why t h e  Agency should be saddled with t h i s  e x t r a  duty and i t  obviously would 

have been a very time-consuming duty. 

M: Right.  I th ink  i t  f i n a l l y  ended up i n  t h e  b i l l  t h a t  i t  was a kind of 

stand-by a u t h o r i t y .  

R:  That ' s  r i g h t .  (X: Yeah.) I be l i eve  t h a t ' s  t h e  compromise t h a t  we suggest1 

(H: r i g h t )  t o  g e t  out  of t h e  business of e s t a b l i s h i n g  t h e  gener ic  names. 

M: But a s  f a r  as  you were concerned, you wanted as  l i t t l e  t o  do wi th  it as;.. 

R:  We wanted t o  compromise our way out of t h a t  one j u s t  as  thoroughly as  we 

could. 

M: I th ink  t h a t  Kefauver a l s o  wanted more information t o  go d i r e c t l y  t o  t h e  

doctor  about drugs. 

R: Yes. I b e l i e v e  he  would have had FDA prepar ing  a volune t o  be  mailed t o  

every phys ic ian .  Ue opposed t h a t .  It was our view tha:: t h e  package i n s e r t  



could se rve  q u i t e  adequately on t h a t  s co re  without--well,  we f e l t  t h a t  t h i s  

volume would sircply be a compilation of package i n s e r t s  and d i d n ' t  s e e  why w e  

should have t o  go through the business  of compiling and mai l ing  a l l  t h a t  

ma te r i a l  once a year .  

M: Also Refauver wanted t o  requi re  l i c e n s i n g  of a l l  producers of p r e s c r i p t i o n  

drugs. Do you remember any discussion on t h a t ?  

R: Yes. Opinion was a l i t t l e  b i t  d iv ided  on t h a t  w i t h i n  FDA. It was a very 

appeal ing p rov i s ion  t o  some of  u s ,  i n  t h e  a b s t r a c t ,  bu t  I?r. Goodrich pointed 

out  t h a t  i t  w a s  unenforceable,  t h a t  i n  those  occasions where t h e  government-- 

p a r t i c u l a r l y  t h e  states--have l i cens ing  a u t h o r i t y  t h a t  e i t h e r  g r a n t s  a  man 

an oppor tuni ty  t o  do bus iness  o r  puts  him out  of bus iness  t h a t  they j u s t  don ' t  

e x e r c i s e  t h a t  a u t h o r i t y  t o  put him out  of bus iness .  I t ' s  too d r a s t i c  a  remedy. 

And s o  i f  i t ' s  somethinq you can ' t  use ,  why put  i t  i n  t h e  law? He a l s o  

poin ted  out  t h a t  t h e  b io log ic s  law--which i s  a  l icens inp:  law--had never  been 

used t o  put  a f i r m  out  of business-though i t  be used, under t h e  law, 

t h a t  way. So i n  deference t o  those views, w e  decided n o t  t o  suppor t  t h a t .  

Nor t o  p r e s s  f o r  i t .  

M: Yes, and t h e  Department suggested a s  an a l t e r n a t i v e  t h a t  drugs would be 

deemed a d u l t e r a t e d  i f  they had not  been prepared under adequate manufacturing 

condi t ions .  

R:  And t h a t  was i n  t h e  law a s  t h a t  was f i n a l l y  passed and t h a t  was M r .  Goodricl 

suggest ion again.  He s a i d ,  'We can enforce that. That doesn ' t  pu t  him out  of 

bus iness  but  i t  pu t s  us i n  a  p o s i t i o n  t o  take a  bad product off  t h e  market and 

t o  prosecute him f o r  pu t t ing  i t  on . '  I th ink  i t  was a  very f o r t u n a t e  compro- 

mise t h a t  we got  on t h a t .  



M: Another provis ion  was t h e  e f f i c a c y  provision.  (R: H-unh-huh) What was t h e  

FDA's a t t i t u d e  towards t h e  eff icacy--  

R: W e  recommended t h a t  i t  be  included. 

X: Was t h e r e  any debate over t h i s ?  

R:  Oh, t h e r e  s u r e  was. 

R:  The doctors  weren't  s u r e  a  government agency could e s t a b l i s h  e f f i c a c y  of 

drugs.  They d i d n ' t  want t o  see  t h a t  provision go i n .  

1 :  I mean--within FDA. 

R: I ' m  t a l k i n g  about t h e  FDA doctors-- 

R: We put  t h a t  one i n  aga ins t  t h e  advice of some of our physicians.  We d id  

have s t r o n g  support  from a number of physicians ou t s ide  t.he agency. 

M :  Tha t ' s  i n t e r e s t i n g .  Why--the FDA seems t o  be a  l i t t l e  slow i n  i n s e r t i n g  

t h a t  provis ion .  

R: Nobody had any idea  i t  would pass .  

M: You f e l t  i t  was too  extreme--? 

R: Too e a r l y  and n o t  enough support f o r  it and who could have foreseen  

thalidomide--that 's  why we got  t h e  e f f i cacy  provision passed. Although the 

thalidomide episode d i d n ' t  have t o  do with e f f i c a c y  a t  a l l .  That ,  c l e a r l y  i n  

my mind, i s  what got  t h e  e f f i c a c y  provision i n  t h e  law. 



M :  Got t h e  whole law-- 

R: Got t h e  whole law passed. Yes. 

M: No quest ion about t h a t .  What th ings  did t h e  FDA f e e l  t h a t  Kefauver was 

leaving  out?  I n  o t h e r  words, 1 've j u s t  been asking what FDA ...why FDAwas 

r e a c t i n g  t o  Kefauver, but-- 

R: You're t a l k i n g  about h i s  re-wri t ten b i l l ?  

M: Yes. 

R:  I don' t  r e c a l l  a l l  t h e  d e t a i l s  of M r .  Kefauver's b i l l  a t  t h i s  time. But 

my r e c o l l e c t i o n  i s  t h a t  when h i s  s t a f f  re-wrote i t ,  and introduced the--and 

he introduced t h e  improved b i l l ,  t h a t  he had picked up, almost as  we wished 

i t ,  t h e  var ious  th ings  t h a t  we had recommended f o r  inclusr-on i n  t h e  l e g i s l a t i o n .  

There may have been one o r  two l e f t  out ,  but  i f  s o ,  I d o n " t  r e c a l l  what. 

M: I know t h a t  t h e  e a r l i e r  FDA b i l l  was r e a l l y  much broader--that is ,  

involved pa ten t  drugs;  i t  involved cosmetics--and devices-

R: You reminded me--there i s  one th ing  t h a t  M r .  Kefauver l e f c  out  t h a t  we 

asked him t o  put i n  and t h a t  was non-prescript ion drugs.  

R :  H e  s a i d  'No.' That i n  h i s  view, i f  we make t h i s  b i l l  too broad,  i t  would 

harm h i s  chances of success.  He s a i d  ' I ' l l  in t roduce  another  b i l l  t h a t  covers 

non-prescript ion drugs,  i f  you wish, but I do not  want t o  complicate t h i s  one 

with t h a t  added quest ion!  (M: Right.) Now t h a t ' s  t h e  only t h i n g  I remember 

t h a t  he l e f t  ou t .  

N: And a s  I remember, t h e  FDA--the o r i g i n a l  FDA b i l l  did i-nclude much broader 



R: Yes. It got  i n t o  non-drug ma t t e r s  a s  you mentioned and M r .  Kefauver 

d idn ' t  want t o  go i n t o  those  e i t h e r .  (14: Right.)  Underrtandably. He had 

es tab l i shed  t h e  b a s i s  f o r  ac t ion  on p resc r ip t ion  drugs and I can ' t  f a u l t  him 

f o r  saying ' l e t ' s  s t i c k  t o  t h i s  a rea  where I have a good foundat ion . '  

1 :  Right. Could we s t o p  on that--  

3: A s  t h e  tape  ran o u t ,  I was asking M r .  Rankin about  t h e  controversy t h a t  

the new i n v e s t i g a t i o n a l  drug r egu la t ions  s t i r r e d  up. Do you remember much 

about t h a t ?  

R: Oh, yes.  The r egu la t ions  c e r t a i n l y  were c o n t r o v e r s i a l .  The medical 

profession genera l ly- -cer ta in ly  organized medicine a s  represented  by the  AMA--

had r e s i s t e d  f o r  yea r s  any approach t h a t  even r eno te ly  suggested a supervision 

o r  aud i t ing  of t h e  p r a c t i c e  of medicine--any phase of i t--by people outs ide  

t h e  medical profess ion .  And these  i n v e s t i g a t i o n a l  drug r egu la t ions  did 

anount t o  a s tatement  t o  doctors  a s  t o  what they could and could not  do. 

(Although l e g a l l y  they were s i z p l y  i n s t r u c t i o n s  t o  drug nanufac turers  a s  t o  

the condi t ions  under which i n v e s t i g a t i o n a l  drugs could be shipped across  s t a t e  

l i n e s ,  s t i l l ,  t o  a considerable ex ten t  they c o n s t i t u t e d  a s tatement  t o  the  

m d i c a l  profess ion  of p r i n c i p l e s  t h a t  should be followed by t h e  members of t h e  

Profession.) (?I: Oh. That ' s  i n t e r e s t i n g . )  So t h e r e  was a  g r e a t  d e a l  of 

opposi t ion by t h e  drug manufacturers ,  by the  doc to r s ,  perhaps by o the r s .  

x: To go back t o  t h e  tha l idon ide  business.  FDA asked o r  recommended t h a t  t h e  

J u s t i c e  Department b r i n g  charges aga ins t  Elerrell .  

R: Yes. 



: This was turned down. Do you have any i d e a  why or--? 

R: A s  I r e c a l l ,  t h e  explanat ion t h a t  we got  from t h e  Department of J u s t i c e  

was t h a t  a review of the  ma te r i a l  we had submit ted i n  support of the recom-

mendation d i d  not  j u s t i f y ,  i n  t h e  ~ e p a r t ~ e n t ' s  c r imiropin ion ,  t h e  br inging  of 

ac t ion .  I d o n ' t  know what went on behind t h e  scenes ,  i f  anything, t o  lead  t o  

t h a t  dec i s ion .  

PI: I a l s o  renemher i n  looking a t  some of t h e  J u s t i c e  Department's--well, t h e  

J u s t i c e  Depar tnen t f s  l e t t e r  turn ing  you dovm on th is - - turn ing  t h e  Agency down 

on th is - - tha t  they he ld  t h a t  t h e  old r egu la t ions  regard ing  i n v e s t i g a t i o n a l  

drugs was too  vague--or too--in o the r  words, a case  c o u l d n ' t  he made aga ins t  i 

R: Yes, I r e c a l l  t h a t  now. 

M: And ...and ...w e l l ,  I guess we can--

R: The old r egu la t ions  d id  not  seem too  vague t o  i n  view of the  commer-

c i a l i z a t i o n  t h a t  had taken p lace .  (M: Right . )  We were bound, of course,  by 

t h e  dec i s ion  of t h e  a t to rneys  i n  t h e  Department of J u s t i c e  who made the  review. 

i4: Right. On one document I saw someone s a i d  'We're going t o  appeal t h i s  

dec is ion . '  Do you have any i d e a  what t h a t  would mean? 

R: VJell, an appeal  of a  dec is ion  of t h a t  n a t u r e  would be  a  renewed reques t  

t o  t h e  Department of J u s t i c e  addressed t o  t h e  s u p e ~ r i s o r  of t h e  man who made 

t h e  o r i g i n a l  dec i s ion .  'Won't you look a t  t h i s  f i l e  and s e e  i f  you c a n ' t  agree 

wi th  us i n s t e a d  of your man.' 

M: Right. D r .  Young and I had quoted t h a t  document--Dr. Young asked me what 

t h a t  meant. 



R: It  would have been an admin i s t r a t ive  appeal-- 

M: Right--rather than some kind of judic ia l - -wel l  i t ' s  a l l  s o r t  of-- 

R :  TJe had no authority--we had no a u t h o r i t y  t o  go t o  t h e  cour t s .  

M: Right ,  right--so i t  was j u s t  asking f o r  them t o  reconsider  i t - - this-- .  

Any o t h e r  comments you'd l i k e  t o  make on t h e  thal idomide episode--anything 

you can th ink  o f?  That I haven't asked? 

R: Oh, a comment t h a t  I have made on a number of occasions before--I'd l i k e  

t o  make again .  I t h i n k  t h a t  t h e  n a t i o n  i s  indebted t o  D r .  Kelsey f o r  t h e  

outs tanding  job she d id  i n  reviewing t h e  thal idomide a o p l i c a t i o n ,  de t ec t ing  

d e f i c i e n c i e s  and dec l in ing  t o  approve i t .  I t h i n k  t h i s ,  cont rary  t o  t h e  

s ta tements  t h a t  t h e  drug industry--the views t h e  drug indus t ry  has t r i e d  t o  

promote ever  s ince-- that  D r .  Kelsey was j u s t  not  a b l e  t o  make up h e r  mind and 

the re fo re  never d i d  ge t  around t o  approval--I t h i n k  D r .  Kelsey made up her  

mind very f i rmly  and d i d  an outstanding job f o r  t h e  American people. She 

s t i l l  deserves c r e d i t  f o r  i t .  

M: I ' m  glad I asked t h a t  quest ion and t h a t  you gave t h i s  s tatement .  L e t ' s  

move on t o  t r y  t o  wind t h i s  th ing  up wi th  making some comments on th ings  t h a t  

happened i n  t h e  House wi th  t h e  passage of t h e  b i l l .  I chink you ind ica t ed  

e a r l i e r  t h a t  again REV--I guess--Sonosky and o t h e r  peop:'.e i n  HEW were r e a l l y  

the  main spark  plugs he re ,  again. 

R: I n  dea l ing  wi th  t h e  Representat ives,  yes.  

M: Right ,  right--on t h e  House side--but d i d  you personal ly  have any dea l ing  

wi th  what was going on on t h e  House s i d e ?  

R: Yes. Yes, I d id .  
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?I: What--in what regard--what-- 

R:  I r e c a l l  having been i n v d v e d  i n  a  number of conferences wi th  t h e  s t a f f  of 

t h e  I n t e r s t a t e  and Foreign Comerce Committee of t h e  House. I r e c a l l  having 

been questioned by some Representatives--not a g r e a t  nv.mber--perhaps t h r e e  o r  

four--as t o  the  FDA view on t h e  l e g i s l a t i o n  and whether i t  w a s  i n  complete 

agreement with t h e  depa r tnen ta l  view t h a t  had a l r eady  been expressed t o  the  

Representat ives.  I was p resen t  a t  some of t h e  d i scuss ions  between Representat  

and t h e  Departmental agents  about t h e  b i l l .  

K: Do you remember controversy t h a t  centered around t r a n s f e r r i n g  complete 

con t ro l  of drug adve r t i s ing  from t h e  FTC t o  t h e  FDA? -->laybe Sonosky's ...I ' l l  

turr. off t h e  tape  and l e t  you think.  .. 
Break i n  recording  

W: Yes, you were going t o  comment on t h e  e f f e c t  of Kefauver i n  g e t t i n g  t h i s  

b i l l  passed. 

R: Well, when you t r y  t o  g e t  a  p iece  of complicated l eg i s l a t ion - -a s  complicate 

as  t h e  drug =endments of 1962--through t h e  Congress, you a n t i c i p a t e  f i v e  t o  

t e n  years  of e f f o r t .  Vithout M r .  Kefauver's i n v e s t i g a t i v e  hea r ings ,  and h i s  

l e g i s l a t i v e  hear ings ,  and h i s  f l a r e  f o r  br inging  i s s u e s  of t h i s  n a t u r e  home 

t o  t h e  pub l i c ,  i n  language t h e  p u b l i c  can understand,  we would n o t  have got  

t h e  drug amendments through i n  1962. We might have got  a. l e s s  comprehensive, 

l e s s  e f f e c t i v e ,  b i l l  through sometime toward t h e  l a t e  1960's--but I th ink  M r .  

Kefauver deserves a  l o t  of c r e d i t  f o r  the  p res su re  t h a t  he put  behind t h e  b i l l .  

Ce r t a in ly  t h e  t e c h n i c a l  competence of the  b i l l  as  submit ted--credi t  f o r  i t  goes 

l a r g e l y  t o  t h e  HEW l e g i s l a t i v e  draftsmen. M r .  Ellenbogen i n  p a r t i c u l a r  had 

made a ca ree r  of d r a f t i n g  complex laws i n  language t h a t  would express  t h e  views 

of t h e  lawmakers and hold up i n  cour t  and he d i d  h i s  u sua l  p r o f e s s i o n a l  job t h i :  



t i m e  and l a r g e  p a r t s  of what we had d r a f t e d  were picked up without  s i g n i f i c a n t  

change i n  t h e  law t h a t  was f i n a l l y  passed. 

!4: So you would agree t h a t  t h e  FDA/HE!.I ve r s ion  was a much b e t t e r - w r i t t e n  

ve r s ion  than t h e  Kefauver vers ion?  

R: Oh yes.  Yuch b e t t e r ,  because we had a p ro fes s iona l  d r a f t i n g  s e r v i c e  and 

t h e  people t h a t  were d r a f t i n g  M r .  Kefauver's ve r s ion ,  i n  my v i e v ,  were not  

p ro fes s iona l s  a t  t h a t  p a r t i c u l a r  operat ion.  

M: Right ,  r i g h t .  You make some--you a l ready comented  t h a t  t h e  enactment of 

the--the performance of t h e  b i l l  a f t e r  1962 i s  a s t o r y  i n  i t s e l f .  Could you 

comment on some of t h e  a r e a s  you f e e l  have been par t icu l .a r1y  success fu l  o r  

a reas  t h a t  have been p a r t i c u l a r l y  troublesome, perhaps. 

R: Well, I th ink  t h e  p rov i s ion  r equ i r ing  a drug t o  b e  proved e f f e c t i v e  f o r  

t h e  d i s e a s e  f o r  which i t ' s  o f fe red  before  i t  nay be mark2ted is  a landmark 

provis ion .  Experience s i n c e  t h e  law was passed proves t?hat i t  & poss ib l e  

f o r  government t o  c a l l  upon medical sc ience  f o r  t h e  k ind  of proof t h a t  is 

requi red .  This  may be t h e  most outstanding development of t h i s  p a r t i c u l a r  

law. There was a  view among l a r g e  p a r t s  of the  medical c:omunity before  the  

law was passed t h a t  it would not  be poss ib l e  f o r  t h e  govemaent  t o  e s t a b l i s h  

t h e  e f f i c a c y  of a  drug--that t h a t  had t o  be l e f t  t o  t h e  i n d i v i d u a l  physician 

a s  he prescr ibed  a t  t h e  bedside of the  p a t i e n t .  The good manufacturing prac t icc  

provis ions  have proved t o  be most worthwhile-- 

M: Do you th ink  those  provis ions  have helped t o  end t h e  cont roversy  over 

whether gene r i c  drugs a r e  of a one q u a l i t y ?  I n  o t h e r  words, I ' m  s u r e  t h a t  was 

:he i n t e n t i o n  of i t - -or  a t  l e a s t  i n  Kefauver's mind. 

R: W e l l - - i t  has  not  ended t h e  controversy. The cont roversy  i s  j u s t  coming t o  



a c l i n a x  now. The Department of HEW i s  tak ing  t h e  p o s i t i o n  t h i s  year  t h a t  

gene r i c  p re sc r ib ing  of drugs i s  something t o  be desired--something t o  be 

supported by t h e  Department and hearings a r e  coning up s h o r t l y  I--within a 

mat te r  of months--before Senator  Edward Kennedy--at which t h i s  w i l l  be f u l l y  

a i r ed .  I would expect t h e  indus t ry  r ep resen ta t ives  w i l l  argue j u s t  as  s t rongl :  

as  they d i d  i n  1962 t h a t  p r e s c r i b i n g  by gene r i c  names i s  not  t h e  way t o  p rac t i t  

good medicine. However, t h e  coed manufacturing p r a c t i c e  provis ions  have 

s trengthened t h e  hand of t h e  goverment  i n  i t s  p r e s e n t  p o s i t i o n  t h a t  gener ic  

prescr ib ing  i s  proper  and i s  good p r a c t i c e  of medicine.  

M: I ' m  s u r e  t h e  drug companies w i l l  argue it a s  they  d i d  b e f o r e  Kefauver--that 

t h e  FDA doesn ' t  have t h e  nanpower t o  see  t o  it t h a t  t h e s e  good manufacturing 

processes a r e  pu t  i n t o  e f f e c t .  That would be my guess .  

R:  Poss ib ly .  They probably would go on--go further--and say  'and even i f  the)  

d id  have t h e  manpower, we don ' t  have the  sc i ence  today t:o d e t e c t  a l l  of t h e  

n i c e t i e s  i n  manufacture t h a t  con t r ibu te  t o  good drugs by our companies and t o  

i n e f f e c t i v e  drugs put  out by o the r s . '  

? I :  What o t h e r  provis ions  do you th ink  were good? 

P.: I n  addi t ion  t o  t h e  e f f i c a c y  provisions which have had a  ve ry  profound impac 

on drug manufacture and, I b e l i e v e ,  on medicine, t h e  new procedures f o r  with- 

drawing new drug app l i ca t ions  have contr ibuted t o  t h e  a b i l i t y  of t h e  government 

t o  ge t  a new drug o f f  t h e  market once t h e  need has  become apparent .  The s t rong  

requirenents  f o r  experimental  drugs were desirable--as  shown by t h e  thalidomide 

episode. There was a  s t rengthened fac tory  in spec t ion  provis ion  with respec t  t o  

p re sc r ip t ion  drugs t h a t  was much needed and has helped t h e  Food and Drug 

Administration do a  b e t t e r  job of determining what goes on i n  t h e  manufacturing 

indus t ry .  The a d v e r t i s i n g  provis ions ,  no doubt, have curbed many of the  most 



f l a g r a n t  abuses t h a t  were occurr ing i n  p r e s c r i p t i o n  drug adve r t i s ing .  There ' s  

a  very broad gap, however, t h a t  hasn ' t  been covered and I don ' t  know when i t  

w i l l  be covered--that 's  t h e  use of so-cal led " d e t a i l  men," r e a l l y  high-powered 

drug salesmen who go around and l i e  o r a l l y  t o  t h e  doc to r s  about what t h e i r  

drugs w i l l  do and what t h e i r  competitors '  drugs w i l l  no t  40. We don ' t  have an 

answer t o  t h a t  problem y e t .  

1: This g e t s  i n t o  wire-tapping-- 

R: Yes, i t  does.  

M: Well. Thank you, M r .  Rankin. We'll end t h i s  i n t e rv iew a f t e r  some t h r e e  

o r  fou r  hours of conversat ion.  

R: I ' v e  enjoyed i t .  I t ' s  been a p leasure  t a l k i n g  wi th  you. 

H: Thank you. 




