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INTRODUCTION 

This i s  a t ranscr ipt ion of a taped interview, one of a 

s e r i e s  conducted by Robert G .  Porter and Fred L .  Lofsvold, 

r e t i r ed  employees of the U .  S. Food and Drug Administration. 

The interviews were held w i t h  r e t i r ed  F . D . A .  employees 

whose recollections may serve t o  enrich the writ ten record. 

I t  i s  hoped tha t  these narratives of things past will serve 

as source material f o r  present and fu ture  researchers; tha t  

the  s to r i e s  of important accomplishments, in teres t ing events, 

and distinguished leaders will f ind a place i n  t raining and  

or ienta t ion of new employees, and may be useful to enhance 

the morale of the  organization; and f i na l l y ,  tha t  they will 

be of value t o  Dr. James Harvey Young i n  the  writing of the  

history of the Food and Drug Administration. 

The tapes and t ranscr ipt ions  will become a part  of the 

collection of the National Library of Medicine and copies of 

the t ranscr ipt ions  will be placed i n  the  Library of Emory 

University. 



--- DEED OF GIFT 

Agreement R r t a i n i n g  to the  Oral His tory  Interview of 

A s  a condi t ional  g i f t  under Sect ion  2301 of  the  Pub l i c  Health Service A c t  (42 
U.S.C.3300cc), and s u b j e c t  to the  terms, condi t ions ,  and r e s t r i c t i o n s  s e t  
f o r t h  i n  t h i s  agreement, I Y D. k&,-, ow 
of  
do  hereby g i v e ,  donate and convey to tKe National Library  of Medicine, ac t ing  
f o r  and on behalf of  the uni ted  S t a t e s  of  America, a l l  of  my r i g h t s  and t i t l e  
to, and i n t e r e s t  i n ,  the  information and responses provided during the  
interview. conducted a t  A,, ,=_ 
on 7 r , #+.,p and pre'al:e'i £&?de&:ftl z i t h  the  National Library of 
MedEine i n  the form of  recording tape and t r a n s c r i p t .  This  donation 
inc ludes ,  but  is not l imi ted  to, a l l  copyr ight  i n t e r e s t s  I now possess i n  the 
t a p e s  and t r a n s c r i p t s .  

T i t l e  to the  tapes  and t r a n s c r i p t s  s h a l l  pass to t h e  National  Library of  
M i c i n e  upon t h e i r  d e l i v e r y  and the  acceptance of  t h i s  Deed of  G i f t  by t h e  
Chief ,  History of Medicine Divis ion ,  National Library  of Medicine. The 
Chief ,  History of Medicine Divis ion  s h a l l  accept  by s igning below. 

?he ~ a t i o n a l  Library of  Medicine may, sub jec t  to t h e  following r e s t r i c t i o n s ,  
provide fo r  t h e  preservat ion ,  arrangement, r e p a i r  and r e h a b i l i t a t i o n ,  
dup l i ca t ion ,  reproduction,  pub l i ca t ion ,  d e s c r i p t i o n ,  e x h i b i t i o n ,  d i s p l a y  and 
s e r v i c i n g  o f  the t apes  and t r a n s c r i p t s  a s  may be needful  and appropr ia te .  

The p r t i o n s  of  the  t r a n s c r i p t  indica ted  below s h a l l  not  be made a v a i l a b l e  
u n t i i  

B p i e s  of  t h e  tapes  and t r a n s c r i p t s  may be d e w s i t e d  i n  or loaned to 
i n s t i t u t i o n s  o the r  than t h e  National  Library o f  Medicine including the  U. S. 
Food and Drug M m i n i s t r a t i o n .  Use o f  these  cop ies  s h a l l  be sub jec t  to t h e  
same terms, condi t ions ,  and r e s t r i c t i o n s  set f o r t h  i n  t h i s  agreement. 

The National Library of  Medicine may dispose  of  t h e  t a p e s  and t r a n s c r i p t s  a t  
any time a f t e r  t i t l e  passes  to t h e  Library. 

P I 

I accept  [his  g i f t  on behalf  o f  t h e  United S t a t e s  o f  America, subjec t  to the  
terms, condi t ions  and r e s t r i c t i o n s  set f o r t h  above. 

Date: Signed : 
Chief. Hi s to ry  of  M e d i c i n e ~ i v i s i o n  
~ a t i o n a l~ i b r & ~o f  Medicine 
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FDA as p a r t  o f  CPEHS ( c o n t . ) .  
Winton R a n k i n ' s  r o l e  i n  t h e  end o f  CPEHS. 
Management s t u d y  o f  FDA ( "K ins low R e p o r t " ) .  
Management s t u d y  o f  FDA ( c o n t .  ) .  
Nader ' s  R a i d e r s .  
Commissioner H e r b e r t  Ley. 
Cyclamate ban. 
D r .  Char les  Edwards becomes Commissioner. 
K ins low a s s i s t s  Edwards. 
K ins low a s s i s t s  Edwards ( c o n t . ) .  
1970 r e o r g a n i z a t i o n  o f  FDA. 
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Pe te r  H u t t ' s  i n f l u e n c e  on FDA p o l i c y  ( c o n t . ) .  
Ph i l osophy  o f  enforcement .  
General  Counsel r o l e  i n  enforcement p o l i c y .  
Sam F i n e .  
H e a l t h  f o o d  l o b b y i s t s .  
Senator  Kennedy h e a r i n g s  on Bureau o f  Drugs.  
Kennedy h e a r i n g  on  Bureau o f  Drugs ( c o n t . ) .  
Senator  Kennedy h e a r i n g s  on d rug  b i l l  1978. 
FDA r e l a t i o n s  w i t h  Department.  
P roposa ls  t o  d i v i d e  FDA. 
End o f  i n t e r v i e w .  



 

 

 

 

 

 

 

T h i s  i s  a r e c o r d i n g  i n  t h e  s e r i e s  o f  FDA o r a l  h i s t o r y  

B 
i n t e r v i e w s .  We a r e  i n t e r v i e w i n g  t o d a y  M r .  M a u r i c e  D. 

K i n s l o w ,  R e g i o n a l  F o o d  a n d  D r u g  D i r e c t o r  a t  A t l a n t a ,  

G e o r g i a .  T h e  i n t e r v i e w  i s  t a k i n g  p l a c e  i n  h i s  o f f i c e  i n  

D 
A t l a n t a .  

D r .  J a m e s  

T h e  d a t e  i s  S e p t e m b e r  16,  1 9 8 2 .  I n t e r v i e w e r s  

H a r v e y  Young ,  P r o f e s s o r  o f  H i s t o r y ,  E m o r y  

a r e  

U n i v e r s i t y  a n d  F r e d  L .  L o f s v o l d .  

D 
L o f s v o l d :  

g i v i n g  u s  

M r .  K i n s l o w  w o u l d  y o u  b e g i n  t h i s  r e c o r d i n g  b y  

a  s k e t c h  o f  y o u r  c a r e e r ,  w h e n  a n d  w h e r e  y o u  w e r e  

b o r n ,  w h e r e  y o u  w e r e  e d u c a t e d ,  w h e n  y o u  came t o  F o o d  a n d  

D 
D r u g  A d m i n i s t r a t i o n  

t h e  y e a r s  w i t h  t h a t  

a n d  w h a t  

a g e n c y .  

p o s i t i o n s  y o u  h a v e  h e l d  o v e r  

K i n s l o w :  I w a s  b o r n  J u n e  1 6 ,  1 9 3 2  i n  New A l b a n y ,  I n d i a n a .  

D 
I a t t e n d e d  p u b l i c  s c h o o l  t h e r e  a n d  t h e n  e n t e r e d  t h e  

U n i v e r s i t y  o f  L o u i s v i l l e ,  L o u i s v i l l e ,  K e n t u c k y  a n d  c o m p l e t e d  

my s c h o o l i n g  a t  a s m a l l  s c h o o l  r i g h t  o u t s i d e  o f  L e x i n g t o n ,  

D 
K e n t u c k y  c a l l e d  G e o r g e t o w n  C o l l e g e  w h e r e  

w i t h  a B a c h e l o r s  D e g r e e .  

I g r a d u a t e d  i n  1 9 5 3  

L o f s v o l d :  W h a t  w a s  y o u r  m a j o r ?  

D 
K i n s l o w :  My m a j o r  was  p s y c h o l o g y .  I s u s p e c t  y o u  m i g h t  f i n d  

t h a t  a b i t  s u r p r i s i n g  s i n c e  m o s t  F o o d  a n d  D r u g g e r s  h a v e  a  

v e r y  h e a v y  s c i e n t i f i c  b a c k g r o u n d .  H o w e v e r ,  u n l i k e  m o s t  o f  

my c o l l e a g u e s  I d i d  n o t  come i n t o  t h e  F o o d  a n d  D r u g  A d m i n -  

i s t r a t i o n  a s  my f i r s t  f e d e r a l  e m p l o y m e n t .  I o r i g i n a l l y  was  

e m p l o y e d  b y  t h e  S o c i a l  S e c u r i t y  A d m i n i s t r a t i o n .  I s t a r t e d  



b 

w o r k i n g  f o r  S o c i a l  S e c u r i t y  i n  J a n u a r y  1 9 5 5  a n d  was e m p l o y e d  

by  t h a t  a g e n c y  f o r  s e v e r a l  y e a r s  p r i o r  t o  c o m i n g  t o  t h e  F o o d  

b 	 a n d  D r u g  A d m i n i s t r a t i o n .  As a m a t t e r  o f  f a c t  I h a d  b e e n  

w i t h  S o c i a l  S e c u r i t y  j u s t  u n d e r  f i v e  y e a r s  when I was 

s e l e c t e d  f o r  t h e  D e p a r t m e n t  o f  H e a l t h ,  E d u c a t i o n  and  W e l f a r e  

Management  D e v e l o p m e n t  P r o g r a m .  I l e f t  I n d i a n a  i n  A u g u s t  o f  

1 9 6 0  t o  go t o  my f i r s t  a s s i g n m e n t  i n  S o c i a l  S e c u r i t y  Head

q u a r t e r s  i n  B a l t i m o r e ,  M a r y l a n d .  A f t e r  c o m p l e t i n g  a b o u t  a  

y e a r  t h e r e ,  I w e n t  t o  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  a s  my 

s e c o n d  a s s i g n m e n t  i n  t h e  Management  D e v e l o p m e n t  P r o g r a m  a n d  

t h a t  i s  how I b e g a n  my FDA c a r e e r .  I t  was r e a l l y  s i m p l y  de 

s i g n e d  t o  b e  a s i x  t o  t w e l v e  m o n t h  a s s i g n m e n t ,  f r o m  w h i c h  I 

c o u l d  h a v e  gone  on  t o  some o t h e r  a g e n c y .  However ,  I became 

so  i n t r i g u e d  w i t h  t h e  a c t i v i t i e s  o f  FDA a n d  so  h i g h l y  i m 

p r e s s e d  by  t h e  p e o p l e  t h a t  I m e t  t h e r e ,  I h a d n ' t  b e e n  t h e r e  

v e r y  many weeks u n t i l  I d e c i d e d  t h a t  t h i s  was t h e  a g e n c y  

w h e r e  I w a n t e d  t o  s t a y .  

L o f s v o l d :  T h a t  was i n  1 9 6 0 ?  

K i n s l o w :  I t  was i n  J u l y  1961.  My i n i t i a l  a s s i g n m e n t  was a s  

a S t a f f  A s s i s t a n t  i n  t h e  O f f i c e  o f  t h e  C o m m i s s i o n e r  w o r k i n g  

s p e c i f i c a l l y  f o r  A s s i s t a n t  C o m m i s s i o n e r  W i n t o n  B. R a n k i n .  I 

c o n s i d e r e d  m y s e l f  v e r y  l u c k y  f o r  t w o  r e a s o n s  i n  c o n n e c t i o n  

w i t h  t h i s  f i r s t  a s s i g n m e n t  w i t h  t h e  a g e n c y .  One, I was v e r y  

l u c k y  t o  h a v e  t h e  o p p o r t u n i t y  t o  w o r k  f o r  M r .  R a n k i n  b e c a u s e  

h e  was " t h e  b e s t  t e a c h e r "  t o  w h i c h  I h a v e  e v e r  been  e x p o s e d  



B 
 

a n d  a l s o  a  v e r y  f i n e  g e n t l e m e n .  T h e  s e c o n d  r e a s o n  I c o n 

s i d e r e d  m y s e l f  s o  l u c k y  was t h a t  I came i n t o  t h e  a g e n c y  a t  a 

v e r y  i n t e r e s t i n g  t i m e  a n d  h a v e  h a d  t h e  o p p o r t u n i t y  o v e r  t h e  

p a s t  t w e n t y - o n e  y e a r s  o f  o b s e r v i n g  a  f a s c i n a t i n g  c o l l a g e  o f  

s i t u a t i o n s ,  d e v e l o p m e n t s ,  a c t i v i t i e s ,  t h a t  r e a l l y  h a v e  b e e n  

j u s t  a m a r v e l o u s  e x p e r i e n c e .  N o t  e v e r y t h i n g  t h a t  h a s  h a p -

p e n e d  h a s  b e e n  t o  my l i k i n g ,  b u t  a l l  i n  a l l  I t h i n k  t h e  

o p p o r t u n i t y  t o  w o r k  f o r  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n ,  

w h i c h  h a s  a  v e r y  b a s i c ,  f u n d a m e n t a l  r o l e  i n  o u r  s o c i e t y  i n  

p r o t e c t i n g  c o n s u m e r s  h a s  b e e n  a m a r v e l o u s  o p p o r t u n i t y  a n d  

I ' v e  e n j o y e d  i t  t h o r o u g h l y .  

I h a d  a n  i n t e r e s t i n g  e x p e r i e n c e  d u r i n g  t h e  f i r s t  t w o  

w e e k s  t h a t  I was w i t h  t h e  a g e n c y .  My o f f i c e  was o n  a c o r 

r i d o r  i n  t h e  n o r t h  HEW b u i l d i n g  l e a d i n g  down t o  t h e  

C o m m i s s i o n e r ' s  o f f i c e .  A p p r o x i m a t e l y  a c r o s s  t h e  h a l l  f r o m  

me was t h e  o f f i c e  o f  M r .  F r a n k  C l a r k  who a t  t h a t  t i m e  was a n  

A s s i s t a n t  t o  D e p u t y  C o m m i s s i o n e r  J o h n  H a r v e y .  A s  I s a y ,  

w i t h i n  t h e  f i r s t  t w o  w e e k s  t h a t  I came o n  t h i s  a s s i g n m e n t  

F r a n k  t o o k  me a s i d e  o n e  d a y  a n d  e x p l a i n e d  t o  me t h a t  I h a d  

t w o  s t r i k e s  o n  me a n d  h e  f e l t  t h a t  I n e e d e d  t o  b e  a w a r e  o f  

t h a t .  So I t o l d  h i m  t h a t  I a p p r e c i a t e d  t h e  i n f o r m a t i o n  b u t  

I w o u l d  l i k e  f o r  h i m  t o  e x p l a i n  i t  a l i t t l e  m o r e .  He s a i d ,  

" W e l l ,  n u m b e r  one ,  y o u  d i d  n o t  s t a r t  y o u r  g o v e r n m e n t  c a r e e r  

i n  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  a s  a l m o s t  a l l  o f  t h e  

r e s t  o f  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  e m p l o y e e s  d i d .  N u m b e r  

m 
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t w o ,  y o u r  f i r s t  a s s i g n m e n t  i s  i n  t h e  C o m m i s s i o n e r ' s  o f f i c e .  

T h e r e f o r e ,  f o r  t h o s e  t w o  r e a s o n s  y o u  a r e  g o i n g  t o  b e  i m m e d i -  

a t e l y  s u s p e c t  w i t h  e v e r y b o d y  i n  t h e  a g e n c y . "  He s a i d ,  " I  

j u s t  t h o u g h t  y o u  s h o u l d  b e  a w a r e  o f  t h a t . "  I t h a n k e d  h i m  

f o r  t h a t  i n f o r m a t i o n ,  w h i c h  I t o o k  t o  b e  a d v i c e  a n d  I f o u n d  

t h a t  F r a n k  w a s  100% a c c u r a t e  a s  w e e k s  a n d  m o n t h s  a n d  y e a r s  

p a s s e d .  I n t e r e s t i n g l y ,  F r a n k  a n d  I b e c a m e  v e r y  d e a r  f r i e n d s  

a n d  i n d e e d  w e r e  p e e r s  a s  R e g i o n a l  F o o d  a n d  D r u g  D i r e c t o r s  a t  

t h e  t i m e  o f  h i s  d e a t h  some y e a r s  a g o .  I a l w a y s  a p p r e c i a t e d  

t h a t  a d v i c e  f r o m  F r a n k .  

T h e  f i r s t  t h i n g  t h a t  h a p p e n e d  w h e n  I s t a r t e d  my a s s i g n 

m e n t  w i t h  M r .  R a n k i n  was t o  b e g i n  a t r a i n i n g  p r o g r a m ,  o r  

o r i e n t a t i o n  p r o g r a m  t h a t  h e  h a d  d e v e l o p e d  f o r  me, w h i c h  g a v e  

me a n  o v e r v i e w  o f  a l l  o f  t h e  a c t i v i t i e s  o f  t h e  a g e n c y  b o t h  

i n  t h e  h e a d q u a r t e r s  o f f i c e s  a n d  t h e  f i e l d  a c t i v i t i e s .  I 

w e n t  a r o u n d  f r o m  p l a c e  t o  p l a c e  a n d  m e t  w i t h  v a r i o u s  p e o p l e  

t o  l e a r n  s o m e t h i n g  a b o u t  FDA. As I s a i d  e a r l i e r ,  M r .  R a n k i n  

was  a n  e x c e l l e n t  t e a c h e r .  I l e a r n e d  a b o u t  t h e  a g e n c y ,  n o t  

b e c a u s e  I h a d  a g o o d  t e c h n i c a l  o r  s c i e n t i f i c  b a c k g r o u n d  f r o m  

my s c h o o l i n g ,  b u t  t h r o u g h  o n - t h e - j o b  t r a i n i n g .  A t  t h a t  

p o i n t  i n  t i m e ,  M r .  R a n k i n  h a d  s i g n i f i c a n t  r e s p o n s i b i l i t i e s  

r e g a r d i n g  l e g i s l a t i v e  a c t i v i t i e s  w i t h  t h e  C o n g r e s s  a n d  c o n 

g r e s s i o n a l  l i a i s o n .  My f i r s t  a s s i g n m e n t s  i n  t h e  a g e n c y  

r e l a t e d  t o  a c o n g r e s s i o n a l  h e a r i n g  t h a t  was  c o m i n g  u p  i n  

S e p t e m b e r  1 9 6 1 ,  w h e r e  S e c r e t a r y  R i b i c o f f  was  g o i n g  t o  a p p e a r  



b e f o r e  t h e  K e f a u v e r  C o m m i t t e e ,  w h i c h  was  h o l d i n g  d r u g  h e a r -  

i n g s .  T h i s ,  a c c o r d i n g  t o  my r e c o l l e c t i o n ,  was a h e a r i n g  o n  

l e g i s l a t i o n  t h a t  h a d  b e e n  i n t r o d u c e d  b y  S e n a t o r  K e f a u v e r ,  

s u b s e q u e n t  t o  a b o u t  t w o  y e a r s  o f  i n v e s t i g a t i v e  h e a r i n g s  

r e g a r d i n g  t h e  d r u g  i n d u s t r y .  

P e r h a p s  a t  t h i s  p o i n t  I s h o u l d  s t e p  b a c k  f r o m  t h a t  

a s s i g n m e n t  f o r  a m o m e n t  a n d  g i v e  a b r i e f  r e s u m e  o f  t h e  

t h i n g s  t h a t  I ' v e  d o n e  i n  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  

s u b s e q u e n t  t o  my i n i t i a l  a s s i g n m e n t  a s  a S t a f f  A s s i s t a n t  i n  

t h e  c o m m i s s i o n e r ' s  o f f i c e .  

I n  t h e  f a l l  o f  1 9 6 4 ,  w h i l e  s t i l l  w o r k i n g  i n  t h a t  

o f f i c e ,  I was s e l e c t e d  b y  t h e  D e p a r t m e n t  o f  H e a l t h ,  E d u c a 

t i o n ,  a n d  W e l f a r e  a s  t h e  D e p a r t m e n t ' s  r e p r e s e n t a t i v e  f o r  t h e  

A m e r i c a n  P o l i t i c a l  S c i e n c e  A s s o c i a t i o n  C o n g r e s s i o n a l  F e l l o w 

s h i p  P r o g r a m .  So I s p e n t  a b o u t  t h e  f i r s t  e i g h t  m o n t h s  o f  

1 9 6 5  o n  C a p i t o l  H i l l  p a r t i c i p a t i n g  i n  t h a t  p r o g r a m .  T h e n  I 

r e t u r n e d  t o  t h e  a g e n c y  a n d  i n  e a r l y  1 9 6 6  was  d e s i g n a t e d  a s  

t h e  D i r e c t o r  o f  F D A ' s  f i r s t  O f f i c e  o f  L e g i s l a t i v e  S e r v i c e s .  

L o f s v o l d :  T h i s  was a f t e r  D r .  G o d d a r d  came a s  C o m m i s s i o n e r ?  

K i n s l o w :  Yes i t  was .  J u s t  a f e w  m o n t h s  a f t e r  h e  came o n  a s  

t h e  C o m m i s s i o n e r .  I c o n t i n u e d  t o  o p e r a t e  i n  t h a t  o f f i c e  

u n t i l  J u n e  1 9 6 7 ,  w h e n  I w e n t  t o  t h e  B a l t i m o r e  D i s t r i c t  a s  

t h e  D i s t r i c t  D i r e c t o r .  I s t a y e d  t h e r e  u n t i l  D e c e m b e r  1 9 6 9  

when  I r e t u r n e d  t o  W a s h i n g t o n  a s  a  S p e c i a l  A s s i s t a n t  t o  t h e  

C o m m i s i o n e r  who was t h e n  D r .  C h a r l e s  E d w a r d s .  I s t a y e d  i n  



W a s h i n g t o n  a s  t h e  A s s i s t a n t  C o m m i s s i o n e r  f o r  P r o g r a m  C o o r d i -  

n a t i o n  u n t i l  S e p t e m b e r  1 9 7 1  w h e n  I came t o  A t l a n t a  a s  t h e  

R e g i o n a l  D i r e c t o r  w h e r e  I h a v e  b e e n  s i n c e  t h a t  t i m e .  

Y o u n g :  M a u r i c e  now t h a t  y o u  h a v e  e n c a p s u l a t e d  y o u r  c a r e e r ,  

l e t s  g o  b a c k  t o  i t s  b e g i n n i n g ,  a n d  t o  t h a t  S e p t e m b e r  1 9 6 1  

h e a r i n g  i n  w h i c h  t h e  K e f a u v e r  C o m m i t t e e  was  b e g i n n i n g  t o  

m o v e  f r o m  i n v e s t i g a t i o n  t o  l e g i s l a t i o n .  

K i n s l o w :  A l l  r i g h t ,  D r .  Young.  T h a t  b e g a n  a f a s c i n a t i n g  

y e a r  d u r i n g  w h i c h  t h s r e  was a n  e n o r m o u s  s t r u g g l e  g o i n g  o n  i n  

t h e  C o n g r e s s  r e l a t i v e  t o  t h e  p a s s a g e  o f  r e v i s e d  d r u g  l e g i s -  

l a t i o n  i n  t 3 i s  c o u n t r y .  My o n l y  r e $ r e t ,  i n  r e t r o s ? e c t ,  i s  

t h a t  I was  s u c h  a  n e o p h y t s  i n  t h e  F o o d  a n d  D r u g  A d n i n i -  

s t r a t i o n ,  e v e n  t h o u g h  w o r k i n g  i n  t h e  C o n n i s s i o n e r ' s  o f f i c e ,  

I r e a l l y  d i d n ' t  h a v e  t h e  b a c k g r o u n d  t o  u n d e r s t a n d  o r  a p p r e 

c i a t e  many o f  t h e  t h i n g s  t h a t  w e r s  g o i n g  o n  a r o u n d  me. 

H o w e v e r ,  a s  t h e  l e g i s l a t i v e  b a t t l e  h e a t e d  u p  i n  t h e  l a t e  

s p r i n g  a n d  e a r l y  summer,  a s  I r e c a l l ,  o f  1 9 6 2 ,  t h e  K e f a u v e r  

C o m m i t t e e  d r a f t e d  a  b i l l  w h i c h  t h e  a d m i n i s t r a t i o n  r e q u e s t e d  

t h e  F o o d  a n d  D r u g  A d m i n i s t r a t  i o n  t o  r e v i e w .  

Y o u n g :  Do y o u  mean ' 6 2  o r  d o  y o u  mean  ' 6 1 ?  

0 K i n s l o w :  No, I mean i n  ' 6 2 .  
  

Y o u n g :  R i g h t .  
  

K i n s l o w :  T h i s  b i  1 1  was  w r i t t e n  e s s e n t i a l l y  b y  i n d u s t r y  
  

0 
l a w y e r s .  S e n a t o r  D i  r k s e n  was t h e  r a n k i n g  m i n o r i t y  member  



o n  t h e  K e f a u v e r  C o m m i t t e e  a n d  h e  h a d  b r o u g h t  some l a w y e r s  i n  

who h a d  d e v e l o p e d  a b i l l .  T h i s  w a s  s u b m i t t e d  t o  t h e  F o o d  

a n d  D r u g  A d m i n i s t r a t i o n  a n d  t h e  a g e n c y  m a d e  some v e r y  n e g a 

t i v e  c o m m e n t s  a b o u t  t h e  b i l l  t o  t h e  D e p a r t m e n t  o f  HEW. I 

r e c a 1 1  a  v e r y  i n t e r e s t i n g  d  e v e l o p m e n t  c o n c e r n i n g  t h a t  p a r 

# 	 t i c u l a r  d o c u m e n t  w h i c h  w e n t  u p  t o  t h e  D e p a r t m e n t .  I h a d  

b e e n  a r o u n d ,  b y  t h a t  t i m e ,  l o n g  e n o u g h  t o  d o  a f e w  p r o d u c -  

t i v e  t h i n g s ,  s o  I h a d  t a k e n  t h e  c o m m e n t s  f r o m  v a r i o u s  

o f f i c e s  o f  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  o n  v a r i o u s  p r o 

v i s i o n s  o f  t h e  b i l l  a s  d r a f t e d  a n d  p u t  t h e m  t o g e t h e r  i n  a 

r e p o r t  t o  t h e  d e p a r t m e n t ,  w h i c h  I am s u r e  was  s i g n e d  by 

C o m m i s s i o n e r  L a r r i c k .  H o w e v e r ,  somehow a c o p y  o f  t h a t  d o c u 

m e n t  w h i c h  h a d  my name down i n  t h e  b o t t o m  l e f t  c o r n e r  o f  t h e  

l a s t  p a g e ,  a s  t h e  d r a f t e r ,  g o t  i n  t h e  h a n d s  o f  some o f  t h e  

s t a f f  p e o p l e  i n  t h e  D e p a r t m e n t .  W h i l e  I d i d  n o t  a t t e n d  t h e  

m e e t i n g  a t  w h i c h  t h i s  o c c u r r e d ,  i t  was r e p o r t e d  t o  me t h a t  

t h e r e  w a s  a r a t h e r  h e a t e d  d i s c u s s i o n  i n  w h i c h  some o f  t h e  

h i e r a r c h y  o f  t h e  d e p a r t m e n t  w e r e  c h i d i n g  M r .  L a r r i c k  a b o u t  

t h e  n a t u r e  o f  t h e  a g e n c y ' s  n e g a t i v e  c o m m e n t s  o n  t h i s  b i l l  

a n d  h e l d  u p  t h i s  c o p y  o f  t h e  d r a f t  a n d  s a i d ,  " B u t  t h o s e  a r e  

K i n s l o w ' s  v i e w s . "  A n d  i t  was  r e l i a b l y  r e p o r t e d  t o  me t h a t  

M r .  L a r r i c k  s a i d  v e r y  g e n t l y ,  b u t  v e r y  f i r m l y ,  " T h o s e  a r e  

t h e  F o o d  a n d  D r u g  A d m i n i s t r a t  i o n ' s  v i e w s . "  T h a t  w a s  t h e  

f i r s t  t i m e  t h a t  I r e a l l y  f e l t  t h a t  I was  i n d e e d  a  p a r t  o f  

t h e  o r g a n i z a t i o n  a n d  I was  wa l k i n g  o n  a i r  t h a t  e v e n i n g  



w h e n  I w e n t  home a f t e r  I h e a r d  a b o u t  t h a t  l i t t l e  s c e n a r i o .  

N o t w i t h s t a n d i n g  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n ' s  n e g a t i v e  

v i e w s  o n  t h e  b i l l ,  i t  a p p e a r e d  c l e a r  t h a t  l e g i s l a t i o n  c o m i n g  

o u t  o f  t h e  K e f a u v e r  C o m m i t t e e  was n o t  g o i n g  t o  b e  t h e  k i n d  

o f  l e g i s l a t i o n  t h a t  t h e  F o o d  a n d  D r u g  A d m i n i  s t r a t i o n  f e l t  

was n e e d e d .  T h e  c i r c u m s t a n c e  t h a t  d e r a i l e d  t h a t  f r e i g h t  

t r a i n ,  a n d  t h a t  i s  p r e c i s e l y  how we v i e w e d  i t - - w a s  t h e  

t h a l i d o m i d e  e p i s o d e .  I h a d  t h e  u n i q u e  o p p o r t u n i t y  o f  s i t 

t i n g  i n  A s s i s t a n t  C o m m i s s i o n e r  R a n k i n ' s  o f f i c e  t h e  a f t e r 

n o o n  t h a t  M o r t o n  b l i n t z ,  o f  t h e  W a s h i n g t o n  P o s t ,  i n t e r v i e w e d  

h i m  a b o u t  t h a l i d o m i d e .  So I h e a r d  t h a t  i n t e r v i e w  c o n d u c t e d  

a n d ,  o f  c o u r s e ,  t h e  s u b s e q u e n t  n e w s p a p e r  a r t i c l e  w r i t t e n  b y  

M r .  M i n t z  a b o u t  t h a l i d o m i d e  c r e a t e d  s u c h  a n  o u t c r y  t h a t  

t h e r e  w e r e  some v e r y  s i g n i f i c a n t  c h a n g e s  made i n  t h e  l e g i s 

l a t i o n .  M a n y  o f  t h e  p r o v i s i o n s  t h a t  we f e l t  w e r e  p r e v i o u s l y  

l o s t  w e r e  i n c l u d e d  i n  t h e  1 9 6 2  K e f a u v e r - H a r r i s  D r u g  Amend- 

m e n t s .  I h a d  t h e  p r i v i l e g e  o f  b e i n g  i n  t h e  S e n a t e  a n t e r o o m  

t h e  a f t e r n o o n  t h a t  S e n a t o r  K e f a u v e r ,  a s  t h e  f l o o r  m a n a g e r  o f  

t h e  b i l l ,  b r o u g h t  t h e  b i l l  t o  a  s u c c e s s f u l  c o n c l u s i o n  i n  t h e  

S e n a t e .  As h e  came o f f  t h e  S e n a t e  f l o o r ,  I h a d  a n  o p p o r t u 

n i t y  t o  s h a k e  h a n d s  w i t h  h i m .  He d i d n ' t  k n o w  who I was, b u t  

t h i s  h a d  b e e n  a r r a n g e d  b y  M r .  R a n k i n  s o  t h a t  I c o u I d  m e e t  

h i m .  

Y o u n g :  May I a s k  y o u  i f  y o u  c o u l d  c h a r a c t e r i z e  t h e  n a t u r e  

o f  F D A ' s  o b j e c t i o n  t o  t h e  o r i g i n a l  b i l l .  Was t h i s  b e c a u s e  
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t h e  o r i g i n a l  b i l l  r e p r e s e n t e d  m o r e  K e f a u v e r ' s  i d e a s  i n  c o n 

n e c t i o n  w i t h  t h e  p r i c i n g  o f  d r u g s  a n d  l e s s  t h i n g s  t h a t  h a d  

t o  d o  w i t h  t h e  s c i e n t i f i c  d i m e n s i o n s  o f  t e s t i n g  new d r u g s ?  

K i n s l o w :  No, t h a t  was n o t  t h e  p r o b l e m .  I n  t h e  f i r s t  p l a c e ,  

e v e n  t h e  l e g i s l a t i o n  a s  o r i g i n a l l y  i n t r o d u c e d  d i d n ' t  g o  

n e a r l y  a s  f a r  a s  S e n a t o r  K e f a u v e r  w o u l d  h a v e  l i k e d  i n  d e a l -  

i n g  w i t h  t h e  p r i c i n g  o f  d r u g s .  T h e  F o o d  a n d  D r u g  A d m i n i s -  

t r a t i o n ' s  p r o b l e m  w i t h  t h e  b i l l  t h a t  came o u t  o f  t h e  c o m m i t -  

t e e  p r i o r  t o  t h e  t h a l i d o m i d e  p u b l i c i t y  was  t h a t  i t  d i d  n o t  

g o  n e a r l y  f a r  e n o u g h  i n  d e a l i n g  w i t h  some o f  t h e  p r o b l e m s  

t h a t  FDA p e r c e i v e d  s h o u l d  b e  a d d r e s s e d .  F o r  e x a m p l e ,  i t  d i d  

n o t  d e a l  w i t h  e f f i c a c y ,  o r  a t  l e a s t  i t  d i d  n o t  d e a l  w i t h  i t  

i n  t h e  way i n  w h i c h  t h e  u l t i m a t e  l e g i s l a t i o n  d i d .  So o u r  

p r i n c i p a l  c o n c e r n  r e l a t e d  t o  t h e  f a c t  t h a t  t h e  b i l l  was  

weak .  I t  g a v e  t h e  a p p e a r a n c e  o f  s t r e n g t h e n i n g  d r u g  l e g i s -  

l a t i o n  i n  t h i s  c o u n t r y ,  b u t  i t  H a s  m o r e  a p p e a r a n c e  t h a n  

s u b s t a n c e .  I t  was a n  i n d u s t r y  d r a f t e d  b i l l .  

Y o u n g :  R i g h t .  Now a s  t i m e  w e n t  a l o n g ,  u n d e r  t h e  t h a l i d o -  

m i d e  p r e s s u r e  t o w a r d  t h e  f i n a l  s u c c e s s f u l  e n a c t m e n t  o f  t h e  

b i l l ,  t h e r e  w e r e  t e n s i o n s  a b o u t  w h a t  t h a t  f i n a l  b i l l  s h o u l d  

c o n t a i n  b e t w e e n  FDA a n d  HEW a n d  a s  I u n d e r s t a n d  i t  e v e n  b e 

t w e e n  HEW a n d  t h e  W h i t e  H o u s e .  D i d  y o u  h a v e  a n y  i n s i g h t  a t  

t h e  t i n e  i n t o  t h e s e  p r o b l e m s ?  

K i n s l o w :  N o t  r e a l l y .  I was  t h e r e  a n d  I was a w a r e  o f  e n o r 

mous c o n f l i c t  i n g  p r e s s u r e s  a b o u t  w h a t  t h e  u l t i m a t e  b i l l  



0 

w o u l d  i n c l u d e ,  b u t  I was  n o t  p e r s o n a l l y  i n v o l v e d  i n  m o s t  o f  

t h e s e  t h i n g s .  As a m a t t e r  o f  f a c t ,  t h e  k e y  p e o p l e  f r o m  t h e  

p e r s p e c t i v e  o f  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  w e r e  C o n m i s 

s i o n e r  L d r r i c k ,  A s s i s t a n t  C o m m i s s i o n e r  R a n k i n  a n d  G e n e r a l  

C o u n s e l  G o o d r i  c h .  

0 	 Y o u n g :  R i g h t .  K e f a u v e r  was d i s a p p o i n t e d  t h a t  t h e  f i n a l  

b i l l  d i d n ' t  c o n t a i n  m o r e  p r o v i s i o n s  t h a t  r e l a t e d  t o  p r i c i n g .  

K i n s l o w :  V e r y  much  s o .  

Y o u n g :  W o u l d  y o u  s a y  t h a t  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n ,  

w h e n  t h e  b i l l  f i n a l l y  was p a s s e d ,  was  s a t i s f i e d  a n d  p l e a s e d  

w i t h  w h a t  h a d  b e e n  s e c u r e d  f r o m  t h e  p o i n t  o f  v i e w  o f  s e c u r 

i n g  s a f e  a n d  e f f e c t i v e  d r u g s ?  

K i n s l o w :  E n o r m o u s l y  p l e a s e d .  As a m a t t e r  o f  f a c t ,  I t h i n k  

t h a t  t h e  o r o v i s i o n s  t h a t  w e r e  i n c l u d e d  i n  t h e  f i n a l  l e g i s 

l a t i o n  w e r e  m o r e  t h a n  we e v e r  e x p e c t e d  t o  g e t .  

Y o u n g :  U h i l e  we a r e  t a l k i n g  a b o u t  t h i s  s t a g e ,  m i g h t  I a s k  

w h a t  a s s o c i a t i o n s  y o u  h a d  w i t h  C o m m i s s i o n e r  L a r r  i c k  a n d  how 

y o u  w o u l d  c h a r a c t e r i z e  h i m  a s  h e a d  o f  t h e  a g e n c y  i n  t h i s  

p e r i o d ,  i n  h i s  l a s t  s e v e r a l  y e a r s  o f  b e i n g  c o m m i s s  i o n e r ,  t h e  

l a s t  o f  t h e  d y n a s t y  s y s t e m ?  

K i n s l o w :  W e l l ,  f o r  a p e r i o d  o f  t w o  o r  t h r e e  y e a r s  , i m m e d i 

a t e l y  b e f o r e  h i s  r e t i r e m e n t ,  I h a d  a n  o f f i c e  immed i a t e l y  

a d j a c e n t  t o  h i s .  A n d  i n d e e d  h a d  t h e  o p p o r t u n i t y  t o  w o r k  

w i t h  h i m  o n  a n u m b e r  o f  i s s u e s .  T h e  o n e  t h a t ,  I g u e s s ,  

w h e r e  we h a d  t h e  m o s t  c o n t a c t  was  i n  c o n n e c t i o n  w i t h  t h e  



l e g i s l a t i v e  p r o p o s a l s  t o  d e a l  w i t h  d a n g e r o u s  d r u g s ,  t h e  

l e g i t i m a t e  d r u g s  w h i c h  w e r e  b e i n g  d i s t r i b u t e d  i n  i l l e g i 

t i m a t e  c h a n n e l s  a n d  w e r e  b e i n g  s e v e r e l y  a b u s e d .  

Y o u n g :  H a d  t h e r e  n o t  b e e n  a l a w ?  Was i t  i n  1 9 6 5 ?  

K i n s l o w :  I t  was p a s s e d  i n  1 9 6 5  a n d  I w o r k e d  o n  t h a t  l e g i s 

l a t i o n  f r o m  e s s e n t i a l l y  t h e  t i m e  I s t a r t e d  w i t h  t h e  a g e n c y  

u n t i l  i t s  p a s s a g e .  My e v a l u a t i o n  o f  M r .  L a r r i c k  was  t h a t  h e  

was  a v e r y  f i n e  g e n t l e m e n  a n d  a v e r y  d e d i c a t e d  F o o d  a n d  

D r u g g e r .  t ie h a d  t h e  b e s t  i n t e r e s t s  o f  t h e  a g e n c y  a t  h e a r t  

a n d  I a d m i r e d  h i m  e n o r m o u s l y .  As I s a y ,  t h i s  d a n g e r o u s  d r u g  

l e g i s l a t i o n  g a v e  me t h e  o p p o r t u n i t y  t o  w o r k  w i t h  h i m  q u i t e  

0 	 c l o s e l y .  I n  c o n n e c t i o n  w i t h  t h a t ,  I ,  h a v i n g  n o t  h a d  f i e l d  

e x p e r i e n c e ,  was  h a v i n g  a l i t t l e  d i f f i c u l t y  d e a l i n g  w i t h  some 

o f  t h e  p r o b l e m s  t h a t  o u r  f i e l d  p e o p l e  w e r e  e x p e r i e n c i n g  i n  

t r y i n g  t o  c o n t r o l  t h e  i l l e g a l  d i s t r i b u t i o n  o f  d a n g e r o u s  

d r u g s .  So,  i n  t h e  summer o f  1 9 6 3 ,  a f i e l d  t r i p  was  a r r a n g e d  

f o r  me t o  C i n c i n n a t i  D i s t r i c t ,  s o  t h a t  I c o u l d  g e t  some 

f i r s t  h a n d  e x p e r i e n c e  a s  t o  w h a t  t h e  p r o b l e m s  w e r e  w i t h  p i l l  

p u s h e r s .  I s p e n t  a v e r y  i n t e r e s t i n g  t h r e e  d a y s  i n  

C i n c i n n a t i ,  n o r t h e r n  K e n t u c k y  w h i c h  was  i n  C i n c i n n a t i  D i s 

t r i c t  t h e n ,  a n d  L e x i n g t o n ,  K e n t u c k y  w h e r e  t h e  U S  a t t o r n e y  

h a d  h i s  o f f i c e s ,  g e t t i n g  p a p e r s  f i l e d  w h i c h  r e q u e s t e d  t h e  

i n s t i t u t i o n  o f  c r i m i n a l  p r o c e e d i n g s  a g a i n s t  a w h o l e  r a f t  o f  

f o l k s  u p  i n  N e w p o r t  a n d  C o v i n g t o n ,  K e n t u c k y .  A n d  i n  t h e  



p r o c e s s ,  I l e a r n e d  a b o u t  many o f  t h e  s h o r t - c o m i n g s  o f  t r y i n g  

t o  d e a l  w i t h  i l l e g a l  d r u g  d i s t r i b u t o r s  u n d e r  t h e  t e r m s  o f  

t h e  e x i s t i n g  F o o d ,  D r u g  a n d  C o s m e t i c  A c t .  One o f  t h e  t h i n g s  

t h a t  i m p r e s s e d  me was t h a t  we d i d  n o t  h a v e  a u t h o r i t y  t o  

a r r e s t  p e o p l e .  We d i d n ' t  h a v e  a u t h o r i t y  f o r  i n v e s t i g a t o r s  

0 
t o  c a r r y  f i r e a r m s  a n d  t h e y  w e r e  d e a l i n g  w i t h  some v e r y  d a n 

g e r o u s  p e o p l e .  A f t e r  I g o t  b a c k  t o  W a s h i n g t o n  I h a d  a  m u c h  

b e t t e r  p e r s p e c t i v e  o f  t h e  p r o b l e m s .  N o t w i t h s t a n d i n g  t h i s ,  
0 

w h e n  t h e  a d m i n i s t r a t i o n ' s  l e g i s l a t i o n  was  d e v e l o p e d ,  I was  

r e s p o n s i b l e  f o r  p r e p a r i n g  F D A ' s  c o m m e n t s  o n  t h i s  l e g i s l a t i o n  

ar id  I s a s  v e r y  s a t i s f i e d  w i t h  w h a t  I h a d  d o n e ,  u n t i l  C o m i s 

s i o n e r  L a r r i c k  c a l l e d  me i n t 3  h i s  o f f i c e  a n d  s a i d  t h a t  t h e r e  

was  a t e r r i b l e  d e f i c i e n c y  i n  t h i s  b i l l .  I was  d u m b f o u n d e d  

a t  t h a t  p o i n t  a n d  s a i d ,  " i h a t  i s  i t  C o m m i s s i o n e r ? "  He s a i d ,  

" T h e r e  i s  no  p r o v i s i o n  i n  t h i s  b i l l  f o r  o u r  i n s p e c t o r s  t o  

e x e r c i s e  p o l  i c e  p o w e r s  a n d  c a r r y  f i r e a r m s .  " I s a i d ,  " W e l l ,  

s i r ,  I d i d n ' t  r e a l i z e  t h a t  y o u  w a n t e d  t o  h a v e  t h a t  k i n d  o f  

B 
a u t h o r i t y  i n  t h e  b i l l . "  He s a i d ,  " A b s o l u t e l y ,  i t  i s  n o  g o o d  

w i t 9 o u t  i t . "  So, I d r a f t e d  a  p r o v i s i o n  w h i c h  w o u l d  p r o v i d e  

t h a t  w h i c h  u l t i m a t e l y  became a p a r t  o f  t h e  l a w .  I g u e s s  i t  

i s  p r o b a b l y  o n e  o f t h e  v e r y  few a c t u a l  p i e c e s  o f  f e d e r a l  

l e g i s l a t i o n  w h e r e  I was  r e s p o n s i b l e  f o r  t h e  l a n g u a g e ,  n o t 

w i t h s t a n d i n g  t h e  f a c t  t h a t  I w o r k e d  o n  l i t e r a l l y  s c o r e s  a n d  

s c o r e s  o f  b i l l s .  B u t  I a c t u a l l y  d r a f t e d  t h a t  p r o v i s i o n  t h a t  



I 

was i n  t h e  D r u g  Abuse  C o n t r o l  Amendments as  i t  was p a s s e d  i n  

1 9 6 5 .  

To g i v e  y o u  some i n s i g h t  i n t o  M r .  L a r r i c k ' s  t h i n k i n g .  

had some r e s e r v a t i o n s  a b o u t  t h e  c r e a t i o n  o f  t h e  B u r e a u  o f  

D r u g  Abuse C o n t r o l ,  I b e l i e v e  t h a t  i s  what  3DAC s t o o d  f o r .  

T h i s  was t h e  g r o u p  c r e a t e d  t o  e n f o r c e  t h e  d a n g e r o u s  d r u g  

l e g i s l a t i o n .  I was c o n c e r n e d  b e c a u s e  t h e r e  was t h i s  s e p a r 

a t e  g r o u p  s e t  u p  i n t o  w h i c h  many of  o u r  p e o p l e  were  

a s s i g n e d .  I t  seemed t o  s p l i n t e r  t h e  o r g a n i z a t i o n .  I was 

t o l d  t h a t  t h i s  was done b y  C o m m i s s i o n e r  L a r r i c k  v e r y  d e l i 

b e r a t e l y  b e c a u s e  h e  r e c o g n i z e d  t h e  f a c t  t h a t  t h a t  a r e a  o f  

r e s p o n s i b i l i t y  was g o i n g  t o  be  t a k e n  away f r o m  t h e  Food and  

D r u g  A d m i n i s t r a t i o n .  So, r a t h e r  t h a n  a s s i m i l a t i n g  t h a t  

r e s p o n s i b i l i t y  i n t o  o u r  o n - g o i n g  a c t i v i t i e s ,  he made i t  a 

s e p a r a t e  o r g a n i z a t i o n  s o  t h a t  i t  w o u l d  be n i c e  and c l e a n  and 

n e a t  and s i m p l e  when i t  was s n i p p e d  o f f  o f  FDA's o r g a n i z a 

t i o n  c h a r t .  I was n o t  p e r c e p t i v e  enough  t o  r e c o g n i z e  t h a t  

b u t  I am a b s o l u t l y  c o n v i n c e d  t h a t  was an a c c u r a t e  c o n c l u 

s i o n  t h a t  was c o n v e y e d  t o  me b y  someone who was i n  a p o s i 

t i o n  t o  know what  was i n  t h e  C o m m i s s i o n e r ' s  mind.  So, I 

t h i n k ,  he had t h e  b e s t  i n t e r e s t s  o f  t h e  Food and D r u g  

A d m i n i s t r a t i o n  a t  h e a r t .  I ,  u n f o r t u n a t l e y ,  d i d  n o t  g e t  t o  

know h i m  as w e l l  as I w o u l d  h a v e  l i k e d  t o .  

L o f s v o l d :  D o n ' t  y o u  t h i n k ,  p o s s i b l y  t o o ,  t h a t  he  d i d  n o t  

l i k e  t h i s  k i n d  o f  an a c t i v i t y  and was n o t  a t  a l l  a v e r s e  t o  
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h a v i n g  s o m e o n e  t a k e  i t  a n d  r e a l l y  s o r t  o f  i n v i t e d  t h e  l o s s  

o f  t h i s  a c t i v i t y  t o  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n ?  

l o w :  T h a t ' s  t r u e ,  F r e d .  I a g r e e  t h a t  was  p r o b a b l y  a l s om 	 K i  n s  

p a r t  o f  h i s  r e a s o n i n g  i n  c r e a t i n g  t h e  s e p a r a t e  a c t i v i t y .  He 

d i  d n  ' t  l i k e  i t .  I n d e e d  I came t o  v i e w  i t  i n  t h a t  same l i g h t  

e v e n  t h o u g h  I h a d  w o r k e d  v e r y  h a r d  t o  t r y  t o  g e t  t h e  F o o d  

a n d  D r u g  A d m i n i s t r a t i o n  b e t t e r  t o o l s  t o  d e a l  w t h  t h i s  p r o b 

l e m .  I u l t i m a t e l y  came t o  s e e  t h a t  t h i s  was a v e r y  u n p l e a 

8 	 s a n t  k i n d  o f  a c t i v i t y  a n d  we w e r e  d e a l i n g  w i t h  c r i m i n a l s ,  

h o o d l u m s ,  t h e  d r e g s  o f  s o c i e t y ,  a n d  we w e r e  p u  t i n g  o u r  

i n s p e c t o r s  i n  c i r c u m s t a n c e s  t h a t  t h e y  s h o u l d  n o t  h a v e  b e e n  

p u t  i n t o .  I was d e l i g h t e d  when t h a t  a c t i v i t y  was t a k e n  a w a y  

f r o m  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n .  

Y o u n g :  C o m m i s s i o n  L a r r i c k  r e t i r e d ,  I t h i n k ,  i n  D e c e m b e r ,  

1 9 6 5 .  

K i n s l o w :  T h a t ' s  r i g h t .  

Y o u n g :  T h i s  i s  o n e  o f  t h e  m a j o r  w a t e r s h e d s ,  t h e  c h o i c e  o f  

t h e  n e x t  C o m m i s s i o n e r ,  w h e t h e r  t h e  s y s t e m  t h a t  h a d  p r e v a i l e d  

e s s e n t i a l l y  f r o m  t h e  b e g i n n i n g  o f  a new C o m m i s s i o n e r  b e i n g  

c h o s e n  f r o m  w i t h i n  t h e  a g e n c y  s h o u l d  b e  f o l l o w e d  o r  w h e t h e r  

a new m e t h o d  o f  c h o o s i n g  a C o m m i s s i o n e r  who came f r o m  o u t -  

s i d e  w i t h o u t  p r e v i o u s  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  e x p e r i -  

e n c e  s h o u l d  b e  p u t  i n  t h e  s p o t .  Can y o u  c o m m e n t  a t  a l l  u p o n  

y o u r  o b s e r v a t i o n s ,  t h r o u g h  t h i s  t r a n s i t i o n  a n d  i n d i c a t e  w h y ,  

f r o m  y o u r  o b s e r v a t i o n ,  y o u  t h o u g h t  i t  d i d  h a p p e n  t h a t  a 
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C o m m i s s i o n e r  was c h o s e n  f r o m  o u t s i d e ,  i n s t e a d  o f  a Commis 

s i  o n e r  b e i  n  c h o s e n  f r o m  i n s i d e  t h e  a g e n c y .  

B 	 K i n s l o w :  I r e a l l y  c a n ' t  s h e d  a n y  l i g h t  o n  t h a t ,  D r .  Young,  

I h a d  s p e n t  m o s t  o f  t h e  y e a r  o f  1 9 6 5  o n  C a p i t o l  H i l l ,  t h a t  

was  t h e  p e r  o d  d u r i n g  w h i c h  I was i n v o l v e d  i n  t h e  A m e r i c a n  

P o l i c i a l  Sc e n c e  A s s o c i a t i o n  C o n g r e s s i o n a l  F e l l o w s h i p  P r o -  

g r a m .  I r e a l l y  c a n ' t  s p e c u  a t e  o n  t h e  r e a s o n i n g  b e h i n d  

g o i n g  o u t s i d e  o f  t h e  a g e n c y  f o r  t h e  f i r s t  t i m e  f o r  a 

p 	 C o m m i s s i o n e r .  

L o f s v o l d :  When y o u  w e r e  t a  k i n g  a b o u t  M r .  L a r r i c k  a n d  how 

h e  o p e r a t e d ,  a t  a b o u t  t h a t  t i m e  h e  was  b e i n g  s u b j e c t e d  t o  

c r i t i c i s m  b y  t h e  S e n a t o r  H u m p h r e y ' s  i n v e s t i g a t i n g  c o m m i t t e e .  

D i d  y o u  o b s e r v e  a n y  o f  h i s  r e a c t i o n  t o  t h o s e  c r i t i c i s m s .  

K i n s l o w :  Yes I d i d .  I a c c o m p a n i e d  t h e  C o m m i s s i o n e r  a l o n g  

0 	 w i t h  o t h e r  s t a f f  m e m b e r s  a t  t h o s e  h e a r i n g s  a n d  I c a n  t e l l  

y o u  t h a t  t h e y  w e r e ,  i n  some i n s t a n c e s ,  a l m o s t  v i c i o u s  

a t t a c k s  o n  Mr. L a r r i c k  a n d  h i s  m a n a g e m e n t  o f  t h e  F o o d  a n d  

D r u g  A d m i n i s t r a t i o n .  I t h i n k  C o m m i s s i o n e r  L a r r i c k  was v e r y  

d i s a p p o i n t e d  a n d  d i s e n c h a n t e d  t o  h a v e  h a d  t o  go  t h r o u g h  t h i s  

e x p e r i e n c e ,  w h i c h  i n  my v i e w  was d e d i c a t e d  t o  o n e  t h i n g  a n d  

t h a t  was p u b l i c i t y  f o r  S e n a t o r  H u m p h r e y .  

L o f s v o l d :  As p a r t  o f  t h o s e  h e a r i n g s  t h e r e  w e r e  a c c u s a t i o n s  

made r e g a r d i n g  FDA b e i n g  t o o  c o z y  w i t h  i n d u s t r y  a n d  s p e c i -  

0 	 f i c a l l y  t h a t  J a c k  H a r v e y ,  t h e  D e p u t y  C o m m i s s i o n e r  h a d  d o n e  

some t h i n g s  f a v o r a b l e  t o  A b b o t t  L a b o r a t o r i e s  o f  C h i c a g o  
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w h e r e  h i s  b r o t h e r  was a v i c e  p r e s i d e n t .  D i d  y o u  o b s e r v e  a  nY 

o f  t h a t  p a r t  o f  t h e  h e a r i n g s ?  

K i n s l o w :  Yes,  I o b s e r v e d  i t .  I r e a l l y  w a s n ' t  t h a t  in v o 1  v e d  

a n d  I c a n ' t  r e a l l y  comment on  wha t  M r .  H a r v e y  m i g h t  o r  

m i g h t  n o t  h a v e  done  b e c a u s e  I h a v e  no p e r s o n a l  know 1  e d g e  

a b o u t  t h a t .  The w h o l e  t e n o r  o f  t h a t  p a r t i c u l a r  s e t  o f  h e a r 

i n g s  was a  n e g a t i v e  one as  f a r  as  t h e  a g e n c y  was c o n c e r n e d  

a n d  I was p e r s o n a l l y  s o r r y  t o  s e e  b o t h  M r .  L a r r i c k  and M r .  

H a r v e y  s u b j e c t e d  t o  some o f  t h e  t h i n g s  t h a t  o c c u r r e d  d u r i n g  

t h a t  p e r i o d .  

L o f s v o l d :  I n  t h e  l a s t  f o u r  o r  f i v e  y e a r s  t h a t  G e o r g e  

L a r r i c k  was C o m m i s s i o n e r  i t  seemed t o  me f r o m  t h e  f i e l d  

w h e r e  I was, t h e r e  w e r e  some s e r i o u s  t e n s i o n s  among t h e i r  

t o p  s t a f f  and  some o f  t h e  b u r e a u  d i r e c t o r s .  D i d  t h a t  h a v e  

a n y  e f f e c t  on  t h e  w o r k  y o u  were  d o i n g ?  F o r  e x a m p l e ,  t h e  

p e r s o n a l i t y  c l a s h  b e t w e e n  A l l a n  R a y f i e l d  and  M a l c o l m  

S t e p h e n s ?  

K i n s l o w :  I am n o t  s u r e  t h a t  i t  h a d  a n y  i m p a c t  o n  t h e  w o r k  

t h a t  I d i d  b e c a u s e  I h a d  t o  h a v e  a f a i r l y  d e c e n t  w o r k i n g  

r e l a t i o n s h i p  w i t h  a l l  o f  t h e  t o p  s t a f f  members b e c a u s e  I 

c o u l d  b e  c a l l i n g  on  any  o f  t h e m  a t  a n y t i m e  f o r  a s s i s t a n c e  

i n  c o n n e c t i o n  w i t h  an  u p c o m i n g  h e a r i n g ,  o r  d e v e l o p i n g  a  r e 

s p o n s e  t o  a c o n g r e s s i o n a l  i n q u i r y .  So, I d e a l t  w i t h  a l l  o f  

t h e m  and  g e n e r a l l y  I w o u l d  s a y  t h a t  I g o t  e x c e l l e n t  s u p p o r t  

and  c o o p e r a t i o n  f r o m  them. The t e n s i o n s  t h a t  e x i s t e d  w e r e  

c l e a r l y  e v i d e n t  t o  me. I t h i n k  t h e y  may h a v e  a f f e c t e d  o t h e r  
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o p e r a t i o n s  i n  t h e  a g e n c y  m o r e  t h a n  t h e y  w o u l d  h a v e  m i n e .  I 

t h i n k  i t  was u n f o r t u n a t e  s i t u a t i o n  i n t e r n a l l y  a n d  I r e a 1 l y  

d o n ' t  k n o w  t h e  d i m e n s i o n s  o f  how i t  m i g h t  h a v e  i m p a c t e d  t h e  

a g e n c y  a s  a w h o l e .  

Y o u n g :  You w e r e  o n  t h e  H i l l  a l o t  i n v o l v e d  w i t h  l a y i n g  t h e  

g r o u n d  w o r k  f o r  a p p e a r a n c e s  a t  h e a r i n g s  a n d  i f  b i l l s  w e r e  

u p ,  t a l k i n g  t o  s t a f f  p e o p l e .  Was t h e r e  s u c h  a t h i n g  a s  a 

t y p i c a l  d a y  w h e n  y o u  w e n t  f r o m  t h e  F o o d  a n d  D r u g  A d m i n i s -  

t r a t i o n  t o  t h e  C o n g r e s s ?  W h a t  w a s  t h e  r o u t i n e ,  w h a t  k i n d s  

o f  a s s o c i a t i o n s  d i d  y o u  e s t a b l i s h  o n  t h e  H i l l ?  


K i n s l o w :  W e l l ,  t h e r e  c e r t a i n l y  w a s n ' t  a t y p i c a l  d a y .  I n  


0 t h e  p e r i o d  we a r e  t a l k i n g  a b o u t  now,  w h i c h  i s  l a t e  i n  1 9 6 5 ,  

I h a d  j u s t  r e t u r n e d  t o  t h e  a g e n c y  f r o m  t h e  C o n g r e s s i o n a l  

F e l l o w s h i p  P r o g r a m  a n d  i t  was  t h e  l a s t  d a y s  o f  t h e  L a r r i c k  

a 
 a d m i n i s t r a t i o n .  P r i o r  t o  t h a t  t i m e ,  I h a d  n o t  w o r k e d  t h a t  

much  a s  t h e  p r i n c i p a l  c o n t a c t  o n  t h e  H i l l .  A c t u a l l y ,  W i n t o n  

R a n k i n  c a r r i e d  o u t  t h a t  r e s p o n s i b i l i t y  a n d  d e a l t  w i t h  s t a f f  

0 p e o p l e  a n d  m o s t  o f  w h a t  I d i d ,  I d i d  b a c k  a t  t h e  a g e n c y  o r  

i n  p r e p a r i n g  b a c k g r o u n d  m a t e r i a l  f o r  h e a r i n g s ,  t h a t  s o r t  o f  

t h i n g ,  d e a l i n g  w i t h  t h e  v a r i o u s  o f f i c e s  o f  t h e  a g e n c y  t o  g e t  

m a t e r i a l s  p r e p a r e d .  I t  was  o n l y  a f t e r  D r .  G o d d a r d  came o n  

b o a r d  i n  J a n u a r y  o f  1 9 6 6  t h a t  I r e a l l y  t o o k  o n  t h e  p r i n c i p a l  

c o n t a c t  r o l e  w i t h  C a p i t o l  H i l l .  So, I h a v e  a d i f f e r e n t  p e r 

s p e c t i v e  s t a r t i n g  a t  t h a t  p e r i o d .  O f  c o u r s e  t h a t  was a f t e r  

M r .  L a r r i c k  l e f t .  



P e r h a p s ,  u n l e s s  y o u  h a v e  some o t h e r  q u e s t i o n s ,  t h i s  

w o u l d  b e  a  g o o d  p l a c e  t o  s t a r t  w i t h  t h e  G o d d a r d  e r a ,  i f  y o u  

w i l l .  I was  i m m e d i a t e l y  i m p r e s s e d  b y  D r .  G o d d a r d  b e c a u s e  h e  

was a v e r y  g o o d  s u b j e c t  t o  b r i e f  i n  a d v a n c e  o f  h e a r i n g s .  

4 s  s o o n  a s  he came i n t o  t h e  a g e n c y ,  h e  s t a r t e d  s p e n d i n g  a 

g r e a t  d e a l  o f  t i m e  o n  C a p i t o l  H i l l ,  s o  I h a d  t o  s p e n d  a l o t  

o f  t i m e  b r i e f  i n g  h i m  a n d  w o r k i n g  o n  t e s t i m o n y  a n d  p r e p a r i n g  

f o r  n e a r i n g s .  I t  was  a n  i n t e r e s t i n g  p e r i o d  b u t  i t  was  a 

v e r y  h e c t i c  o r i? ,  b e c a u s e  I r e c a l l  v e r y  v i v i d l y  t h a t  i t  

seemed t 3  me t h a t  I was c o n s t a n t l y  e n g a g e d  i n  h i g h  ? r e s s u r e  

s i t u a t i o n s  i n  g e t t i n g  r 2 a d y  f o r  h e a r i n g s .  A s  I w o u l d  w a l k  

8 
o u t  o f  t h e  h e a r i n g  r o o m ,  a f t e r  o n e  was  o v e r ,  I w o u l d  s t a r t  

t $ i n k i n g  a b o u t  t h e  n e x t  o n e  t h a t  was c o m i n g  u p  t $ a t  i m m e d i 

a t e l y  d e m a n d e d  my a t t e n t i o n .  D r .  G o d d a r d  was a v e r y  i n t e r 
8 

e s t i n g  w i t n e s s  a n d  a s  a c o n s e q u e n c e  i n  g r e a t  demand  0 n 

C a p i t o l  H i l l  w h i c h  p u t  a n  e n o r m o u s  b u r d e n  o n  me. I g u e s s  

b e c a u s e  o f  t h i s  c l o s e  a s s o c i a t i o n ,  d u r i n g  t h a t  f i r s t  c o u p l e  
B 

o f  m o n t h s ,  a p p a r e n t l y  h e  was s a t i s f i e d  w i t h  w h a t  I w a s  d o i n g  

b e c a u s e  h e  c r e d t e d  t h e  f i r s t  O f f i c e  o f  L e g i s l a t i v e  S e r v i c e s  

i n  t h e  a g e n c y  a n d  n a n e d  me a s  i t s  D i r e c t o r .  An i n t e r e s t i n q-

a n e c d o t e  o c c u r r e d  d u r i n g  t h a t  p e r i o d .  As a m a t t e r  o f  f a c t ,  

I was a b i t  s u r p r i s e d  a f t e r  t h i s  h a p p e n e d  t h a t  h e  e v e n  k e p t  

nn a r o u n d .  

D u r i n g  t h e  f i r s t  w e e k s  t h a t  D r .  G o d d a r d  was i n  t h e  

a g e n c y  a s  t h e  C o m m i s s i o n e r ,  h e  h a d  t o  g o  t o  C a p i t o l  H i l l  t o  



s e e  S e n a t o r  P a u l  D o u g l a s .  As h i s  t o p  l e g i s l a t i v e  p e r s o n  I 

a c c o m p a n i e d  h i m .  I was  v e r y  a n x i o u s  t o  m a k e  a g o o d  i m p r e s -  

s i o n  o n  t h e  new C o m m i s s i o n e r  s o  I w a s  t r y i n g  t o  h a n d l e  

e v e r y t h i n g  p e r f e c t l y  a n d  w h e n  we w e n t  i n  t o  S e n a t o r  

D o u g l a s ' s  o f f i c e  I w a l k e d  o v e r  t o  t h e  r e c e p t i o n i s t  a n d  I 

s a i d ,  " M r .  K i n s l o w  a n d  D r .  L a r r i c k  t o  s e e  S e n a t o r  D o u g l a s " .  

D r .  G o d d a r d  l e a n e d  o v e r  f r o m  b e h i n d  me a n d  s a i d  v e r y  g e n t l y  

t o  t h e  r e c e p t i o n i s t ,  " T h a t ' s  D r .  G o d d a r d " .  A t  t h a t  p o i n t  I 

w a n t e d  t h e  f l o o r  o f  t h a t  p o r t i o n  o f  t h e  S e n a t e  O f f i c e  B u i l d -  

i n g  t o  o p e n  u n d e r n e a t h  me t o  p e r m i t  me t o  e s c a p e .  H o w e v e r ,  

I t h i n k ,  D r .  G o d d a r d  w a s  m o r e  a m u s e d  t h a n  c h a g r i n e d  b y  t h i s  

a n d  o b v i o u s l y  d i d n ' t  c o n s i d e r  i t  a f a t a l  e r r o r .  

Y o u n g :  You  s a y  t h a t  t h e r e  w e r e  a g r e a t  many h e a r i n g s  r i g h t  

a f t e r  D r .  G o d d a r d  came i n  a n d  t h e  f a c t  t h a t  h e  was a g o o d  

w i t n e s s ,  a n  i n t e r e s t i n g  w i t n e s s ,  may h a v e  h a d  some u n d e r l y 

i n g  f a c t o r  i n  t h i s .  T h e r e  m u s t  h a v e  b e e n  m o r e  s u b s t a n t i v e  

r e a s o n s  a s  w e l l  f o r  t h e  h e a r i n g s .  H e r e  h e  was  a new Com

m i s s i o n e r  a n d  a new C o m m i s s i o n e r  o f  a d i f f e r e n t  t y p e  h a v i n g  

come f r o m  o u t s i d e ;  a n d  e v e r y b o d y ,  i n c l u d i n g  t h e  C o n g r e s s  w h o  

w e r e  c o n c e r n e d  w i t h  F o o d  a n d  D r u g  m a t t e r s ,  w e r e  a w a r e  o f  

t h i s .  D i d  y o u  g e t  t h e  i m p r e s s i o n  t h a t  t h e  c h o i c e  o f  O r .  

G o d d a r d  was  i n t e n d e d  t o  b e  a  s h a r p  b r e a k  w i t h  t h e  p a s t ,  a s  

f a r  a s  p o l i c y  a t  FDA w a s  c o n c e r n e d ,  b y  t h o s e  who c h o s e  h i m ?  

D i d  y o u  g e t  t h e  i m p r e s s i o n  t h a t  h e  was  d e l i b e r a t e l y  m a k i n g ,  

i n  h i s  t e s t i m o n y  a n d  i n  h i s  a d m i n i s t e r i n g  a t  FDA, a new 



s t a r t ?  T h a t  h e  f e l t  i t  was h i s  o b l i g a t i o n  t o  do  t h i s ?  

K i n s l o w :  Yes, I d o  t h i n k  s o .  I t h i n k  t h a t  h e  was d e l i 

b e r a t e l y  p i c k e d  f o r  some o f  t h e  c h a c t e r i s t i c s  t h a t  w e ' v e  

d i s c u s s e d .  I s h o u l d  n o t e  t h a t  o n e  o f  t h e  r e a s o n s  h e  was a 

p o p u l a r  w i t n e s s  was b e c a u s e  h e  g e n e r a t e d  a l o t  o f  p u b l i c i t y .  

When y o u  g e n e r a t e  p u b l i c i t y ,  t h a t  m a k e s  y o u  a v a l u a b l e  com

m o d i t y  o n  C a p i t o l  H i l l .  I ' v e  w o r k e d  i n  c o n n e c t i o n  w i t h  

C a p i t o l  H i l l  f o r  a g o o d  many y e a r s ,  h a d  t h e  o p p o r t u n i t y  t o  

s e e  i t  f r o m  t h e  p e r s p e c t i v e  o f  w o r k i n g  i n  t h e  o f f i c e s  o f  

m e m b e r s  o f  C o n g r e s s  d u r i n g  t h e  C o n g r e s s i o n a l  F e l l o w s h i p  P r o 

g r a m .  P u b l i c i t y  i s  a v e r y  i m p o r t a n t  c o m m o d i t y  up  t h e r e  a n d  

D r .  G o d d a r d  g e n e r a t e d  a g r e a t  d e a l  o f  p u b l i c i t y .  I o b s e r v e d  

a f t e r  h e  h a d  b e e n  t h e r e  f o r  a w h i l e  t h a t  I s u s p e c t e d  a  v e r y  

s m a l l  p e r c e n t a g e  o f  t h e  A m e r i c a n  p u b l i c  i n  1 9 6 5  c o u l d  h a v e  

named t h e  C o m m i s s i o n e r  o f  F o o d  a n d  D r u g s ,  G e o r g e  L a r r i c k ,  

b u t  I w i l l  a s s u r e  y o u  t h a t  a s i g n i f i c a n t  p e r c e n t a g e  o f  t h e  

A m e r i c a n  p u b l i c  b y  J u n e  o f  1 9 6 6  k n e w  t h a t  D r .  J a m e s  L .  

G o d d a r d  was t h e  C o m m i s s i o n e r  o f  F o o d  a n d  D r u g s .  I t h i n k  

t h a t  h e  f e l t  i t  was i m p o r t a n t  f o r  h i m  t o  d e m o n s t r a t e  t h a t  

h e r e  was a "new b r o o m "  a t  t h e  h e a d  o f  t h e  a g e n c y  a n d  i t  was  

g o i n g  t o  sweep  p r e t t y  c l e a n .  

Y o u n g :  R i g h t .  W e l l ,  a l l  o f  t h e  i m m e d i a t e  p r e d e c e s s o r s  h a d  

d e l i b e r a t e l y  u n d e r p l a y e d  p u b 1  i c i t y .  T h a t  i s  r e a l l y  a p p a r e n t  

a s  t h e i r  d e s i r e .  T h e y  o f t e n  s p o k e  o f  i t .  One o f  t h e m  s a i d  

t h a t  h e  d i d n ' t  w a n t  h i s  name t o  b e  k n o w n ,  h e  w a n t e d  t h e  
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a g e n c y  t o  b e  r e s p e c t e d ,  b u t  h e  d i d n ' t  w a n t  h i s  name t o  b e  

k n o w n .  T h e r e  was v e r y  l i t t l e  p u b l i c i t y .  T h i s ,  j u s t f r o m  

t h e  p o i n t  o f  v i e w  o f  p u b l i c i t y ,  i s  a w a t e r s h e d .  Th i s  i s  b u t  

o n e  e l e m e n t  o f  t h e  w a t e r s h e d .  

K i n s l o w :  T h a t  i s  t r u e .  

Y o u n g :  W h a t  a r e  o t h e r  e l e m e n t s  o f  t h e  w a t e r s h e d ?  

K i n s l o w :  L e t ' s  t a l k  a b o u t  p u b l i c i t y  f o r  j u s t  a m o m e n t ,  i f  

we may, p l e a s e .  I w o u l d  s a y  t h a t  o n e  o f  t h e  f i r s t  t i n e s  

t h a t  t h e  a g e n c y  a c h i e v e d  n a t i o n a l  p u b 1  i c i  t y  was  i n  c o n n e c 

t i o n  w i  ti? t h e  arni n o t r i  a z o l e  c o n t a l n i n a t i  3 n  o f  c r a n b e r r i e s  a t  

- ,~ : i a n t s g i v i n q  t i m e ,  i n  t ! i e  l a t e  1 9 5 0 ' s .  T h e  n e x t  t i n e  t h a t  a 

s i n i l a r  n a t i o n  w i d e  s p l a s h  h i t  was  d u r i n g  t h e  K 2 i a u v e r  i n 

i r f s t i g a t i v e  h e a r i n g s  w h e n  t h e  H e n r y  W e l c h  e p i s o d ?  'vas l a i d  

o u t  f o r  t h e  A m e r i c a n  p u b l i c .  T h e n  i n  J u n e  1'362 w h e n  t h e  

t h a l i d o ~ a i d ?  s t o r y  h i t  t h e  p r e s s  t h e  a g e n c y  m o v e d  i n t o  a n  e r a  

o f  p r e s s  c o v e r a g e  t h a t  h a s  b e e n  e s s e n t i a l l y  c o n s t a n t  s i n c e  

t h a t  p o i n t .  We w e n t  o n t o  t h e  f r o n t  p a g e s  i n  J u l y  1 9 6 2  a n d  

h a v e  n e v e r ,  i n  t h e  s u c c e e d i n g  t w e n t y  y e a r s ,  g o t t e n  o f f  o f  

t h e  f r o n t  p a g e s .  Now, t h e  i n t e r e s t i n g  t h i n g  a b o u t  t h i s ,  

r e l a t i v e  t o  t h e  c o m m e n t  t h a t  y o u  j u s t  made  D r .  Young ,  a b o u t  

J i m  G o d d a r d  was t h a t  h e  b r o u g h t  a c o n s u m m a t e  p u b l i c i s t  i n t o  

t h e  a g e n c y  i n  t h e  p r e s s  o f f i c e ,  i n  t h e  f o r m  o f  M r .  T e d  C r o n .  

T e d  was  a  v e r y  t a l e n t e d  p e r s o n  w h o  k n e w  how t o  q e t  p u b l i -  

c i t y .  He k n e w  w h a t  w o u l d  c a p t u r e  t h e  a t t e n t i o n  o f  t h e  m e d i a  

a n d  i n d e e d  T e d  C r o n  made J i m  G o d d a r d  a  h o u s e h o l d  w o r d .  



L o f s v o l d :  How m u c h  i n f l u e n c e  d i d  C r o n  h a v e ,  i n  a d d i t i o n  t o  

t h e  p u b l i c i z i n g  o f  D r .  G o d d a r d  a n d  w h a t  h e  was d o i n g ,  i n  

h e 1  p  i n g  h i m  w i t h  d e c i s i o n s ?  

K i n s l o w :  I c a n ' t  r e a l l y  s p e a k  t o  t h a t ,  F r e d ,  b e c a u s e  h e  may 

h a v e  h a d  a g r e a t  d e a l  o f  i m p a c t  i n  o t h e r  a r e a s .  He d i d  n o t  

h a v e  t h a t  much  i m p a c t  i n  my a r e a .  F r a n k l y ,  I was s o  b u s y  

t r y i n g  t o  k e e p  t r a c k  o f  w h a t  I was s u p p o s e d  t o  b e  d o i n g  

t h a t  I j u s t  c a n ' t  b e  r e s p o n s i v e  t o  y o u r  q u e s t i o n ,  a l t h o u g h  

k n o w  t h a t  t h e y  h a d  a  v e r y  c l o s e  r e l a t i o n s h i p  a n d  f e e l  r e a 

s o n a b l y  c e r t a i n  t h a t  T e d  h a d  q u i t e  a b i t  o f  i n f l u e n c e  o n  J 

G o d d a r d .  

L o f s v o l d :  I a s k  t h e  q u e s t i o n  b e c a u s e  I r e m e m b e r  t h a t  a b o u t  

t h a t  t i m e  a  m e e t i n g  o f  C o n s u m e r  A f f a i r s  O f f i c e r s  i n  San  

F r a n c i s c o  w h e r e ,  a s  r e p o r t e d  t o  me b y  my C o n s u m e r  A f f a i r s  

O f f i c e r ,  C r o n  made a s t a t e m e n t  i n t i m a t i n g  t h a t  h e  was t h e  

o n e  who i d e n t i f i e d  t h e s e  i s s u e s  a n d  b r o u g h t  t h e m  u p  b e f o r e  

t h e  C o m m i s s i o n e r  a n d  g o t  t h e  d e c i s i o n s  t h a t  h e  was t h e n  a b  

t o  p u b l i c i z e .  

K i n s l o w :  W e l l ,  I t h i n k  t h a t  s o m e t i m e s  h e  h a d  a n  o v e r  i n 

f l a t e d  v i e w  o f  h i s  r o l e ,  b u t  h e  was v e r y  g o o d  a t  w h a t  h e  

d i d .  I c a n ' t  s a y  w h e t h e r  o r  n o t  t h e  c i r c u m s t a n c e  y o u  c i t e  

was a c c u r a t e .  

Y o u n g :  I t  was  a l w a y s  my v i e w  t h a t  G o d d a r d  was d e f i n i t e l y  

h i s  own man. Had  h i s  own i d e a s ,  h e  d i d n ' t  l a c k  f o r  a s t o r e  

o f  i d e a s .  



K i n s l o w :  He c e r t a i n l y  d i d  n o t .  I f o u n d  h i m  t o  b e  a b s o l -  

u t e l y  b r i l l i a n t .  I e n j o y e d  a v e r y  c l o s e  w o r k i n g  r e l a t i o n -  

s h i p  w i t h  h i m  a n d  I a d m i r e d  h i m  e n o r m o u s l y .  

L o f s v o l d :  And  h e  h a d  t h e  o p p o r t u n i t i e s .  T h e r e  w e r e  a num 

b e r  o f  p r o b l e m s  t h a t  h a d  d e v e l o p e d  o v e r  t h e  y e a r s  a n d  h a d  

b e e n  s t a f f e d  o u t  a n d  w e r e  r e a d y  f o r  d e c i s i o n s  a n d  h e  was 

w i l l i n g  t o  make t h o s e  d e c i s i o n s ,  some o f  w h i c h  h a d  b e e n  

p e n d i n g  f o r  q u i t e  a w h i l e .  

K i n s l o w :  He h a d  n o  t r o u b l e  m a k i n g  d e c i s i o n s .  He was v e r y  

d e c i s i v e  a b o u t  i t .  

Y o u n g :  L e t  me j u s t  a s k  o n e  o t h e r  q u e s t i o n  i n  c o n n e c t i o n  

w i t h  t h e  p u b l i c i t y .  I t  d i d  seem t h a t  t h e r e  was, w i t h i n  t h e  

a g e n c y ,  a d e l i b e r a t e  d e s i r e  a n d  a b e l i e f  t h a t  i t  made f o r  

g o o d  p o l i c y  t o  i n c r e a s e  t h e  i m a g e  o f  t h e  a g e n c y ,  t h e  r e c o g 

n i t i o n  o f  i t s  m i s s i o n .  T h a t  c o u l d  b e  d o n e  i n  some w a y s  w i t h  

t h e  p r e s s  f r o m  w i t h i n  t h e  a g e n c y .  You i n d i c a t e d  t h a t  t h e r e  

w e r e  m o r e  h e a r i n g s  a n d  t h a t  was p a r t  o f  t h e  p u b l i c i t y ,  t o o ,  

b u t  t h e  i n i t i a t i v e  o n  h e a r i n g s  c o u l d n ' t  c o n e  s o  much f r o m  

w i t h i n  t h e  a g e n c y .  

K i n s l o w :  Oh, no .  

Y o u n g :  I t  h a d  t o  come f r o m  w i t h i n  C o n g r e s s .  

K i n s l o w :  A b s o l u t e l y .  
  

Y o u n g :  So, why,  w h a t  was t h e  r e a s o n ,  w h a t  w e r e  t h e  u n d e r - 


@ 	 l y i n g  f a c t o r s  t h a t  c a u s e d  t h e  C o n g r e s s  t o  l a t c h  u p o n  t h i s  

new C o m m i s s o n e r  i n  o r d e r  t o  i n c r e a s e  t h e i r  p u b l i c i t y  u p o n  

t h e i r  i n i t i a t i v e ?  



 

 

 

 

 

K i n s l o w :  I t  j u s t  b e c a m e  e v i d e n t  t o  o b s e r v e r s ,  a f t e r  h i s  

f i r s t  a p p e a r a n c e s  u p  t h e r e ,  t h a t  h e  was  a c r o w d  p l e a s e r .  

0 
He was a v e r y  a r t i c u l a t e  w i t n e s s  a n d ,  o f  c o u r s e ,  h e  h a d  t h e  

a d v a n t a g e  o f  b e i n g  t h e  new b o y  o n  t h e  b l o c k ,  a s  t h e  new 

C o m m i s s i o n e r .  W h a t e v e r  s i t d a t i o n s  e x i s t e d  i n  t h e  a g e n c y ,  

8 
w h e t h e r  i t  was why d i d  y o u  c l e a r  t h i s  d r u g  o r  w h a t  i s  t h e  

p o t e n t i a l  f o r  t h i s  i n v e s t i g a t i o n a l  d r u g ,  o r  wh :~  'was t h i s  

d o n e ,  h e  d i d  n o t  h a v e  t o  t a k e  t h e  r e s p o n s i b i l i t y  f o r  t h e  

D 
d e c i s i o n s  l e a d i ~ gu p  t o  t h a t  p o i n t .  So, h e  c o u l d  t e s t i f y  

a n d  t a k e  t h e  p o s i t i o n  t h a t  we w i l l  l o o k  i n t o  t $ i s  a n d  w e ' l l  

s ? ?  w h a t  n e e d s  t o  b e  d o n e  t h e r e .  So, h e  h a d ,  as  n o s t  Com

b 
! m i s s i o n e r s  d o ,  a h o n e y m o o n  w i t h  C a p i t o l  H i l l  i n  w h i c h  t h e r e  

w e r e  a n u m b e r  o f  v e r y  i m p o r t a n t ,  l e g i t i m a t e  i s s u e s  o f  g r e a t  

i n t e r e s t  t o  t h e  A m e r i c a n  p u b l i c  t h a t  w e r e  d i s c u s s e d  d u r i n g  

b 
c o n g r e s s i o n a l  h e a r i n g s  i n  t h e  f i r s t  s i x  m o n t h s  o f  D r .  

G o d d a r d ' s  t e n u r e .  

Y o u n g :  Can y o u  m e n t i o n  some o f  t h e  i s s u e s ,  p e r h a p s ?  

K i n s l o w :  W e l l ,  o n e  t h a t  s t i c k s  i n  my m i n d  m o s t  was t h e  

f i r s t  h e a r i n g s  o n  Di4SO w h i c h  o c c u r  e d  d u r i n g  t h e  s p r i n g  o f  

1 9 6 6 .  I n t e r e s t i n g l y ,  DMSO i s  s t i l  a c o n t r o v e r s i a l  d r u g  

noiv, 1 6 - 1 / 2  y e a r s  l a t e r .  

I h a d  o n e  o t h e r  c o m m e n t  t h a t  w a n t e d  t o  make a b o u t  T e d  

C r o n ,  j u s t  t o  p u t  i n  p e r s p e c t i v e  some o f  t h e  e a r l i e r  d i s c u s 

s i o n  we w e r e  h a v i n g .  A b o u t  a y e a r  a f t e r  D r .  G o d d a r d  came o n  

b o a r d ,  I b e c a m e  a w a r e  o f  a s i t u a t i o n .  I a m  n o t  g o i n g  t o  



d e s c r i b e  t h e  p r e c i s e  c i r c u m s t a n c e s  b e c a u s e  t h e y  a r e  n o t  

i m p o r t a n t ,  b u t  I b e c a m e  a w a r e  t h a t  T e d  C r o n  h a d  become i n 

0 	 v o l v e d  i n  w h a t  I c o n s i d e r e d  t o  b e  "my b u s i n e s s "  w h i c h  was 

d e a l i n g  w i t h  a s t a f f  member o n  C a p i t o l  H i l l  r e g a r d i n g  some 

p r o p o s e d  l e g i s l a t i o n .  I f u r t h e r  l e a r n e d  t h a t  t h i s  was d o n e  

w i t h o u t  a n y  i n v o l v e m e n t  o f  t h e  s t a f f  p e o p l e  a t  t h e  d e p a r t -  

m e n t  l e v e l .  I a l w a y s  w o r k e d  w i t h  a n d  t h r o u g h  t h o s e  s t a f f  

p e o p l e .  So I w e n t  t o  D r .  G o d d a r d  a b o u t  t h i s  a n d  o b s e r v e d  

0 	 t h a t  I p e r s o n a l l y  w o u l d  n o t  t o u c h  w i t h  a t e n  f o o t  p o l e  a n y  

o f  t h e  d e v e l o p m e n t s  t h a t  came o u t  o f  t h i s  p a r t i c u l a r  c o n t a c t  

a n d  s u g g e s t e d  t h a t  I n e e d e d  t o  t o u c h  b a s e  w i t h  p e o p l e  i n  t h e  

0 	 d e p a r t m e n t  a n d  g e t  o u r  l i n e s  s t r a i g h t e n e d  up .  And h e  s u p -  

p o r t e d  me t o t a l l y  o n  t h i s .  N o t h i n g  e v e r  came o f  i t  a n d  t o  

t h e  b e s t  o f  my k n o w l e d g e  M r .  C r o n  d i d  n o t  g e t  i n v o l v e d  i n  

0 	 t h e  b u s i n e s s  o f d e a l i n g  w i t h  t h e  c o n g r e s s i o n a l  s t a f f e r s  

a f t e r  t h a t .  
  

Y o u n g :  He d i d  o n e  t h i n g  t h a t  I r e m e m b e r .  He s o u g h t  t o  
  

d e v e l o p  f r o m  w i t h i n  t h e  a g e n c y  a s l i c k e r  t y p e  o f  p u b l i c  

r e l a t i o n s  o u t s i d e .  P a r t  o f  t h i s  came w i t h  t h e  c r e a t i o n  o f  

t h e  new m a g a z i n e ,  w h i c h  s t i l l  c o n t i n u e s ,  b u t  i n  o r d e r  t o  g e t  

t h e  f u n d s  f o r  i t ,  a s  I u n d e r s t o o d  a t  t h e  t i m e ,  he  e l i m i n a t e d  

t h e  t r a d i t i o n a l  p u b l i c a t i o n  a s  a  s e p a r a t e  e n t i t y  o f  N o t i c e s  

o f  J u d g m e n t  w h i c h  f r o m  t h e  s t a r t  h a d  b e e n  t h e  way i n  w h i c h  

t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  u n d e r  t h e  l a w  h a d  i n d i c a t e d  

t h e  r e s u l t  o f  a c t i o n s  t a k e n .  T h e r e  was  a l o t  o f  c r i t i c i s m  

0 



b o t h  w i t h i n  a n d  o u t s i d e  t h e  a g e n c y ,  a n d  t h e  N o t i c e s  o f  J u d g -  

m e n t  s o r t  o f  a p p e a r e d  i n  c o n s i d e r a b l y  a b b r e v i a t e d  f o r m  i n  

t h e  m a g a z i n e .  W e l l ,  h e r e  was a s o r t  o f  c h a n g e .  

I w o u l d  l i k e  t o  u s e  t h a t  a s  a  s p r i n g b o a r d  t o  a s k  a 

q u e s t i o n ,  i f  a c e r t a i n  a m o u n t  o f  c h a n g e  f o r  c h a n g e ' s  s a k e  

r e p r e s e n t e d  t h e  G o d d a r d  C o m m i s s i o n e r s h i p  a n d  i f  t h e r e  w a s  

a l s o  c h a n g e  f o r  o t h e r  m o r e  s u b s t a n t i a l  r e a s o n s  f r o m  t h e  way 

t h a t  t h i n g s  h a d  b e e n  d o n e  b e f o r e ?  T h a t  i s  a k i n d  o f  b i g  

q g e s t i o n s ,  b u t  w h a t  a r e  y o u r  t h o u g h t s  on  t h a t ?  

K i n s l o w :  I d i d  n o t  p e r c e i v e  t h e  c h a n ~ e s  a s  b e i v :  f o r  

c h a n g e ' s  s a k e .  I r e c o g n i z e  t 9 a t  T e d  C r o n  d i d  d e v e l o p  some 

v e r y  p r o f e s s i o n a l  m a t e r i a l s  t h a t  s u r p a s s e d  t h e  q u a 1  it y  o f  

many  o f  t h e  t h i n g s  t h a t  we h a d  p r o d u c e d  i n  t h e  p a s t .  A n d  I 

t h i n k  t h o s e  w e r e  p o s i t i v e  a c c o m p l i s h m e n t s  o n  w h i c h  t h e  

a g e n c y  h a s  b u i l t  i n  s u c c e e d i n g  y e a r s .  

L o f s v o l d :  A c t u a l l y  a p u b l i c a t i o n  l i k e  t h e  m a g a z i n e  was n o t  

b e i n g  d o n e  a n y w h e r e  i n  g o v e r n m e n t .  

0 
K i n s l o w :  T h a t ' s  v e r y  t r u e ,  F r e d ,  a n d  t h e  i r n p o r r a n c e  o f  

c r e a t i n g  a v e r y  p r o f e s s i o n a l  s t a f f  t o  d e a l  w i t h  t h e  m e d i a  

a n d  w i t h  p u b l i c a t i o n s ,  I b e l i e v e ,  was  a p o s i t i v e  s t e p  f o r  

t h e  a g e n c y .  I h a v e  h a d  t h e  o p p o r t u n i t y  t o  k n o w  a l l  o f  t h e  

p e o p l e  who h a v e  w o r k e d  i n  t h e  p r e s s  r e l a t  o n s  j o b  f o r  o v e r  

t w e n t y  y e a r s .  I t  i s  a v e r y  c r i t i c a l  j o b  n t h e  F o o d  a n d  

D r u g  A d m i n i s t r a t i o n  s i n c e  we h a v e  b e e n  i n  t h e  m e d i a ,  a s  I 

h a v e  d e s c r i b e d  e a r l i e r ,  f o r  e s s e n t i a l l y  a  1  o f  t h a t  p e r i o d .  



 

 

 

rn 
 
I h a v e  s e e n  some h i g h l y  c o m p e t e n t  p r o f e s s i o n a l s  i n  t h a t  j o b  

a n d  I h a v e  s e e n  some u t t e r  d i s a s t e r s  i n  i t .  We a r e  much  

b e t t e r  s e r v e d  d u r i n g  t h o s e  p e r i o d s  w h e n  we h a v e  h i g h l y  com

p e t e n t  p r o f e s s i o n a l s .  

Y o u n g :  W h a t  a b o u t  t h e  b r o a d e r  q u e s t i o n  o f  t h e  c h a n g e  i n  

p o l  i c y  a n d  o r g a n i z a t i o n  a n d  i n  m e t h o d s  o f  o p e r a t i o n ,  t h a t  

came w i t h  C o m m i s s i o n e r  G o d d a r d ?  

)I 

K i n s l o w :  I 

t h i n g s  t h a t  

i s n ' t  s m a l l ,  

t h i n k  h e  s i n c e r e l y  b e l i e v e d  t h a t  t h e s e  w e r e  

s h o u l d  b e  done .  A s m a l l  e x a m p l e ,  b u t  i t  r e a 1 l y  

i s  o n e  w h e n  he f o u n d  t h a t  t h e  a g e n c y  d i d n ' t  

8 

h a v e  a r a p i d  c o m m u n i c a t i o n s  m e c h a n i s m  t y i n g  a l l  o f  

t r i c t s  o f f i c e s  t o g e t h e r  w i t h  h e a d q u a r t e r s .  He was  

t h e  d i s -

a p p a l l e d  

a n d  h e  d i r e c t e d  t h a t  o n e  b e  i n s t a l l e d  f o r t h w i t h .  I f e l t  

)I 

l i k e  I k n e w  J i m  G o d d a r d  p r e t t y  w e l l .  I t h i n k  t h a t  t h e  b u l k  

o f  t h e  c h a n g e s ,  m o d i f i c a t i o n s ,  r e v i s i o n s ,  o r  w h a t  h a v e  y o u ,  

h e  t h o u g h t  w e r e  i n  t h e  b e s t  i n t e r e s t  o f  t h e  a g e n c y .  

8 
L o f s v o l d :  U s i n g  y o u r  e x a m p l e ,  a p r o p o s a l  f o r  a 

n e t w o r k  h a d  b e e n  made s e v e r a l  y e a r s  b e f o r e  t h a t  

t e l e t y p e  

a n d  h a d  n o t  

b e e n  a p p r o v e d  b y  t h e  p r e v i o u s  m a n a g e m e n t .  When G o d d a r d  came 

0 
a n d  made t h e  d e c i s i o n  t h a t  we n e e d e d  s o m e t h i n g  l i k e  t h a t  i t  

w a s  a n  i t e m  t h a t  was  w i d e l y  s u p p o r t e d  b y  a  g r e a t  many p e o p l e  

i n  t h e  a g e n c y  who h a d  a d v o c a t e d  t h i s  p r e v i o u s l y .  Some o f  

h i s  o t h e r  c h a n g e s  r a n  s o  c o u n t e r  t o  t h e  r e g u l a t o r y  p h i l o -  

s o p h y  o f  p e o p l e  i n  t h e  a g e n c y ,  

t h i n k ,  a s  r a t h e r  r e v o l u t i o n a r y  

t h a t  t h e y  w e r e  

a t  t h e  t i m e .  

r e g a r d ' e d ,  I 



Y o u n g :  T h e  r e l a t i v e  r e l a t i o n s h i p s  a n d  t h e  n a t u r e  o f  r e l a 

t i o n s h i p s  b e t w e e n  h e a d q u a r t e r s  a n d  t h e  f i e l d  i n  t h e  r e o r 

g a n i z a t i o n  m i g h t  b e  c o n s i d e r e d  o n e  o f  t h o s e .  I s  t h a t  n o t  

r i g h t ?  

L o f s v o l d :  T h a t  c h a n g e d  r a d i c a l l y .  

K i n s l o w :  I n d e e d  i t  d i d .  The  k i n d  o f  o r g a n i z a t i o n a l  s t r u c 

t u r e  t h a t  d e v e l o p e d  u n d e r  D r .  G o d d a r d  w i t h  t h e  p r i n c i p a l  

F i e 1 d i d a n a g e r s ,  ilis t r i c t  D i r e c t o r s  i n  e f f e c t  r e p o r t i n g  

d i r e c t l y  t o  h i m ,  was  a d r a m a t i c  c h a n g e ,  a s  M r .  L o f s v o l d  

k n o w s  b e t t e r  t h a n  I. 

L o f s v o l d :  I n  m a k i n g  t h o s e  c h a n g e s ,  d i d  y o u  e v ? r  g e t  a n y  

c l u e  a s  t o  h o d  h e  a r r i v e d  a t  some o f  t h e s e  p o l i c i e s  t h a t  

w e r e  r a t h e r  d i f f e r e n t  f r o m  , ,+hat  h a d  h a p p e n e d  b e f o r e ?  D i d  h e  

s p e n d  a n y  t i m e  s t u d y i n n  t h e  a g e n c y  b e f o r e  h e  b e c a m e  Commis -  

s i o n e r ,  t o  y o u r  k n o w l e d g e ?  

K i n s l o w :  I h a v e n ' t  t h e  f o g g i e s t  n o t i o n .  

L o f s v o l d :  T h e r e  was  n o  c o n t s c t ,  f o r  e x a m p l e ,  w i t h  R a n k i n  o r  

y o u  f o r  a r l y  b r i e f i n g s  b e f o r e  h e  t o o k  o f f i c e ?  

K i n s l o w :  id0 s i r .  I d i d  n o t  m e e t  h i m  b e f o r e  he w a l k e d  i n  

t h e  d o o r  a s  a C o m m i s s i o n e r .  B u t  h e  c e r t a i n l y  s t u d i e d  t h e  

a g e n c y  a t e r  h e  c a n e  t o  t h e  a g e n c y .  As I m e n t i o n e d  e a r l i e r ,  

h e  was a v e r y  q u i c k  s t u d y .  As a r e s u l t ,  I t h i n k  h e  g a i n e d  a 

g o o d  i n s i g h t  i n t o  t h e  a g e n c y  r a p i d l y  b e c a u s e  h e  h a d  a n  e n o r 

mous c a p a c i t y  t o  a b s o r b  a n d  e v a l u a t e  i n f o r m a t i o n .  I o b s e r v 

e d  h i m  u s i n g  t h i s  i n f o r m a t i o n  a f t e r  b e i n g  b r i e f e d ,  e i t h e r  
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o n  C a p i t o l  H i l l  o r  i n  o t h e r  s e t t i n g s .  He u n d e r s t o o d  w h a t  h e  

was t a l k i n g  a b o u t .  So, I t h i n k  h e  g a i n e d  a g o o d  a p p r e c i a -  

t i o n  f o r  w h a t  was g o i n g  on  i n  t h e  F o o d  a n d  D r u g  A d m i n i s t r a -  

t i o n ,  f a i r l y  r a p i d l y .  

Young:  A n o t h e r  e l e m e n t  o f  c h a n g e  m i g h t  b e  i n d i c a t e d  by  t h e  

f a c t  t h a t  C o m m i s s i o n e r  L a r r i c k  h a d  s o m e t i m e s  b e e n  c r i t i c i z e d  

f o r  h i s  f r e q u e n t ,  f r i e n d l y  l u n c h e s  w i t h  members o f  i n d u s t r y  

a t  t h e  P r e s s  C l u b .  Whereas  G o d d a r d  came t o  b e  c r i t i c i z e d  

f o r  t h e  way he d r e s s e d  i n d u s t r y  l e a d e r s  down when t h e y  came 

b y  f o r  c o n f e r e n c e s  a t  h i s  o f f i c e .  T h i s  maybe s y m b o l i c  o f  a 

s i g n i f i c a n t  c h a n g e  o r  i t  may n o t .  Do y o u  h a v e  any  comment  

on  t h a t ?  

K i n s l o w :  I ,  o f  c o u r s e ,  was a w a r e  o f  t h e  C o m m i s s i o n e r ' s  p u b 

l i c  s t a t e m e n t s  t o  a v a r i e t y  o f  a u d i e n c e s .  I know t h a t  i n  

some o f  h i s  f i r s t  a p p e a r a n c e s ,  b e f o r e  some a s s o c i a t i o n s ,  h e  

made some v e r y  s t r o n g  s t a t e m e n t s  b u t  I was r e a l l y  n o t  i n 

v o l v e d  i n  any  o f  t h a t .  How t h a t  m e t h o d  o f  o p e r a t i n g  o c c u r 

r e d ,  I c o u l d n ' t  say .  
  

Young : So, y o u  h a d  no way o f  k n o w i n g ,  I t a k e  i t ,  i f  D r .  
  

Godda r d  h a d  come w i t h  any  s o r t  o f  i n s t r u c t i o n s  as  t o  c h a n g e s  
  

i n  po  1  i c y .  

K i n s l o w :  No, I h a v e  n o  way o f  k n o w i n g  i f  t h a t  i s  t h e  c a s e .  

Young:  Do y o u  t h i n k  t h a t  t h e  k i n d s  o f  q u a l i t i e s  t h a t  made 

h i m  an  e x c i t i n g  w i t n e s s  b e f o r e  c o n g r e s s i o n a l  c o m m i t t e e s ,  f o r  

e x a m p l e ,  o r  i n  m a k i n g  s p e e c h e s ,  w e r e  t h e  same k i n d  o f  
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q u a l i t i e s  t h a t  l e d  h i m  i n t o  d i f f i c u l t i e s  a n d  maybe  s h o r t e n e d  

t h e  t e r m  o f  h i s  o f f i c e ?  

K i n s l o w :  I m o s t  a s s u r e d l y  do .  He w a s  v e r y  o u t s p o k e n .  He 

s a i d  w h a t  was  o n  h i s  m i n d .  I d e f i n i t e l y  t h i n k  t h a t  h e  w a s  

h i s  own w o r s t  enemy b e c a u s e  t h e r e  w e r e  a  c o u p l e  o f  t h i n g s  

t h a t  h e  s a i d  s h o r t l y  b e f o r e  h i s  d e p a r t u r e  f r o m  t h e  F o o d  a n d  

D r u g  A d m i n i s t r a t i o n  w h i c h ,  I b e l i e v e ,  w e r e  i n s t r u m e n t a l  i f  

n o t  s p e c i f i c a l l y  i n v o l v e d  i n  h i s  d e p a r t u r e .  

You  w i l l  r e c a l l  t h a t  i n  t h e  s p r i n g  o f  1953 ,  P r e s i d e n t  

J o h n s o n  i n d i c a t e d  t h a t  h e  w o u l d  n o t  b e  r u n n i n g  f o r  r e - e l e c 

t i o n .  V i c e  P r e s i d e n t  H u m p h r e y  was  v e r y  i n t e r e s t e d  i n  

a c h i e v i n g  t h e  n o m i n a t i o n  o f  t h e  D e m o c r a t i c  p a r t y .  A t  t h i s  

c r u c i a l  p o i n t  i n  t i m e ,  t h e  c o m m i s s i o n e r  made a c o m m e n t  a b o u t  

t h e  p o t e n t i a l  d e m i s e  o f  t h e  c o r n e r  d r u g  s t o r e .  Now, a s  a 

f o r m e r  p h a r m a c i s t ,  V i c e  P r e s i d e n t  H u m p h r e y  d i d n ' t  l o o k  v e r y  

k i n d l y  o n  t h a t  r e m a r k .  B u t  n o r ?  i m p o r t a n t l y ,  t h e  p r o f e s 

s i o n a l  d r u g g i s t ' s  a s s o c i a t i o n ,  I b e l i e v e ,  c o u n s e l e d  w i t h  t h e  

V i c e  P r e s i d e n t  a s  t o  how o u t r a g e o u s  t h i s  s t a t e m e n t  o f  t h e  

t h e n  FDA C o m m i s s i o n e r  w a s .  

I n  a p p r o x i m a t e l y  t h i s  saine t i m e  f r a m e ,  D r .  G o d d a r d  h o n -  

e s t l y  a n s w e r e d  a n o t h e r  q u e s t i o n  r e g a r d i n g  t h e  r e l a t i v e  h a z -  

a r d s  o f  e i t h e r  s m o k i n g  a m a r i j u a n a  c i g a r e t t e  o r  d r i n k i n g  a 

m a r t i n i  a n d  I b e l i e v e  h e  g e n u i n e l y  s a i d  w h a t  h e  f e l t  a n d  

t h a t  was h e  w o u l d  r a t h e r  h a v e  h i s  d a u g h t e r  smoke a m a r i j u a n a  

c i g a r e t t e  t h a n  d r i n k  a m a r t i n i .  I d o n ' t  t h i n k  h e  s a i d  t h a t  



t o  g e t  h e a d 1  i n e s  , I t h i n k  he  s a i d  i t  b e c a u s e  t h a t  was how h e  

f e l t .  

U n f o r t u n a t e l y ,  t h e  c i r c u m s t a n c e s  a t  t h a t  t i m e  made t h a t  

a v e r y  u n w i s e  p o l i t i c a l  s t a t e m e n t .  I b e l i e v e  t h a t  t h o s e  t w o  

t h i n g s  made h i m  a l i a b i l i t y  t o  V i c e  P r e s i d e n t  H u m p h r e y .  

V i c e  P r e s i d e n t  H u m p h r e y ,  a t  t h a t  p o i n t ,  d i d  n o t  n e e d  a n y  

l i a b i l i t i e s  i n  h i s  f i g h t  f o r  t h e  p r e s i d e n t i a l  n o m i n a t i o n .  

am c o n v i n c e d  i n  my own m i n d  t h a t  h e  s i m p l y  f e l t  we h a v e  t o  

g e t  r i d  o f  t h i s  man. He c a n ' t  a f f o r d  c a r r y i n g  t h a t  e x t r a  

b a g g a g e  a n y  l o n g e r .  

L o f  s v o l  d: E s p e c i  a1  l y ,  p e r h a p s ,  b e c a u s e  t h e  c o m m e n t  o n  m a r i  
j u a n a  was made o n  t h e  c a m p u s  o f  t h e  U n i v e r s i t y  o f  M i n n e s o t a  

i n  M r .  H u m p h r e y ' s  home s t a t e .  

K i n s l o w :  Yes, a v e r y  u n f o r t u n a t e  g e o g r a p h i c a l  j u x t a  p o s i -  

t i o n  w i t h  t h e  comment .  

L o f s v o l d :  A l o n g  t h a t  l i n e .  Some o t h e r  p e o p l e  h a v e  s p e c u -  

l a t e d  t h a t  p e r s o n s  h i g h e r  i n  t h e  g o v e r n m e n t  e c h e l o n s  i n  t h e  

D e p a r t m e n t  a n d  i n  t h e  W h i t e  H o u s e  w e r e  s o m e w h a t  j e a l o u s  o r  

p e r h a p s  e n v i o u s  o f  t h e  k i n d  o f  p u b l i c i t y  t h a t  D r .  G o d d a r d  

was a b l e  t o  e n g e n d e r .  D i d  y o u  e v e r  h e a r  a n y t h i n g  a l o n g  t h a t  

1 i n e ?  

K i n s l o w :  No, I d i d  n o t .  T h a t  may w e l l  h a v e  b e e n  t h e  c a s e  

b u t  I was n o t  a w a r e  o f  t h a t .  

I w o u l d  l i k e  t o  s a y  o n e  o t h e r  t h i n g  a b o u t  J i m  G o d d a r d .  

He was d i r e c t l y  a n d  s p e c i f i c a l l y  r e s p o n s i b l e  f o r  me g o i n g  t o  

I 



my f i r s t  f i e l d  a s s i g n m e n t .  I c a n ' t  r e c a l l  e x a c t l y  when t h e  

c o n v e r s a t i o n  o c c u r r e d ,  b u t  i t  was a b o u t  a y e a r  a f t e r  h e  b e -  

came C o m m i s s i o n e r .  He c a l l e d  me i n  o n e  d a y  a n d  h e  a s k e d  me 

w h a t  I w a n t e d  t o  b e  d o i n g  i n  t h e  F o o d  a n d  D r u g  A d m i n i s t r a -  

t i o n ,  f i v e  o r  t e n  y e a r s  f r o m  t h a t  p o i n t .  I s a i d ,  " W e l l ,  D r .  

G o d d a r d ,  I c a n ' t  r e a l l y  t e l l  y o u  w h a t  I w o u l d  l i k e  t o  b e  

d o i n g  t h e n ,  b u t  I s u r e  a s  h e l l  k n o w  w h a t  I d o n ' t  w a n t  t o  b e  

d o i n g  a n d  t h a t  i s  d o i n g  w h a t  I am d o i n g  now. "  I t  h a d  b e e n  a 

v e r y  i n t e r e s t i n g ,  f a s c i n a t i n g  e x p e r i e n c e  t o  w o r k  i n  t h e  l e g 

i s l a t i v e  a r e n a ,  t h e  c o n g r e s s i o n a l  a r e n a ,  f o r  m o s t  o f  s i x  

y e a r s ,  b u t  I h a d  h a d  a b o u t  a s  m u c h  o f  i t  a s  I c o u l d  e n j o y .  

So h e  s a i d ,  " W e l l ,  w h a t  w o u l d  y o u  t h i n k  a b o u t  g o i n g  t o  t h e  

f i e l d  a s  a D i s t r i c t  D i r e c t o r ? "  A n d  I l o o k e d  a t  h i m  a s  i f  h e  

h a d  t a k e n  l e a v e  o f  h i s  s e n s e s  b e c a u s e  n o t h i n g  l i k e  t h a t  h a d  

e v e r  e n t e r e d  my m i n d .  So, a f t e r  I r e a l i z e d  h e  was s e r i o u s  I 

s a i d ,  " W e l l ,  maybe  i f  I w e n t  o u t  t o  t h e  f i e l d  a s  a D e p u t y  

D i r e c t o r  f i r s t  a n d  s o r t  o f  l e a r n e d  w h a t  t h e y  d i d  o u t  t h e r e ,  

t h e n  I m i g h t  b e  i n  a b e t t e r  p o s i t i o n  t o  g o  o u t  a s  a D i s t r i c t  

D i r e c t o r . "  He s a i d ,  " W e l l ,  I w a n t  y o u  t o  t h i n k  a b o u t  i t . "  

T h a t  was t h e  e n d  o f  t h a t  c o n v e r s a t i o n .  M a y b e  a m o n t h  t o  s i x  

w e e k s  l a t e r  h e  r a i s e d  t h e  i s s u e d  a g a i n .  So, I t h o u g h t ,  w e l l  

I d e m u r r e d  t h e  f i r s t  t i m e  C o m m i s s i o n e r ,  I am n o t  g o i n g  t o  

t h e  s e c o n d  t i m e .  So w h e n  h e  s a i d ,  " W h a t  w o u l d  y o u  t h i n k  

a b o u t  i t ? ' '  I s a i d ,  " I  t h i n k  t h a t  i s  a g o o d  i d e a ,  I w o u l d  

l i k e  t o  t r y  t h a t . "  S h o r t l y  t h e r e a f t e r  I was s e l e c t e d  w i t h  a 
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g r o u p  o f  o t h e r  f o l k s ,  who w e r e  p u t  o n  s p e c i a l  t r a i n i n g  

a s s i g n m e n t s .  We d i d n ' t  k n o w  i t  a t  t h e  t i m e ,  b u t  we w e r e  t h e  

f i r s t  g r o u p  i n  F D A ' s  E x e c u t i v e  D e v e l o p m e n t  P r o g r a m .  

I s t a r t e d  i n t o  some d e v e l o p m e n t a l  a s s i g n m e n t s  i n  

F e b r u a r y  o f  1 9 6 7 ,  i n c l u d i n g  s p e n d i n g  some t i m e  i n  a c o u p l e  

o f  a i s t r i c t  O f f i c e s .  I n  J u n e  o f  1 9 6 7 ,  I r e p o r t e d  t o  t h e  

B a l t i m o r e  D i s t r i c t  a s  t h e  D i s t r i c t  D i r e c t o r .  I am s u r e  t h a t  

t h e r e  w e r e  a n u m b e r  o f  p e o p l e ,  a t  t h a t  t i m e ,  who t h o u g h t  

t h a t  t h i s  was o n e  o f  J i m  G o d d a r d ' s  w o r s t  d e c i s i o n s .  T o  s e n d  

s o m e b o d y  o u t  t o  r u n  a D i s t r i c t  who h a d  n e v e r  a c t u a l l y  w o r k e d  

a d a y  i n  h i s  l i f e  i n  a D i s t r i c t .  I t  nay n o t  h a v e  b e e n  a 

g r e a t  d e c i s i o n ,  b u t  I d o n ' t  t h i n k  i t  was  t h e  w o r s t ,  b e c a u s e  

h e r e  i t  i s  f i f t e e n  y e a r s  l a t e r  a n d  I a 3  s t i l l  a n  FDA F i e l d  

F l a n a g e r .  

Y o u n g :  P r e - B a l  t i m o r e .  Were t h e r e  e l e m e n t s  o f  c o n t i n u i t y  

t h a t  s h o u l d  b e  s t r e s s e d ,  t h a t  l i n k e d  G o d d a r d  a n d  e a r l i e r  

p e r i o d s ?  We h a v e  b e e n  f o c u s i n g  o n  c h a n g e .  

K i n s l o w :  Yes,  t h e r e  d e f i n i t e l y  w e r e .  F o r  e x a m p l e ,  W i n t o n  

R a n k i n  became D e p u t y  C o m m i s s i o n e r  u n d e r  D r .  G o d d a r d  a n d  K e n  

K i r k  b e c a m e  t h e  A s s o c i a t e  C o m m i s s i o n e r  f o r  C o m p l i a n c e .  

W h i l e  t h e r e  w e r e  new p e o p l e  i n  t h e  p r e s s  o f f i c e  a n d  t h e  

p l a n n i n g  o f f i c e  a n d  some o t h e r  j o b s  t h r o u g h o u t  t h e  a g e n c y ,  

t h e  k e y  r o l e s  o f  D e p u t y  C o m m i s s i o n e r  a n d  A s s o c i a t e  Commis 

s i o n e r  f o r  Compl i a n c e  w e r e  f i l l e d  b y  men who h a d  b e e n  w i t h  

t h e  a g e n c y  f o r  a n u m b e r  o f  y e a r s  a n d  h a d  h a d  v e r y  
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r e s p o n s i b l e  p o s i t i o n s  a s  A s s i s t a n t  C o m m i s s i o n e r s  w o r k i n g  f o r  

nr 
G e o r g e  L a r r i c k .  So, t h e r e  was c e r t a i n l y  a 

t i n u i t y  i n  t h e  G o d d a r d  e r a ,  i f  y o u  w i s h  t o  

v e r y  

c a l l  

s t r o n g  c o n -

i t  t h a t ,  i n  

t h e  f o r m  o f  K e n  K i r k  a n d  W i n t o n  R a n k i n .  

@ 

L o f s v o l d :  W h a t  k i n d s  o f  s u b j e c t s  d i d  t h e y  d e a l  w i t h  

G o d d a r d  o n ?  P r i n c i p a l l y  r e g u l a t o r y  m a t t  r s  o r .  .. 
D r .  

K i n s l o w :  T h e y  d e a l t  w i t h  h i m  a c r o s s  t h e  b o a r d ,  t o  t h e  b e s t  

nr 
o f  my k n o b r l e d g e .  C e r t a i n l y  M r .  

D e p u t y  C o m m i s s i o n e r .  I k n o w  h e  

?.ankin d d i n  h i s  r o l e  a s  

was i n v o  v e d  i n  i s s u e s  t h a t  

c o v e r e d  t h e  s p e c t r u m  o f  FDA a c t i v i t i e s .  

nr 
L o f s v o l d :  T h e y  

a l s o ,  a s  t o  t h e  

w e r e  a b l e  

s t r e n g t h s  

t o  a d v i s e  h i m  t b e n  o n  

a n d  w e a k n e s s e s  o f  t h e  

personnel, 

v a r i o u s  

n a n a g e r s .  

b 

K i n s l o w :  

i s  f a i r  

I am 

t o  s a y  

q u i t e  c e r t a i n  t h a t  t h e y  d i d  t h a t .  

t h a t  W i n t o n  R a n k i n  h a d  a v e r y  s i g n  

I t h i n k  

f i c a n t  

i t  

i m p a c t  o n  some o f  t h e  d e c i s i o n s  t h a t  w e r e  r e a c h e d  d u r i n g  

@ 

t h a t  p e r i o d .  

A f t e r  I w e n t  t o  B a l t i m o r e  D i s t r i c t  a s  t h e  D i  e c t o r  I ,  

o f  c o u r s e ,  l o s t  i m m e d i a t e  t o u c h  ~ i t h  t h e  a c t i v i t i e s  i n  t h e  

@ 

o f f i c e  o f  t h e  C o m m i s s i o n e r  a t  h e a d q u a r t e r s .  H o w e v e r ,  I was  

f u l l y  o c c u p i e d  i n  l e a r n i n g  w h a t  g o e s  o n  i n  t h e  F o o d  a n d  D r u g  

A d m i n i s t r a t i o n ' s  f i e l d  o p e r a t i o n s .  I a l r e a d y  f e l t  t h a t  I 

D 

w a s  a d y e d - i n - t h e - w o o l  f o o d  a n d  d r u g g e r  w h e n  I w e n t  t o  

B a l t i m o r e .  I l e a r n e d  a f t e r  b e i n g  t h e r e  f o r  a s h o r t  w h i l e  

t h a t  e v e n  t h o u g h  I h a d  w o r k e d  f o r  t h e  a g e n c y  f o r  s i x  y e a r s ,  



I r e a l l y  d i d n ' t  k n o w  w h e r e  t h e  F o o d  a n d  D r u g  A d m i n i s t r a -  

t i o n ' s  m o s t  i m p o r t a n t  o p e r a t i o n s  w e r e  c a r r i e d  o u t .  I p r e 

v i o u s l y  h a d  t h o u g h t  t h a t  a l l  o f  t h e  i m p o r t a n t  t h i n g s  h a p -  

p e n e d  i n  W a s h i n g t o n ,  w h e r e a s  a f t e r  I w e n t  t o  B a l t i m o r e  I 

l e a r n e d  t h a t  t h e  h e a r t  a n d  s o u l  o f  t h e  a g e n c y  was r e a l l y  i n  

i t s  f i e l d  a c t i v i t i e s .  I e n j o y e d  !ny t e n u r e  a t  B a l t i m o r e  

e n o r m o u s l y .  I l e a r n e d  a g r e a t  many t h i n g s  t h a t  I k n e w  a b o u t  

o n l y  i n  a v e r y  p e r i p h e r a l  f a s h i o n  w h i l e  w o r k i n g  i n  ! l a s h i n g -  

t o n .  I g o t  t o  o p e r a t e  i n  t h e s e  a r e a s  o n  a f i r s t  h a n d  b a s i s  

a n d  i t  w a s  a v e r y  e l j o y a b l e  e x p e r i e n c e .  

A f t e r  b e i n g  t h s r e  s o m e t h i i i . 3  l e s j  t h a n  a  y e a r ,  i n  t h e  

S p r i n ~o f  1 9 6 3  I be;an t o  h e a r  t h a t  t h e  F o o d  a n d  D r u g  Ad-  

n i n i s t r a t i o n  m i g h t  b e  r e o r g a n i z e d  a n d  p u t  i n t o  a l a r g e r  

o r g a n i z a t i o n  w i t h  some o f  t h e  E n v i r o n m e n t a l  H e a l t h  P r o g r a m s  

o f  t h e  P u b l i c  H e a l t h  S e r v i c e .  I q d e e d ,  I h a v e  some p e r s o n a l  

r e c o l l e c t i o n s  t h a t  t h i s  was  s o m e t h i n g  t h a t  was ,  i f  n o t  b e i n g  

p r o m o t e d  b y  D r .  G o d r i d r d ,  was s o y e t h i n o  t h a t  h e  l o o k e d  f o r -  

w a r d  t o  w i t h  c o n s i d e r a b l e  r e l i s h .  H o w e v e r ,  t h e  o p p o r t u n i t y  

t o  h e a d  t h i s  n e w l y  c r e a t e d  o r g a n i z a t i o n  n e v e r  was a v a i l a b l e  

t o  D r .  G o d d a r d  b e c a u s e  h e  r e s i g n e d ,  I b e l i e v e ,  i n  J u l y  o f  

1963.  A t  a p p r o x i m a t e l y  t h e  same t i n e  t h e  new o r g a n i z a t i o n ,  

w h i c h  was k n o w n  a s  t h e  C o n s u m e r  P r o t e c t i o n  a n d  E n v i r o n m e n t a l  

H e a l t h  S e r v i c e  (CPEHS),  was  c r e a t e d .  

Y o u n g :  Why h a d  h e  l o o k e d  f o r w a r d  t o  t h i s  k i n d  o f  f u s i o n  

w i t h  r e l i s h ?  



a 
 

K i n s l o w :  i l e l l ,  I t h i n k  h e  saw a n  o p p o r t u n i t y  t o  d o  some 


t h i n g s  i n  t h e  a i r  p o l l u t  o n  a n d  w a t e r  p o l l u t i o n  a c t i v i t  i e s  


t h a t  w e r e  n o t  b e i n g  d o n e  u p  t o  t h a t  p o i n t .  I t h i n k  h e  in 

t e n d e d  t o  u t i l i z e  some o t h e  r e g u l a t o r y  a t t i t u d e  t h a t  h e  


h a d  l e a r n e d  i n  t h e  F o o d  n d  D r u g  A d m i n i s t r a t i o n  a g a i n s t  


v i o l a t o r ;  i n  t h o s e  a r e a s ,  p e o p l e  who w e r e  s i g n i f i c a n t l y  p o l -  


l u t i n g  t h e  a i r  a n d  w a t e r .  So, I t h i n k ,  h e  s a x  a l a r g e r  r o l e  


t h e r e  t o  p r o v i d e  c o n s u m e r  p r o t e c t i o n  a n d  h a i  t h i s  m a s t e r  


p l a n  w o r k e d  o u t .  W i t h  h i m  a s  t h e  h e a d  o f  t 3 e  r e o r g a n i z e d  


o p e r a t i o n  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  m i g h t  h a v e  f a r e d  


v e r y  w e l l .  H o , d e v e r ,  i t  d i d n ' t  w o r k  o u t  t h a t  way .  T q a t  was 


t i l e  b e g i n n i n g  o f  a  v e r y  b l e a k  p e r i o d  f o r  F o o d  a n d  D r u g g e r s  


b e c a u s e  t h e  h i e r a r c h y  o f  CPEHS w h o  came f r o m  t + e  P u b l i c  


H e a l t h  S e r v i c e  e n v i r o n m e n t a l  h e a l t h  p r o g r a m s  k n e w  l i t t l e  a n d  


c a r e d  l e s s  a b o u t  t r a d i t i o n a l  f o o d  a n d  d r u g  p r o g r a l n s .  As a 


c o n s e q u e n c e ,  tii? p r o s p e c t s  f o r  t r a d i t i o n a l  f o o d  a n d  d r u g  


p r o g r a m s  w e r e  v e r y  d a r k .  


Y o u n g :  Why s p e c i f i c a l l y  w e r e  p r o s p e c t s  f o r  t h e  F o o d  a n d  


D r u g  A d m i n i s  t r a t i o n  d a r k  u n d e r  t h e s e  p o t e n t i a l  c i r c u m 

s t a n c e s ?  


K i n s l o w :  We 1 1 ,  t h e r e  was  a p r o p o s e d  r e o r g a n i z a t i o n  p a c k a g e  


t h a t  k i c k e d  a r o u n d  f o r  a n u m b e r  o f  m o n t h s .  T h i s  r e o r g a n i z a 

t i o n  p a c k a g e  r e l a t e d  t o  t h e  a m a l g a m a t i o n  o f  t h e  F o o d  a n d  


D r u g  A d m i n i s t r a t i o n  a n d  t h e s e  o t h e r  P u b l i c  H e a l t h  S e r v i c e  


p r o g r a m s .  One o f  k e y  i s s u e s  i n  t h a t  f o r  t h e  F o o d  a n d  D r u g  




A d m i n i s t r a t i o n  r e l a t e d  t o  w h e t h e r  o r  n o t  l i n e  a u t h o r i t y  

o v e r  F o o d  a n d  D r u g  D i s t r i c t  D i r e c t o r s  w o u l d  b e  e x e r c i s e d  b y  

t h e  C P E H S  a d m i n i s t r a t o r s  o f f i c e .  We w e r e  v e r y  c o n c e r n e d  

a b o u t  t h a t  b e c a u s e  t h e  o r i e n t a t i o n  o f  t h e  P u b l i c  H e a l t h  

S e r v i c e  had  b e e n  s i g n i f i c a n t l y  d i f f e r e n t  t h a n  t h e  F o o d  a n d  

D r u g  A d m i n i s t r a t i o n .  H i s t o r i c a l l y  t h e  P u b l i c  H e a l t h  S e r v i c e  

p r o g r a m s ,  i n  g r e a t  m e a s u r e ,  h a d  b e e n  c a r r i e d  o u t  t h r o u g h  

money p r o v i d e d  by  P H S  t o  t h e  s t a t e s  t o  c a r r y  o u t  p r o g r a m s .  

The t r a d i t i o n a l  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  p r o g r a m s  c o n 

s i s t e d  o f  FDA e m p l o y e e s  s c a t t e r e d  a c r o s s  t h e  c o u n t r y  m a k i n g  

i n s p e c t i o n s ,  c o l l e c t i n g  s a m p l e s  o f  p r o d u c t s ,  a n a l y z i n g  p r o 

d u c t s  i n  o u r  l a b o r a t o r i e s  a n d  t h e n  t a k i n g  a c t i o n  when we 

f o u n d  t h a t  f i r m s  w e r e  n o t  p r o d u c i n g  p r o d u c t s  i n  a c c o r d a n c e  

w i t h  t h e  s t a n d a r d s ,  o r  when we f o u n d  p r o d u c t s  t h a t  w e r e  o u t 

s i d e  o f  s t a n d a r d s .  T a k i n g  l e g a l  a c t i o n  i n  t h e  c o u r t s  was 

s i m p l y  a f o r e i g n  s i t u a t i o n  t o  t h e  p e o p l e  i n  t h e  P u b l i c  

H e a l t h  S e r v i c e  a n d  we w e r e  v e r y  c o n c e r n e d  a s  t o  w h a t  t h e  

d i r e c t i o n  o f  t h i s  new o r g a n i z a t i o n  w o u l d  be.  S i n c e ,  a s  I 

m e n t i o n e d  e a r l i e r ,  t h e  h i e r a r c h y  came f r o m  t h e  e n v i r o n m e n t a l  

p r o g r a m s ,  we s u s p e c t e d  we knew w h a t  d i r e c t i o n  we w o u l d  b e  I 
 
g o i n g .  


Young: D i d  t h a t  f e a r  i n  f a c t  b e g i n  t o  become r e a l i t y ?  
1 
 
K i n s l o w :  Yes i t  d i d .  To b e  m o r e  r e s p o n s i v e  t o  y o u r  q u e s 

a t i o n ,  I w o u l d  l i k e  t o  d i s c u s s  an  i n c i d e n t  w h i c h  o c c u r r e d  i n  

December  1968.  I w o u l d  l i k e  t o  b e g i n  b y  m e n t i o n i n g  a s p e e c h  



t h a t  D e p u t y  C o m m i s s i o n e r  R a n k i n  made a t  t h e  F o o d  a n d  D r u g  

Law I n s t i t u t e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  C o n f e r e n c e ,  o n  

December  3 ,  1968.  T h a t  s p e e c h  was a v e r y  p i v o t a l  s i t u a t i o n  

o r  c i r c u m s t a n c e  i n  t h e  h i s t o r y  o f  t h e  F o o d  a n d  D r u g  A d m i n i -  

s t r a t i o n .  The a g e n c y  h a d  b e e n  i n  t h e  new o r g a n i z a t i o n ,  

w h i c h  was c a l l e d  t h e  Consumer P r o t e c t i o n  a n d  E n v i r o n m e n t a l  

H e a l t h  S e r v i c e ,  f o r  s l i g h t l y  o v e r  f i v e  m o n t h s  a t  t h a t  t i m e .  

T h e r e  h a d  b e e n  a n  o r g a n i z a t i o n a l  d o c u m e n t  u n d e r  c o n s i d e r a -  

t i o n  f o r  many weeks  and t h e r e  was s p e c u l a t i o n  i n  t h e  t r a d e  

p r e s s  t h a t  S e c r e t a r y  Cohen o f  DHEW was r u s h i n g  t h e  t r a n s f e r  

o f  FDA managemen t  f u n c t i o n s  t o  CPEHS. T h e r e  was s p e c u l a t i o n  

t h a t  t h e s e  moves c o u l d  d e s t r o y  t h e  r e l a t i v e  i n d e p e n d e n c e  o f  

t h e  a g e n c y .  A t  t h e  December 3 r d  m e e t i n g ,  t h a t  I m e n t i o n e d  

e a r l i e r ,  M r .  R a n k i n  made a s p e e c h  w h i c h  was c h a r a c t e r i z e d  t o  

me b y  a member o f  my s t a f f  who h e a r d  i t ,  as  a "bomb s h e l l " .  

He r e p o r t e d  t h a t  i n  h i s  v i e w  i t  was d e s i g n e d  t o  a c q u a i n t  t h e  

c o n f e r e e s  w i t h  t h e  f a c t  t h a t  FDA h a d  t a k e n  a b o u t  as  much 

r e o r g a n i z a t i o n ,  o v e r  t h e  p a s t  y e a r  o r  s o ,  a s  i t  c o u l d  s t a n d  

w i t h o u t  d e t r a c t i n g  f r o m  i t s  r o l e  as  an  e f f e c t i v e  c o n s u m e r  

p r o t e c t i o n  o r g a n i z a t i o n .  T h i s  s p e e c h  t h r e w  down t h e  g a u n t 

l e t  t o  a n y o n e  who was i n t e r e s t e d  i n  t h e  u l t i m a t e  f a t e  o f  t h e  

F o o d  a n d  D r u g  A d m i n i s t r a t i o n .  I n  e f f e c t  i t  s a i d ,  i f  y o u  

w o u l d  l i k e  t o  s e e  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  go o u t  o f  

b u s i n e s s ,  why t h e n  j u s t  s i t  b a c k  a n d  l e a v e  t h i n g s  a l o n e  b e -  

c a u s e  t h a t  i s  w h a t  i s  g o i n g  t o  h a p p e n  t o  us .  I f  y o u  d o n ' t  



l i k e  t h a t ,  t h e n  y o u  h a d  b e t t e r  d o  s o m e t h i n g  a b o u t  i t .  B e 

c a u s e  o f  i l l n e s s  I d i d  n o t  a t t e n d  t h a t  m e e t i n g  a n d  I d i d  n o t  

h e a r  t h a t  s p e e c h .  As I s a i d ,  I h a d  i t  r e p o r t e d  t o  me b y  a 

s t a f f  member  who was  t h e r e  a n d  t h e n  I, o f  c o u r s e ,  s u b s e 

q u e n t l y  r e a d  a b o u t  i t  i n  t h e  t r a d e  p a p e r s .  Two d a y s  a f t e r  

t h e  s p e e c h  I g o t  a c a l l  f r o m  M r .  R a n k i n ,  who a s k e d  me i f  I 

h a d  h e a r d  i t .  I t o l d  h i m  t h e  c i r c u m s t a n c e s ,  t h a t  I h a d  n o t ,  

b u t  t h a t  I was a w a r e  o f  i t .  He s a i d  a t  t h a t  t i m e  t h a t  h e  

i n t e n d e d  t o  d o  w h a t  h e  c o u l d  t o  s a v e  t h e  F o o d  a n d  D r u g  

A d m i n i s t r a t i o n .  He s p e c u l a t e d  t h a t  i t  m i g h t  n o t  b e  p o s s i b l e  

t o  d o  much  b e f o r e  t h e  new a d m i n i s t r a t i o n  came i n  t h e  2 0 t h  o f  

J a n u a r y ,  b u t  h e  p r o p o s e d  t o  d o  w h a t e v e r  h e  c o u l d .  

I t h i n k  i t ' s  i m p o r t a n t  f o r  a n y  s t u d e n t s  o f  h i s t o r y  t o  

u n d e r s t a n d  t h e  s i g n i f i c a n c e  o f  w h a t  W i n t o n  R a n k i n  d i d  i n  

D e c e m b e r  1968 .  He was  a c a r e e r  e m p l o y e e  w i t h  p e r h a p s  t h i r t y  

y e a r s  s e r v i c e ,  a t  t h a t  t i m e ,  b u t  h e  was  n o t  e l i g i b l e  f o r  

r e t i r e m e n t  b e c a u s e  h e  h a d  n o t  r e a c h e d  t h e  a g e  a t  w h i c h  h e  

c o u l d  r e t i r e .  Y e t ,  h e  v e r y  d e l i b e r a t e l y  s e t  a b o u t ,  i n  t h e  

b e s t  way h e  c o u l d ,  t o  s a v e  a n  o r g a n i z a t i o n  f o r  w h i c h  h e  h a d  

w o r k e d  f o r  m o s t  o f  h i s  a d u l t  l i f e .  T h i s ,  i n  e f f e c t ,  s i n c e  
. . 

h i s  a c t i o n  w a s  d o n e  p u b l i c l y ,  p u t  h i s  h e a d  o n  t h e  c h o p p i n g  

b l o c k .  I am c o n v i n c e d  t h a t  w h a t  h e  d i d  s e t  i n  m o t i o n  a 

p a t t e r n  o f  e v e n t s  w h i c h  c u l m i n a t e d  a p p r o x i m a t e l y  o n e  y e a r  

l a t e r  w i t h  t h e  d i s s o l u t i o n  o f  t h e  C o n s u m e r  P r o t e c t i o n  a n d  

E n v i r o n m e n t a l  H e a l t h  S e r v i c e .  
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H o w e v e r ,  a t  t h e  same t i m e  i t  a l s o  c o s t  M r .  R a n k i n  h i s  

j o b  b u t  I am c e r t a i n  t h a t  h e  r e a l i z e d  t h a t  t h a t  m i g h t  b e  t h e  

B o u t c o m e ,  a n d  h e  was  w i l l i n g  t o  p a y  t h a t  p r i c e  i n  t h e  i n t e r 

e s t  o f  h a v i n - 	  a n  i n d e p e n d e n t  F o o d  a n d  D r u g  A d m i n i s t r a t i o n .  

Y o u n g :  E v e n t u a l l y  t h e  d o c u m e n t  d i d  come down m a k i n g  t h e  

B 	 F o o d  a n d  3 r u g  A d n i n s t r a t i o n ,  i n  w h a t  p r o v e d  t o  b e  t e m p o r a r y  

f a s h i o n  s u b s e r v i e n t  t o  CPEHS. How d i d  t h e  new o r g a n i z a t i o n  

a f f e c t  1 i f e  i n  t h e  f i e l d ,  a s  y o u  v i e w e d  i t  i n  B a l t i m o r e ?  

B 	 E i n s l o w :  W e l l ,  i t  was r e a l l y  m o r e  o f  a n  a n n o y a n c e  t h a n  a n y -  

t h i n g  e l  s e  b e c a u s e  t h e  p e o p l e  i n  t h e  f i e l d  o r g a n i z a t i o n  h a d  

a v ? r y  s t r o n g  f e e l i n g  t h a t  CPEHS was  n o t  g o i n g  t o  l a s t .  I t  

was  e s s e n t i a l l y  a " l a m e  d u c k "  c r e a t i o n  o f  t h e  p r i o r  a d m i n -  

i s t r a t i o n ,  o r  a t  l e a s t  t h e  o r g a n i z a t i o n a l  s t a t e m e n t  c e r 

t a i n l y  was d o n e  i n  a " l a m e  d u c k "  f a s h i o n  a f t e r  t h e  e l e c t i o n .  

U i t h  t h e  c h a n g e  o f  a d m i n i s t r a t i o n ,  we a n t i c i p a t e d  t h a t  i t  

was j u s t  a q u e s t i o n  o f  t i m e  u n t i l  CPEHS w o u l d  n o  l o n g e r  

e x i s t .  So, I d o n ' t  k n o w  a g r e a t  d e a l  a b o u t  w h a t  was h a p 

p e n i n g  i n  h e a d q u a r t e r s  b u t  I k n o w  t h a t  i n  t h e  f i e l d  we j u s t  

r e s i s t e d ,  a t  e v e r y  o p p o r t u n i t y ,  a n d  t r i e d  t o  c a r r y  o u t  o u r  

a c t i v i t i e s  i n  t h e  b e s t  way  p o s s i b l e .  A t  t h e  same t i m e  we 

h a d  t o  p a y  l i p  s e r v i c e  t o  t h e  r e g i o n a l  a d m i n i s t r a t o r s  f o r  

CPEHS a n d  t h e  o n e  w i t h  w h i c h  I d e a l t  w a s  l o c a t e d  down a t  

C h a r l o t t e s v i l l e ,  V i r g i n i a .  So, I p e r i o d i c a l l y  h a d  t o  g e t  i n  

my a u t o m o b i l e  a n d  d r i v e  f r o m  B a l t i m o r e  down t o  C h a r l o t t e s 

v i l l e  a n d  l i s t e n  t o  t h i s  c h a p  down t h e r e  t a l k  a b o u t  a l l  



s o r t s  o f  t h i n g s .  Then  I w o u l d  t i p  my h a t ,  g e t  i n  my a u t o 

m o b i l e ,  go b a c k  t o  B a l t i m o r e  and r u n  t h e  B a l t i m o r e  D i s t r i c t  

p r e t t y  much as I h a d  b e f o r e .  I t h i n k  t h e  h i e r a r c h y  o f  CPEHS 

was n e r v o u s  enough  a b o u t  t h e i r  f u t u r e  so  t h a t  t h e y  d i d n ' t  

t r y  t o  e x e r c i s e  t h e  l i n e  management  c o n t r o l  w h i c h  t h e y  c o u l d  

h a v e  u n d e r  o t h e r  c i r c u m s t a n c e s .  F o r  e x a m p l e ,  t h e y  s e n t  o u t  

some d i r e c t i v e  a b o u t  h a v i n g  t h e  name "Consumer  P r o t e c t i o n  

a n d  E n v i r o n m e n t a l  H e a l t h  S e r v i c e "  p u t  o n  o u r  b u i l d i n g s ,  

e i t h e r  on t h e  w indows  o r  as some o t h e r  k i n d  o f  s i g n  on t h e  

e x t e r i o r .  F o r  some r e a s o n  we j u s t  n e v e r  g o t  a r o u n d  t o  d o i n g  

t h a t  i n  B a l t i m o r e .  I know t h a t  some o f  my o t h e r  c o l l e a g u e s  

f o r  some r e a s o n  o r  o t h e r  we re  n e v e r  a b l e  t o  make t h e  a p p r o 

p r i a t e  a r r a n g e m e n t s  t o  h a v e  t h a t  name p u t  on  t h e i r  w indows  

o r  o t h e r w i s e  i d e n t i f y  t h e i r  b u i l d i n g s  i n  t h a t  f a s h i o n .  We 

h a d  some m e e t i n g s  w h e r e  M r .  J o h n s o n ,  C h a r l e s  C .  J o h n s o n ,  t h e  

CPEHS A d m i n i s t r a t o r ,  s p o k e  t o  u s ,  and t h e y  were  p r e t t y  

d e a d l y  I m i g h t  add. 

I became i n v o l v e d  i n  a p r o j e c t  i n  May o f  1969,  w h i c h  

t o t a l l y  p r e o c c u p i e d  me f o r  many m o n t h s  t h e r e a f t e r ,  and  

f r a n k l y  I d i d n ' t  h a v e  t i m e  t o  e v e n  t h i n k  a b o u t  CPEHS d u r i n g  

t h a t  p e r i o d .  P e r h a p s  I s h o u l d  s t a r t  d e s c r i b i n g  t h a t  

a s s i g n m e n t ,  u n l e s s  y o u  h a v e  some o t h e r  q u e s t i o n s  a b o u t  

CPEHS? 

L o f s v o l d :  J u s t  a  comment.  One t h i n g  t h a t  I t h i n k  made i t  

d i f f i c u l t  f o r  t h e  R e g i o n a l  A d m i n i s t r a t o r s  t o  g e t  any  



k i n d  o f  h o l d  on  FDA was t h e  f a c t  t h a t  t h e y  n e v e r  d i d  g e t  

a r o u n d  t o  m o v i n g  t h e  b u d g e t i n g  a n d  a c c o u n t i n g  f u n c t i o n  f r o m  

t h e  FDA o f f i c e s  t o  t h e i r  o f f i c e s .  We k e p t  c o n t r o l  o f  o u r  

money i n  t h e  f i e l d ,  r a t h e r  t h a n  h a v i n g  i t  t h r o w n  i n t o  some 

common p o t  t h a t  c o u l d  be a d m i n i s t e r e d  b y  t h e  R e g i o n a l  

A d m i n i s t r a t o r .  

Young:  Then,  f i n a l l y ,  t h e  e n d  d i d  come o f  t h i s  CPEHS 

f u s i o n .  T h a t  was an  a d m i n i s t r a t i v e  d e c i s i o n  b y  t h e  new 

a d m i n i s t r a t i o n ,  a f t e r  i t  h a d  t i m e  t o  c o n s i d e r  w h a t  o u g h t  t o  

b e  done  f r o m  i t s  p e r s p e c t i v e  w i t h  r e s p e c t  t o  a l l  t h e  a g e n 

c i e s  o f  g o v e r n m e n t .  

K i n s l o w :  T h a t  i s  e n t i r e l y  a c c u r a t e .  I n d e e d  t h e  f i n a l  d i s 

s o l u t i o n  o f  CPEHS o c c u r r e d  F e b r u a r y  1, 1970.  However ,  t h e  

d e c i s i o n  was made J a n u a r y  5, 1970.  T h a t  i s  when S e c r e t a r y  

F i n c h  s i g n e d  t h e  o r d e r  a n d  t h a t ,  o f  c o u r s e ,  was a f t e r  D r .  

C h a r l e s  C .  E d w a r d s  came on  b o a r d  a s  t h e  new C o m m i s s i o n e r  i n  

l a t e  December  1969 .  

Young:  W e l l ,  we p u t  a  p e r i o d  a t  t h e  e n d  o f  t h a t  s e n t e n c e .  

I t h i n k  i t  i s  p r o p e r ,  i n  s e q u e n c e ,  now t o  h a v e  y o u  t u r n  t o  

t h i s  e n g r o s s i n g  a s s i g n m e n t  t h a t  y o u  h a v e  a l l u d e d  t o ,  j u s t  a 

m i n u t e  ago.  

K i n s l o w :  W e l l ,  I was c a l l e d  i n  t o  t a l k  t o  t h e  C o m m i s s i o n e r  

i n  t h e  l a t e  s p r i n g  o f  1 9 6 9  a n d  h e  a s k e d  me t o  h e a d  a g r o u p  

t o  t a k e  a  l o o k  a t  t h e  Food  a n d  D r u g  A d m i n i s t r a t i o n .  The 

g r o u p  c o n s i s t e d  o f  s e v e r a l  f o l k s  i n  t h e  a g e n c y  who c o u l d  be 



c o n s i d e r e d  y o u n g s t e r s  i n  t e r m s  o f  t h e i r  t o t a l  t e n u r e  w i t h  

t h e  a g e n c y .  

Young:  T h i s  was C o m m i s s i o n e r  L e y .  

K i n s l o w :  Yes, D r .  H e r b  L e y .  

Young:  J u s t  a word .  What  r e l a t i o n s h i p s  d i d  y o u  h a v e  w i t h  

h i m  p r i o r  t o  t h i s ?  

K i n s l o w :  W e l l ,  he h a d  t a k e n  o v e r  a s  C o m m i s s i o n e r  when J i m  

G o d d a r d  l e f t  i n  J u l y  o f  ' 6 8 .  So, a t  t h a t  p o i n t  I h a d  b e e n  

s e r v i n g  u n d e r  h i m  f o r  a p p r o x i m a t s l y  one y e a r  as  a D i s t r i c t  

D i r e c t o r  r e p o r t i n g  t o  h i m  as  t h e  C o m m i s s i o n e r .  I h a d  p r e -  

v i o u s l y  h a d  some d e a l i n g s  w i t h  h i m  w h i l e  he was t h e  D i r e c t o r  

o f  t h e  B u r e a u  o f  D r u g s ,  p r i o r  t o  J u l y  o f  ' 6 8 .  So, I h a d  n o t  

known h i m  a s  w e l l  a s  I knew J i m  Goddard .  B u t  s i n c e  W i n t o n  

R a n k i n  was s t i l l  t h e  D e p u t y  C o m m i s s i o n e r  I c o u l d  s e e  h i s  

f i n e  h a n d  i n  t h e  f a c t  t h a t  H e r b  L e y  c a l l e d  me i n  t o  t a l k  t o  

me a b o u t  t h i s  a s s i g n m e n t .  

The C o m m i s s i o n e r  w a n t e d  a g r o u p  t o  t a k e  a l o o k  a t  t h e  

a g e n c y  and  b e  c o m p l e t e l y  c a n d i d  a s  t o  c h a n g e s  t h a t  we 

t h o u g h t  s h o u l d  b e  made. We w e r e  n o t  s u p p o s e d  t o  be r e -  

s t r i c t e d  by  l i m i t a t i o n s  o f  w h e t h e r  o r  n o t  we h a d  l e g i s l a t i v e  

a u t h o r i t y ,  w h e t h e r  o r  n o t  we h a d  e n o u g h  p e o p l e ,  o r  w h e t h e r  

we h a d  enough  money. We were  j u s t  s u p p o s e d  t o  t a k e  a v e r y  

b r o a d  l o o k  a t  t h e  a g e n c y  and  make r e c o m m e n d a t i o n s  t o  t h e  

C o m m i s s i o n e r  a b o u t  t h i n g s  we t h o u g h t  s h o u l d  b e  c o n s i d e r e d  

f o r  change .  I s t a r t e d  t o  say  p r e v i o u s l y  t h a t  t h i s  
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g r o u p  was  made u p  o f  f a i r l y  y o u n g  p e o p l e  who d i d  n o t  h a v e  

l o n g  t e n u r e  w i t h  t h e  a g e n c y  a n d  t h e  i d e a  h e r e  was  s u p p o s e d  

D t o  b e  t h a t  we w o u l d  b e  a b l e  t o  h a v e  a f r e s h  p e r s p e c t i v e .  I 

h a d  b e e n  a r o u n d ,  a t  t h a t  p o i n t ,  f o r  l e s s  t h a n  e i g h t  y e a r s .  

S o n e  o f  t h e  o t h e r  f o l k s  who s e r v e d  o n  t h e  g r o u p  h a d  b e e n  

a r o u n d  s l i g h t l y  l o n g e r  b u t  n o t  a g r e a t  d e a l  l o n g e r .  We 

w o r k e d  f o r  many w e e k s  i n  May  a n d  J u n e  o f  1 9 6 9  i n  W a s h i n g t o n  

o n  t h i s  p r o j e c t .  J e  m e t  w i t h  p e o p l e  f r o m  a l l  o v e r  t h e  

D a g e n c y .  We s o t  t h e i r  i d e a s  a n d  t h e i r  r e c o m m e n d a t i o n s .  F o r  

e x a J p l e ,  I t h i n k  t h a t  we m e t  w i t h  a l l  o f  t h r  B u r e a u  D i r e c -  

t o r s .  We t r i e d  t o  g e t  a b r o a d  c r o s s  s e c t i o n  o f  o p i n i o n .  

D T h e n  we h a d  t o  come u p  w i t h  a r e p o r t  f o r  t h e  Comgi  s s i o n e r .  

As  C h a i r m a n  o f  t h e  c o m m i t t e e ,  i t  f e l l  o n  my l o t  t o  d o  t h e  

f i n a l  d r a f t i n g  o f  t h e  r e p o r t .  O f  c o u r s e  t h e  o t h e r  m e m b e r s  

D 
o f  t h e  c o m m i t t e e  w o r k e d  o n  v a r i o u s  s e c t i o n s  a n d  r e c o m m e n d a -  

t i o n s ,  b u t  s o m e b o d y  h a d  t o  t a k e  a l l  o f  t h i s  a n d  t r y  t o  p u l l  

i t  i n t o  o n e  r e a s o n a b l y  c o h e s i v e  d o c u m e n t  a n d  t h a t  j o b  f e l l  

D 
t o  me. I m u s t  a d m i t  i t  w a s  a v e r y  o n e r o u s  j o b .  I u l t i 

n a t e l y  t o o k  a l l  o f  my f i l e s  a n d  m a t e r i a l s  b a c k  t o  my o f f i c e  

i n  B a l t i m o r e  t o  w o r k  o n  t h e  f i n a l  d r a f t .  

I m u s t  t e l l  y o u  t h a t  I w a s  s o  f r u s t r a t e d  b y  t h i s  p r o 

j e c t ,  t h a t  I came c l o s e  t o  l e a v i n g  t h e  F o o d  a n d  D r u g  A d n i n -  

i s t r a t i o n .  T h e  r e a s o n  f o r  my f r u s t r a t i o n  w a s  t h a t  i n  t r y i n g  
D 

t o  c a r r y  o u t  t h e  c h a r g e  f r o m  C o m m i s s i o n e r  L e y ,  we i n  e f f e c t  

w e r e  s a y i n g  t h e r e  w e r e  many t h i n g s  w r o n g  w i t h  F D A  t h a t  



n e e d e d  t o  b e  c h a n g e d .  W h i l e  some m e m b e r s  o f  my c o m m i t t e e  

f e l t  v e r y  s t r o n g l y  a b o u t  some o f  t h e s e  t h i n g s ,  I f r a n k l y  d i d  

n o t  f e e l  t h a t  s t r o n g l y  a b o u t  m o s t  o f  t h e m .  I d i d  n o t  t h i n k  

t h a t  FDA was t h a t  b a d l y  m a n a g e d ,  o r  t h a t  b a d l y  o r g a n i z e d .  

As a c o n s e q u e n c e ,  I h a d  a t e r r i b l e  c o n f l i c t  i n  t r y i n g  t o  

c a r r y  o u t  t h e  c h a r g e  f r o m  t h e  C o m m i s s i o n e r  a n d  s t i l l  d o  

s o n e t h i n g  t h a t  I c o u l d  l i v e  w i t h  i n  g o o d  c o n s c i e n c e .  

I n  a n y  e v e n t ,  I u l t i m a t e l y  p u l l e d  t o g e t h e r  w h a t  was  a 

d r a f t  r e p o r t  t o  t h e  C o m a i s s i o n e r .  I d e l i v e r e d  i t  t o  h i m  a n d  

p r o m p t l y  w e n t  o n  a n n u a l  l e a v e ,  t o  t a k e  v a c a t i o ! ~ .  I t o o k  my 

f a m i l y  S a c k  t o  I q d i a n a  t o  v i s i t  w i t h  o : ~ r  f a : n i l i e s  t h e r e .  ble 

f i r s t  s p e n t  some t i m e  i n  my home t o w n  o f  New A l b a n y ,  I n d i a n a  

a n d  t h e n  we w e n t  n o r t h  t o  I n d i a n a p o l i s ,  w h i c n  was gy ' w i f 2 ' s  

home t o w n .  1 ' 1 1  n e v e r  f o r g e t  s i t t i n g  i n  t h e  l i v i n g  r o o i n  o f  

my m o t h e r - i n - l a w ' s  home o n e  e v e n i n g  w h e n  t h e  6 o ' c l o c k  news 

c a n e  o n  T.V.  I was c a r r y i n g  o n  a c o n v e r s a t i o n  w i t h  s o m e b o d y  

e l s e  i n  t h e  r o o m ,  b u t  s u d d e n l y  I h e a r d  some o f  my own w o r d s  

i n  my e a r s  a n d  my a t t e n t i o n  was d r a w n  t o  t h e  n a t i o n a l  n e w s  

r e p o r t .  T h a t  vras how I l e a r n e d  t h a t  somehow t t i e  d r a f t  r e 

p o r t  t h a t  I h a d  d e l i v e r e d  t o  t h e  C o m m i s s i o n e r  h a d  g o t t e n  i n  

t o  t h e  h a n d s  o f  t h e  p r e s s  a n d  was  b e c o m i n g ,  o r  a p p a r e n t l y  

a l r e a d y  was  a c a u s e  c e l e b r e ,  s i n c e  i t  w a s  o n  t h e  n a t i o n a l  

q e w s .  I t  w a s  a v e r y  u n s e t t l i n g  e x p e r i e n c e ,  t o  s a y  t h e  

l e a s t .  



W i t h i n  a  d a y  o r  t w o ,  I r e c e i v e d  a  c a l l  a d v i s i n g  me t h a t  

I n e e d e d  t o  g e t  b a c k  t o  W a s h i n g t o n  b e c a u s e  t h e r e  w e r e  g o i n g  

t o  b e  C o n g r e s s i o n a l  h e a r i n g s  o n  t h i s  r e p o r t .  

R e g r e t t a b l y ,  a s  t h e  C h a i r m a n  o f  t h e  c o m m i t t e e  a n d  t h e  

a r ~ t h o r  o f  t 5 e  f i n a l  d r a f t ,  t h e  r e p o r t  b e c d m e  k n o w n  a s  t h e  

K i n s l o r  R e p o r t .  I c a n  a s s u r e  y o u  t h a t  t h e  l a s t  t h i n g  I 

d a n t e d  was t 9  h a v e  my name a s s o c i 3 t e d  w i t h  t h a t  r e p o r t .  B u t  

r e g r e t t a b l y  t h a t ' s  w h a t  o c c u r r e d .  I f i n d  i t  a l r n o s t  b e y o n d  

b ? l i e f  t h a t ,  o v e r  t h i r t e e n  y e a r s  l a t e r ,  t h e r e  a r e  p e o p l e  who 

s t i l l  d r e d g e  u ?  t h a t  r e p o r t .  I was  i n  W a s b i n z t a n ,  o a l y  l a s t  

, f a r  a X e s i o n a l  2 i r 2 c t o r s  , - ? ? t i r i g  an.? h e . i r 3  r . i o  i i i g h  

l e v e l  o f f i c i a l s  o f  t h e  a g e n c y  r e f e r  t o  i t  o n  s e p a r a t e  

o c c a s i o n s .  

Y o u n g :  L e t ' s  g o  b a c k  t a  t h e  b e g i n n i n g  o f  t h e  r e p o r t .  T h e  

a p ? o i n t n e n t  o f  t h e  c o m a i t t e e  a n d  y o u  a s  c h a i r l n a n  t 9  d o  i t .  

What ,  r a t h e r  s p e c i f i c a l l y  w e r e  t h e  d i r e c t i o n s  t h a t  w e r e  

g i v e n  t o  y o u  b y  C o m m i s s i o n e r  L e y ?  : { h a t  was  t h e  m o t i v a t i o n  

f o r  u n d e r t a k i n g  t h i s  k i n d  o f  s t u d y  o f  F D A ' s  m i s s i o n  a t  t h i s  

p 3 , r t i c u l  a r  t i n e .  

K i n s l o w :  1 i t  was p r e t t y  w e l l  s e t  o u t  i n  t h e  memo t h a t  

t h e  C o m m i s s i o n e r  s e n t  t o  me a n d  o t h e r  m e m b e r s  o f  t h e  g r o u p ,  

w h i c h  was c a l l e d  a s t u d y  g r o u p .  !.ie w e r e  s u p p o s e d  t o  d e f i n e  

t h e  c o n s u m e r  p r o t e c t i o n  o b j e c t i v e s  o f  FDA, a n a l y z e  a n d  com

p a r e  t h e  a g e n c y ' s  p r o g r a m s  i n  l i g h t  o f  t h e s e  o b j e c t i v e s .  We 

w e r e  t o  i d e n t i f y  e x i s t i n g  o r  a n t i c i p a t e d  p r o b l e m  a r e a s  



r e s u l t i n g  f r o m  g a p s  b e t w e e n  t h e  o b j e c t i v e s  a n d  c u r r e n t  p r o 

g r a m s  a n d  s u g g e s t  c h a n g e s  i n  p r o g r a m s  t o  m e e t  t h e s e  o b j e c 

t i v e s .  T h i s  was  a  v e r y  l a r g e  o r d e r  a n d  we r e c o g n i z e d  i t .  

T h e  C o m m i s s i o n e r  s a i d  t h a t  h e  t h o u g h t  i t  w a s  s o m e t h i n g  t h a t  

we n e e d e d  t o  u n d e r t a k e  i m m e d i a t e l y  t o  b e  a s s u r e d  t h a t  we h a d  

e x p l o r e d  e v e r y  p o s s i b i l i t y  o f  m e e t i n g  o u r  c o n s u m e r  p r o t e c 

t i o n  r e s p o n s i b i l i t i e s  t o  t h e  f u l l e s t .  A n d  h e  w a n t e d  u s  t !~  

u n d e r t a k e  t h i s  on  a f u l l - t i m e  b a s i s  f r o 3  t h e  f i r s t  week i n  

: !a? a n d  w a n t e d  a f i n i s h e d  d r d f t  p r o ~ o s a l  f r s ~ i i  t h e  g r o u p  b y  

J u n e  1 3 .  So t h a t  g a v e  u s  a b o a t  5 w e e k s .  I d i d n ' t  m e e t  h i s  

c e 3 d l  i n e ,  we d i  dn  I t  h a v e  a d r a f t  [ u n t i l  J u l j  1 J t n .  

Y o u n g :  d h a t  a b o u t t h e  e n v i r o n m e n t  w i t h i n  w h i c h  t h e  a g e n c y  
  

was  f u n c t i o n i n g .  Do y o u  b e l i e v e  i t  c a l l e d  f o r  a  s t u d y  a t  
  

t h a t  p a r t i c u l a r  t i m e ?  
  

K i n s l o w :  \ le 1 1 ,  I d i d n ' t  make t h e  c o n n e c t i o n  a t  t h d t  t ifile 
 

b u t  o n e  v e r y  i m p o r t a n t  t h i n g  t h a t  was  g o i n g  o n  t h e n  wa s t h a t  
  

we h a d  i ~ a d  N a d e r ' s  R a i d e r s  i n  t h e  a g e n c y  f o r  a c o n s i d e r a b l e  
  

p e r i o d  p r i o r  t o  !.lay 1 9 6 9 .  I n  r e t r o s p e c t  I i m a g i n e  t h a t  t h e y  
  

p r o v i d e d  s i g n i f i c a n t  i m p e t u s  f o r  D r .  L e y  t o  c o n c l u d e  t h a t  
  

t h e r e  s h o u l d  b e  t h i s  k i n d  o f  a r e v i e w  o f  w h a t  FDA s h o u l d  b e  
  

d o i n g  a n d  how w e l l  we w e r e  d o i n g  i t .  
  

Y o u n g :  T h e  s h o r t  t i m e - f r a m e  m a k e s  i t  a p p a r e n t  h e  w a n t e d  t o  
  

b e a t  t h e  d e a d l i n e  o f  t h e  r e s e a r c h e r s  f o r  N a d e r .  
  

K i n s l o w :  I n  r e t r o s p e c t  I t h i n k  t h a t  o n e  c a n  d r a w  t h a t  c o n - 


c l u s i o n  b u t  I c e r t a i n l y  d i d  n o t  p e r c e i v e  t h a t  a t  t h e  t i m e .  
  



 

As  a m a t t e r  o f  f a c t ,  I o r i g i n a l l y  made n o  c o n n e c t i o n  b e t w e e n  

t h e  t w o .  

B Y o u n g :  You w e r e  a b s e n t  f r o m  W a s h i n g t o n  w h e n  t h e s e  y o u n g  

p e o p l e  w o r k i n g  w i t h  R a l p h  N a d e r  w e r e  g i v e n  p e r m i s s i o n  t o  

h a v e  f r e e  a c c e s s  t o  t h e  r e c o r d s .  

R i n s l o w :  T h a t ' s  c o r r e c t .  I was i n  B a l t i m o r e  a t  t h a t  t i m e .  

Y o u n g :  A n d  s o  t h e  d e c i s i o n  t o  p e r m i t  f r e e  a c c e s s  t o  t h e  
  

r e c o r d s  o f  FDA, a d e c i s i o n  w h i c h  was  n o t  made o y  a l l  f e d e r a l  
  

a g e n c i e s  was  t h e  o n e  t h a t  y o u  w e r e n ' t  p r i v y  t o .  
  

K i n s l o w :  I was n o t .  I h a d  n o  i d e a  who mad? t h e  d e c i s i o n  o r  
  

tile b a s i s  u p o n  w h i c h  i t  H a s  made. 
  

Y o u n g :  W e l l ,  t h ? n  w h a t  a b o u t  t h e  p r o c e s s  o f  t h e  r e a c h i n g  o f  
  

a c o n c l u s i o n .  You i n d i c a t e d  t h a t  t h e r e  w e r e  some who, l i k e  
  

y o u r s e l f ,  f e l t  r e l a t i v e l y  s a t i s f i e d  w i t h  t h e  way t h e  a g e n c y  
  

w a s  o r g a n i z e d  a n d  f u n c t i o n i n g .  A n d  t h e r e  w e r e  o t h e r s  w i t h i n  
  

t h ?  a g e n c y  . . ., I t a k e  i t  a l l  m e m b e r s  o f  t h i s  c o m m i t t e e  
  

came f r o m  w i t h i n  t h e  a g e n c y ?  
  

K i n s l o w :  T h a t ' s  c o r r e c t ,  p e r h a p s  I o u g h t  t o  i d e n t i f y  t h e  
  

o t h e r  m e m b e r s .  T h e r e  was  D r .  R o b e r t  A n g e l o t t i  f ro t i 1  t h e  
  

B u r e a u  o f  S c i e n c e ,  M r .  Tom B r o w n  t h e  D ? t r o i t  D i s t r i c t  
  

D i r e c t o r ,  D r .  M a r i o n  F i n k e l  f r o m  t h e  B u r e a u  o f  M e d i c i n e  

I . N a t h a n i e l  G e a r y  f r o m  t h e  B u r e a u  o f  C o m p l i a n c e ,  M r .  L e r o y  

Gomez f r o m  t h e  o f f i c e  o f  t h e  A s s i s t a n t  C o m m i s s i o n e r  f o r  

P l a n n i n g  a n d  E v a l u a t i o n ,  a n d  D r .  R i c h a r d  Lehman f r o 3  t h e  

S u r e a u  o f  V e t e r i n a r y  M e d i c i n e .  D r .  A n g e l o t t i  was t h e  m o s t  



r e c e n t  . . . l e t  me s a y  t h a t  a n o t h e r  w a y .  He h a d  come t o  

t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  m o s t  r e c e n t l y  f r o m  a n o t h e r  

p d r t  o f  t i l e  D e p a r t i n e n t ,  f r o m  t h e  P u b l i c  H e a l t h  S e r v i c e .  

Xhen  t h e  C o m ~ n i s s i o n e r  c h a r g e d  u s ,  h e  s a i d  t h a t  w h i l e  t h e  

n e n b e r s  o f  t h e  g r o u p  w o u l d  b e  e x p e c t e d  t o  b e a r  t h e  m a j o r  

b u r d e n  o f  p r e p a r i n g  t h e  s t u d y ,  t h a t  i t  i n i g h t  b e  n e c e s s a r y  

f o r  u s  t o  c a l l  o n  o t h e r  b u r e a u s ,  o f f i c e s  o r  d i s t r i c t s  f o r  

a s s i s t a n c e .  An3 w ?  d i d  i n d e e d  c o n d u c t  i s t e r v i e w s ,  a s  I men

t i o n e d  e a r l i e r ,  w i t h  a b r o a d  c r o s s  s e c t i o n  o f  r e g r e s e n 

t a t i v e s  o f  t h e  a g e n c y .  A f t e r  we d i d  t h a t ,  :$e s t a r t e d  a e v e l -  

o 7 i n g  r e c o n i n e n d a t i o n s .  T n e  d y r l d i i i c s  o f  t b i  s p a r t i c i l l  a r  

$ r o \ J p  t u r n e d  i q t o  q u i t e  arl  i n t s r e s t i n g  e x e r c i s e .  I c a n  s a y  

i n t e r e s t i n g  noiv b e c a u s e  I l o o k  b a c k  a t  i t  f r o n  t4e p e r s p e c 

t i v e  o f  o v e r  1 3  y e a r s .  A t  t h e  t i m e ,  i t  was i n  som? r e 

s g e c t s ,  v e r y  u n p l e a s a n t  b e c a u s e  we h a d  some v e r y  s t r o n g  

o p i n i o n s ,  d i v e r s e n t  o p i n i o n s  o n  a n u m b e r  o f  t q i o g s .  I m u s t  

s a y  t h a t  t h e  m o s t  b i t t e r  c o n f l i c t s  o c c u r r e d  b e t w e e n  D r .  

A n g e l o t t i  a n d  me a n d  some o f  my o t h e r  c o l l e a g u e s  o n  t h e  

c o m m i t t e e .  D r .  A n s e l o t t i  h a d  a p e r s p e c t i v e  i r o n  , w o r k i n g  i n  

t h e  P u b l i c  H e a l t h  S e r v i c e  t h a t  was s i g n i f i c a n t l y  d i f f e r e n t  

t h a n  o u r s  a n d  h e  Mas a v e r y  f o r c e f u l  p e r s o n a l i t y .  T h e r e  

w e r e  t i m e s  w h e n  I v e r y  c h e e r f u l l y  w o u l d  o f  S e e n  h a p p y  t o  

h a v e  t h r o w n  h i m  o u t  t h e  w i n d o w  o f  t h e  5 t h  f l o o r  o f f i c e  i n  

w h i c h  we w e r e  w o r k i n g ,  e x c e p t  t h a t  t h a t  b u i l d i n y  h a d  f i x e d  

w i n d o w s  a n d  y o u  c o u l d n ' t  o p e n  t h e m .  
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Y o u n g :  C o u l d  y o u  g i v e  a p r e c i s e  e x a m p l e  f r o m  memory o f  t h e  

t h r u s t  o f  o n e  o f  t h e s e  s h a r p  d e b a  e s ?  

K i n s l o w :  No, I r e a l l y  c a n ' t  r e c a  1 a n y  s p e c i f i c s  a t  t h i s  

t i n e ,  b u t  I d o  r e c a l l  t h a t  we h a d  some f u n d a m e n t a l  d i f f e r 

e n c e s  o f  o p i n i o n  r e g a r d i n g  t h e  p h  l o s o p h y  o f  e n f o r c e m e n t .  

H O N  we s h o u l d  b e  g o i n g  a b o u t  o u r  u s i n e s s .  D r .  A n c e l o t t i ,  

a l t h o u g h  h e  h a d  b e e n  w i t h  t h e  a g e n c y  b u t  a f e d  w e e k s ,  h a d  

some v e r y  s t r o n g  v i e w s  a s  t o  how we s h o u l d  o p e r a t e  a n d  we 

s i n n l y  h a d  s t r o n g  d i f f e r e n c e s  o f  o p i ~ i o n .  

Y o u n g :  U e l l ,  t h e  r e p o r t  w a s  a  s t o n e  t h r o w n  n t o  t i l e  w a t e r .  

U h a t  k i n d s  o f  r i p p l e s  r e s u l t e d ?  

K i n s l o w :  We1 1, t h e r e  w e r e  some v e r y  l d r g ?  r p ~ l e s .  F o r  o n e  

t h i n g ,  C o n g r e s s m a n  P a u l  R o g e r s  h a d  sane h e a r  n 9 s  r e g a r d i n g  

t h e  r e p o r t ,  a n d  t h e  w h o l e  c o m m i t t e e  o r  s t u d y  g r o u p  was i n 

v i t e d  up .  We w e r e  a s k e d  a b o u t  v a r i o u s  r e c o m m e n d a t i o n s ,  

w h a t  l e d  u s  t o  v a r i o u s  c o n c l u s i o n ;  t h a t  we h a d  made a n d  t h e  

h e a r i n g s  r e c e i v e d  a  g r e a t  d e a l  o f  p u b l i c i t y .  As I m e n t i o n e d  

e a r l i e r ,  i t  was s e n t  t o  t h e  C o m m i s s i o n e r  i n  d r a f t  f o r m  a n d  

t h e n  i n  some f a s b i o n ,  a n d  I d o  n o t  k n o w  how, was l e a k e d  t o  

t h e  m e d i a .  As a r e s u l t  t h e  r e p o r t  w a s  n e v e r  p r o d u c e d  i n  

a n y t h i n g  e x c e p t  t h a t  d r a f t  f o r m  b e c a u s e  i t  g o t  i n t o  t h e  p u b -  

l i c  d o m a i n  b e f o r e  a n y t h i n g  f u r t h e r  c o u l d  b e  d o n e  w i t h  i t .  I 

s i n c e r e l y  d i d  n o t  r e c o g n i z e  t h i s  a t  t h e  t i m e  b l ~ t1 f e e l  

r a t h e r  s t r o n g l y  now t h a t  t h e r e  was  a  m a j o r  game p l a n  i n -  

v o l v e d  i n  t h e  c r e a t i o n  o f  t h i s  g r o u p  t o  l o o k  a t  FBA a n d  come 



0 

u o  w i t h  r e c o m m e n d a t i o n s  a b o u t  w h a t ' s  b e i n g  d o n e  r i g h t  a n d  

w h a t  s h o u l d  b e  r e v i s e d .  B e c a u s e  t h e  m e d i a  a t t e n t i o n  t o  o u r  

r e p o r t  i n  e f f e c t  s t o l e  t h e  t h u n d e r  f r o m  t h e  N a d e r ' s  R a i d e r s ,  

wno w e r e  g e t t i n g  r e a d y  t o  come o u t  w i t h  a r e p o r t  o n  t h e  F o o d  

a n d  D r u g  A d m i n i s t r a t i o n  t h a t  was  g o i n g  t o  b e  v e r y  n e g a t i v e .  

And  when  so inebody  d o e s  a n  i n t e r n a l  r e v i e n i  a n d  sa;is t h e s e  a r e  

t h e  t h i q g s  I h a v e  w r o n z  i n  my o p e r a t i o n  a n d  t r l i j i s  w h a t  I 

s h o l j l d  d o  a b o u t  ~ n o d i f y i r l g  t h e n ,  h e  i s  a l e s s  l i k ? l y  t a r g e t  

t~ b ?  b e a t  o v e r  t h e  ' l e a d  w i t h  d e f i c i e n c i e s  t h d a  s > ~ ? e b o d y  'who 

n a s n ' t  x a d e  t h e i r  o d n  p o r s o n a l  e v a l u a t i o n  o t  3 0 d i x .  As a 

s o n s e ? u e n c e ,  t h e  i l a l e r  r e p o r t  was  d e l j y e d  f o r  ani:? a l o n g  

t i m e ,  I ~ ~ i e s st o  l e t  some d a t e r  g o  u n d e r  t i l e  > ? i 3 3 e  b e f o r e  

t h e y  t o o k  t h e i r  s h o t  a t  t h e  i o o d  a q d  D r u , ~  A d m i l i s t r d t i o n .  

A n d  i n  t b e  p r o c e s s ,  t h e y  d e v e l o p e d  a c h a p t e r  01 t h e  " i n f a 

~mous  K i n s l o ~ i  R e p o r t "  a n 3  s a i d  some v e r y  n a s t y  t ' i i q g s  a b o u t  

t h e  r e p o r t  a n d  a b o u t  me p e r s o n a l l y .  I n  t h e  i n t e r e s t  o f  

h a v i n g  a c o q p l e t e  r ? c o r d  f o r  h i s t o r y ,  I wo! j l l l  l i k e  t~ n o t e  

t h a t  I was t h e  o n l y  l i v i n g  p e r s o n  m e n t i o n e d  t o  a n y  d e g r e e  

t h e  b o o k  t h a t  t h e y  p u b l i s h e d  o n  t h e  F o o d  a n d  Dru,? A d n i n i -  

s t r a t i o n ,  t h e  a 2 t h o r  o f  w h i c n  was  l i s t e d  t o  b e  James  T u r n e r ,  

who was  n o t  i n t e r v i e w e d  b y  N a d e r ' s  R a i d e r s .  T h e y  a t  l e a s t  

h a d  t h e  c o u r t e s y  o f  i n t e r v i e w i n g  e v e r y b o d y  e l s e  m e n t i o n e d  

p r o m i n a t e l y  i n  t h e  b o o k .  T h e y  g a v e  t h e m  a n  o p p o r t u n i t y  t o  

0 r e s p o n d  t o  v a r i o u s  t h i n g s  t h a t  t h e y  p r o p o s e d  t o  s a y .  B u t  

t h e y  n e v e r  i n t e r v i e w e d  me a n d  I c o n s i d e r  t h a t  a v e r y  u n p r o 

f e s s i o n a l  a s p e c t  t o  t h a t  d o c t i v e n t .  



Y o u n g :  I n  a g e n e r a l  w a y  how w o u l d  y o u  c o m a a r e  a n d  c o n t r a s t  
  

t h e  K i n s l o w  R e p o r t  a n d  t h e  N a d e r  R e p o r t  o n  t h e  a g e n c y .  
  

K i n s l o w :  By t h e  b l a d e r  r e p o r t  y o u  a r e  t a l k i n g  a b o u t  t n e  b o o k  
  

e n t i t l e d  T h e  C h e m i c a l  F e a s t ?  
  

Y o u n g :  Yes.  
  

K i n s l o w :  ! d e l l ,  t h e  r e p o r t  t h a t  my s t u d y  g r o u u  n a d e  h a d  a 
 

l o t  o f  r e c o t n v e n d a t i o n s  r e g a r d i n ?  s t r u c t u r e ,  i.drla.lernent, a n d  
  

p r o c e s s e s .  T h e  N d d e r  b l a s t  was,  i n  many r e s p e c t s ,  d i r e c t e d  
  

t o w a r d s  s p e c i f i c  a c t i o n s  t h d t  we h a d  t a k e n  o r  n d t  t a k e n  o n  
  

v a r i o u s  f o o d  p r o d u c t s  a n d  h a d  a l o t  o f  v e r j i a ? ?  c h a r g i n g  

p a l i t i c d l  i n f l g e n c e  b y  v a r i o u j  p e o o l e .  I t  was a t 3 t a l l y  

d i f f e r e n t  k i n d  o f  l o o k  a t  t h e  F o o d  a n d  D r u j  A a ; i i ? i s t r d t i o n  

t h a n  o g r s  was.  As I m e n t i o n e d  b e f o r e ,  my r e p o r t  & a s  t a k e n  

t o  t a s k ,  v ? r y  e x t e n s i v e l y ,  i n  a c h a p t e r  t h a t  I b e l i e v e  was  

e n t i t l e d  " T h e  K i n s l o w  R e p o r t  F r a u d . "  

Y o u n g :  You c h a r a c t e r i z e d  f o r  u s  o n  t h e  b a s i s  o f  y o u r  o b s e r 

v a t i o n ,  C o m m i s s i o n e r  L a r r i c k  a n d  C o : a v i s s i o n e r  G o d d a r d ,  w o u l d  

y o u  d o  t h e  same f o r  C o m m i s s i o n e r  L e y ?  

K i n s l o w :  Yes ,  I w o u l d  l i k e  t o  v e r y  m u c h  b e c a u s s  s i n c e  I r e -

p o r t e d  t o  h i m  a s  a D i s t r i c t  D i r e c t o r  a n d  s u b s e q u e n t l y  took. 

o n  t h e  s p e c i a l  a s s i g n m e n t ,  I h a d  a l o t  o f  p e r s o n a l  c o n t a c t  

w i t h  h i m .  I f o u n d  h i m  t o  b e  a v e r y  h o n e s t ,  d e c e n t  p e r s o n  t o  

w o r k  f o r .  I r e s p e c t  H e r b  L e y ;  h e  w a s  v e r y  d i f f e r e n t  t h a n  

e i t h e , r  G e o r g e  L a r r i c k  o r  J i m  G o d d a r d ,  b u t  I ' m  c o n v i n c e d  h e  

was  d e d i c a t e d  t o  t $ e  b e s t  i n t e r e s t s  o f  t h e  A m e r i c a n  p u b l i c .  



A n d  i n d e e d ,  I b e l i e v e  t h a t  h e  g o t  i n t o  s i g n i f i c a n t  t r o u b l e  

d u r i n g  h i s  l a s t  d a y s  i n  t h e  a g e n c y  d u r i n g  t h e  f a l l  o f  1 0 6 9 ,  

i n  c o n n e c t i o n  w i t h  r h e  b a n n i n g  o f  c y c l a m a t e s  b e c a u s e  h e  d i d  

w h a t  t h e  S e c r e t a r y  t o l d  h i m  t o  d o .  He was  a g o o d  s o l d i e r .  

He w o u l d  g e t  c a l l e d  o v e r  t o  t h e  D e p a r t m e n t  t o  p a r t i c i p a t e  i n  

m e e t i n g s  a s s o c i a t e d  w i t h  t h e  p r o p o s e d  b a n n i n g  o f  c y c l a m a t e s .  

l i e  w o u l d  b e  t o l d ,  "Do  n o t  d i s c u s s  t h i s  w i t h  a n y  o f  y o u r  

s t a f f  m e m b e r s  w h e n  y o u  r e t u r n  t o  t h e  F o o d  a n d  D r u g  A d a i n i -  

s t r a t i o n . "  A n d  b e i n g  a g o o d  s o l d i e r  h e  came b a c k  t o  t h e  

F o o d  a n d  D r o g  A d m i n i s t r a t i o n  a n d  d i d  n o t  d i s c u s s  i t .  1 s u s 

p e c t  t h a t  t h a t  p a r t i a l l y  was r e s p o n s i b l e  f o r  h i ;  d e m i s e  b e 

c a u s e  i t ' s  i m p o s s i b l e  f o r  t h e  C o m m i s s i o n e r  o f  F o o d  a n d  D r u g s  

t o  b e  a s  t e c h n i c a l l y  w e l l  a d v i s e d  a s  h e  s h o u l d  b e  o n  some

t h i n g  t h a t  c o m p l e x  w i t h o u t  g e t t i n g  c o u n s e l  f r o n  h i s  s u b o r d i 

n a t e s .  I d o n ' t  k n o w  f o r  a f a c t  t h a t  i t  o c c u r r e d .  I w a s  

b a c k  i n  B a l t i m o r e ,  h a p p i l y  b a c k  i n  B a l t i m o r e  a f t e r  s p r i n g ,  

summer a n d  e a r l y  f a l l  s p e n t  i n  W a s h i n g t o n .  And  s o  I o n l y  

k n o w  t h a t  f r o m  b e i n g  t o l d  t h a t  was  t h e  c a s e .  B u t  t h e  s o u r c e  

o f  my i n f o r i n a t i o n  i s  s u c h  t h a t  I b e l i e v e  i t  t o  b e  t r u e .  

Y o u n g :  I ' m  p u z z l e d  a s  t o  why  h e  w a s  s o  i n s t r u c t e d .  

K i n s l o w :  B e c a u s e  t h e  i s s u e s  t h a t  w e r e  b e i n g  d i s c u s s e d  a t  

t h e  D e p a r t m e n t a l  l e v e l  w e r e  s o  s e n s i t i v e  t h a t  S e c r e t a r y  

F i n c h  a n d  h i s  s u b o r d i n a t e s  d i d n ' t  w a n t  t h e n  t o  l e a k  o u t  

b e f o r e  t h e y  w e r e  made p u b 1  i c .  
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Y o u n g :  S e n s i t i v e  f o r  ...y o u  mean f o r  f i n a n c i a l  s e n s i t i v i t y  

o r  p o l i t i c a l ?  

K i n s l  ow:  P r o b a b l y  b o t h .  B e c a u s e  t h e  d e c i s i o n  u n d e r  c o n 

s i d e r a t i o n  was t o  b a n  a v e r y  p o p u l a r  n o n - n u t r i t i v e  s w e e t e n e r  

u s s d  i n  l i t e r a l l y  h u n d r e d s  o f  d i f f e r e n t  p r o d u c t s .  So i t  was 

a v e r y  t o u c h y  s i t u a t i o n  a s  i t  was  d e v e l o p i n g .  I b e l i e v e  

t h e y  w e r e  t r y i n g  t o  k e e p  i t  v e r y  c l o s e  t o  t h e i r  v e s t ,  u n t i l  

t h e  f i n a l  d e c i s i o n  was ~ n a d e  a n d  t h e n  i t  w o u l d  b e  a n n o u n c e d  

a n d  e v e r y b o d y  w o u l d  b e  i n  t h e  same b o a t  a t  t i l e  same t i m e .  

Y o u n g :  I t  u a s  a FDA d e c i s i o n  t h a t  t ? ?HE;) p e c 7 l e  w e r e  

c o n i n g  t o  a g r e e  t o ,  i s  t h a t . . .  

i : i n s l  ow: T h a t ' s  a n  i n t e r e s t i n g  q u e s t i o n  H a r v e y .  I t  was a n  

F 3 A  i s s u e  t h a t  I b e l i e v e  was d e c i d e d  a t  t h e  D e a a r t m e n t  l e v 

e l .  I ' m  i n g  y o u  my p e r s o n a ls i a p l y  g i v  p e r s p e c t i v e .  One 

a o t h e r  t h i n g  t h a t  I w o u l d  l i k e  t o  s a y  a b o u t  D r .  L e y  i s  t h a t  

h e  h a p p e n e d  t o  b e  t h o  C o m m i s s i o n e r  o f  t h e  a g e n c y  t h r o u g h  

e s s e n t i a l l y  t h e  e n t i r e  p e r i o d  t h a t  FDA was  i n  CPEHS a n d  

a w h i l e  h e  was  n o t  a l o n g  t i m e  F D A ' e r ,  I k n o w  t h a t  h e  w o r k e d  

v i g o r o u s l y  t o  g e t  t h e  a g e n c y  o u t  o f  CPEtiS b e c a u s e  h e  s p o k e  

t o  u s  v e r y  o p e n l y  a b o u t  t h i s  d u r i n g  t h e  m e e t i n g s  h e  h a d  w i t h  

a t h e  D i s t r i c t  D i r e c t o r s  f r o m  a c r o s s  t h e  c o u n t r y .  

L o f s v o l d :  And  t h e n  s o o n  a f t e r  t h e  c y c l a m a t e  a f f a i r  we h a d  a 

c h a n g e  i n  C o m m i s s i o n e r s  i n  a r a t h e r  s w e e p i n g  r e o r g a n i z a t i o n .  

a Can y o u  t e l l  u s  s o m e t h i n g  a b o u t  y o u r  r o l e  i n  t h a t ?  



K i n s l o w :  F o r  t h e  s e c o n d  y e a r  i n  a r o w  some r a t n e r  i n t e r 

e s t i n g  d e v e l o p m e n t s  o c c u r r e d  a t  t h e  F o o d  a n d  D r u g  L a w  I n s t i 

t u t e  m e e t i n g  i n  D e c e m b e r  1 9 6 9 .  I ' v e  p r e v i o u s l y  d e s c r i b e d  

t h e  s p e e c h  t h a t  i i i n t o n  R a n k i n  made a t  t h a t  m e e t i n g  i n  

D e c e m b e r  1 9 6 3 .  I n  D e c e m b e r  1 9 6 9  I d i d  a t t e n d  t h e  m e e t i n g  

b e c a u s e  rre h a d  h e a r d  t h a t  9 e p u t y  U n d e r s e c r e t a r y  : , ia lek was 

g o i n g  t o  b e  o n  t h e  p r o g r a m  a n d  t a l k  a b o u t  h i s  r e v i e a  o f  t h e  

F o o d  a n d  D r u g  A d m i n i s t r a t i o n .  d e  a n t i c i p a t e d  t h a t  t h e r e  

m i g h t  b e  a n  e a r l y  c h a n g e  i n  C s m i n i s s i o n e r s .  T h e r 2  was 3 l o t  

o f  e l e c t r i c i t y  i n  t h e  a i r  a n d  I d e c i d e d  t h a t  I u o u l d  g o  t o  

t h i s  m n . ' t i ~ o  a n d  s e e  w 9 a t  I c c u l  f i n d  o u t .  Th?  i n t e r e s t i n g  

p e r s o n a l  d e v e l o p n e n t  was  t h a t  a u r i n p  t h e  l u n c h  h o u r  I was  

a d v i s e d  t h a t  t h e  c o m m i s s i o n e r  h a d  c a l l e d  a s k i n g  f o r  m e  t o  

g e t  i n  t o u c h  w i t h  h i m .  So I c a l l e d  D r .  L e y  a n d  h e  a s k e d  i f  

i t  w o u l d  b e  c o n v s n i e n t  f o r  me t o  come t o  h i s  o f f i c e  t h a t  

a f t 2 r n o o n .  I t o l d  h i m  " c e r t a i n l y  I w o u l d " .  The  F O L I  m e e t 

i n g  was b e i n g  h e l d  a t  t h e  M a r r i o t t  T w i n  B r i d g e s  h o t e l  s o  I 

was o n l y  a few b l o c k s  f r o m  C r y s t a l  P l a z a .  I w e n t  down t o  t h e  

C o m m i s s i o n e r ' s  o f f i c e  a t  t h e  a p p o i n t e d  t i m e ,  w h i c h  was 

a p p r o x i m a t e l y  m i d - a f t e r n o o n .  He t o 1  d  me t h a t  a n e ~Commis 

s i o n e r  was  g o i n g  t o  b e  t a k i n g  o v e r  t h e  F o o d  a n d  D r u g  A d m i n i -  

s t r a t i o n  a l m o s t  i m m e d i a t e l y  a n d  t h a t  t h i s  new C o m m i s s i o n e r ,  

D r .  C h a r l e s  E d w a r d s ,  h a d  a s k e d  t h a t  I come i n  t o  m e e t  h i m .  

I s a i d  t h a t  I w o u l d  b e  v e r y  p l e a s e d  t o  d o  t h a t .  I c a n ' t  

r e m e m b e r  w h e t h e r  I m e t  D r .  E d w a r d s  t h a t  a f t e r n o o n  o r  t h e  
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f o l l o w i n g  d a y  b u t  a t  o n e  o f  t h o s e  t w o  t i m e s  I d i d  m e e t  h i m  

a n d  h e  a s k e d  me i f  I w o u l d  b e  w i l l i n g  t o  s e r v e  o n  a  s p e c i a l  

rn a s s i g n m e n t  i n  c o n n e c t i o n  w i t h  h i s  t a k i n g  o v e r  t h e  a g e n c y  a s  

C o m m i s s i o n e r .  I was  v e r y  s u p r i s e d  b y  t h i s ,  a n d  f r a n k l y  a t  

t h a t  p o i n t  d i d n ' t  u n d e r s t a n d  why I was  b e i n g  g i v e n  t h i s  

D o p p o r t u n i t y ,  b u t  i a g r e e d  t h a t  I w o u l d  d o  s o .  F o r t u n a t e l y ,  

I l i v e d  a t  t h a t  t i v e  a t  L a u r e l ,  M a r y l a n d ,  w h i c h  i s  a o ~ r o x i 

m a t e l y  h a l f  way b e t d e e n  W a s h i n g t o n  a n d  B a l t i m o r e .  So i n 

8 s t e a d  o f  g e t t i n g  u p  i n  t h e  n o r n i n g  a n d  h e a d i n ?  my a u t o m o b i l e  

n o r t h  t o w a r d s  Y a l t i n o r e  i c o u l d  g e t  u p  a n d  h e a d  i t  s c : ! t h  

t o w a r d  C r y s t a  1  P l a z a  a n d  i t  was v e r y  c o n v e n i ? n t .  

h e  k n e w  w h e r z  y o u  l i v e d .  

K i n s l o w :  140,  n o  I d o n ' t  t h i n k  s o .  He k n e w  w h e r e  I w o r k e d ,  

h e  k n e w  I was t h e  D i r e c t o r  o f  B a l t i m o r e  D i s r r i c t .  B u t  a t  

t h a t  p o i n t  I ' m  s u r e  h e  k n e w  a b s o l u t e l y  n o t h i n g  a 3 o u t  w h e r e  I 

l i v e d .  As a m a t t e r  o f  f a c t ,  I f o u n d  h ?  r e a l l y  k n s d  v e r y  

l i t t l e  a b o u t  me a t  a 1 1  e x c e p t  t h a t  I w a s  a s s o c i a t ? d  w i t h  t h e  

i n f a m o u s  K i n s l o w  R e p o r t .  He h a d  b e e n  s e r v i n g  a s  some s o r t  

O F  c o n s u l t a n t  o r  a d v i s o r  i n  t h e  o f f i c e  o f  t i l e  A s s i s t a n t  

S e c r e t a r y  f o r  H e a l t h  f o r  some w e e k s  p r i o r  t o  t h a t  a n d  I 

a s s u m e  t h a t  h e  saw o r  h e a r d  a b o u t  t h e  r e p o r t  d u r i n g  t h a t  

p e r i o d .  H i t h  t h a t  i n t r o d u c t i o n  a n d  o p p o r t u n i t y  o f f e r e d  t o  

me b y  t h e  new C o m m i s s i o n e r ,  t h e r e  b e g a n  o n e  o f  t h e  m o s t  

f a s c i n a t i n g ,  e x h i l a r a t i n g  a n d  d e b i l i t a t i n g  p e r i o d s  i n  my 

l i f e  b e c a u s e  t h e  new C o m m i s s i o n e r  was  s t i l l  l i v i n g  i n  t h e  



C h i c a g o  a r e a .  I s t a r t e d  s e r v i n g  a s  h i s  S p e c i a l  A s s i s t a n t  

d u r i n g  t h e  l a s t  week o r  s o  o f  D e c e m b e r  1 9 6 9 .  He was  s p e n d 

i n g  a l o t  o f  t i m e  b a c k  i n  C h i c a g o  t r y i n g  t o  w i o d  u p  h i s  

a f f a i r s  t h e r e  a n d  s o  we t a l k e d  a l o t  o n  t h e  t e l e p h o n e ,  

n i g h t s ,  o n  w e e k - e n d s  a n d  d u r i n g  w o r k  d a y s  when  h e  was o u t  

t h e r e .  D u r i n g  t h i s  p e r i o d ,  D r .  E d w a r d s  was l e a r n i n g  a b o u t  

t h e  many r e s p o n s i b i l i t i e s  o f  t h e  F o o d  a n d  D r u g  , A d m i n i s t r a -  

t i o n  a n d  h e  was  c o n s t a n t l y  r e c e i v i n g  b r i e f i n g s  o n  t h e  m u l -  

t i p 1  i c i t y  o f  p r o g r a m s  i n  t h e  a g e n c y .  I t  c a n  b e  a l m o s t  o v e r 

v h e l m i n g  f o r  a n  o u t s i d e r  who h a s  n e v e r  h a d  d a y  t ?  d a y  c o n 

t a c t  w i t h  t h e  a g e n c y  t o  come i n  a n d  l e a r n  ab08i: t h e  b r e a d t h  

o f  o u r  r e s p o n s i b i l i t i e s .  D r .  E d w a r d s  was  somet:vf is t  o v e r 

w h e l q e d  b y  t h e  e n o r m o u s  a m o u n t  o f  r e s p o n s i b i l i t y  h e  was 

l e a r n i n g  was v e s t e d  i n  h i s  o f f i c e  a n d  i n  h i s  p e r s o n  a s  

C o m m i s s i o n e r  o f  F o o d  a n d  D r u g s .  A n d  I w e l l  r e c a l l  a w e e k e n d  

c o n v e r s a t i o n  I h a d  w i t h  h i m  w h e n  h e  was  i n  C h i c a q o .  bie w a s  

r e l a t i n g  t o  me a n e w s p a p e r  s t o r y  h e  h a d  s e e n  t h a t  d a y  i n  

w h i c h  h e  s a i d  t h e r e  was  some o t h e r  p o o r  b u r e a u c r a t  i n  a l o t  

o f  t r o u b l e  b e c a u s e  o f  human w a s t e  o n  t h e  r a i l r o a d  t r a c k s .  

I t  was  my u n p l e a s a n t  d u t y  t o  a d v i s e  D r .  E d w a r d s  t h a t  -h e  w a s  

t h e  u n f o r t u n a t e  b u r e a u c r a t  b e c a u s e  t h a t  p r o g r a m  a l s o  f e l l  

u n d e r  t h e  j u r i s d i c t i o n  o f  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n .  

H o w e v e r ,  n o t w i t h s t a n d i n g  t h e  s i g n i f i c a n t  a m o u n t  o f  i n f o r m a 

t i o n  t o  b e  a b s o r b e d  r a p i d l y ,  D r .  E d w a r d s  m o v e d  v e r y  q u i c k l y  

t o  i ~ a p l e m e n t  a  v e r y  s i g n i f i c a n t  r e o r g a n i z a t i o n  o f  t h e  



F o o d  a n d  D r u g  A d m i n i s t r a t i o n .  Some o f  t h e  b a s i c  e l e m e n t s  o f  

t h a t  r e o r g a n i z a t i o n  w e r e  r e c o m m e n d e d  i n  t h e  s o - c a l l e d  K i n -

s l o w  R e p o r t .  

Y o u n g :  I s  t h a t  t h e  b a s i c  r e a s o n  t h a t  h e  h a d  c a l l e d  y o u  i n  

f o r  t h i s  s p e c i a l  a s s i g n m e n t ?  

K i n s l o w :  I f  y o u r  a s k i n g  n e  d i d  h e  c a l l  me i n  s o  I c o u l d  b e  

i n v o l v e d  in t h i s  r e o r g a n i z a t i o n ,  I d o n ' t  t h i n k  sa .  

Y o u n g :  I s e e .  

K i n s l o w :  I d o n ' t  r e a l l y  t h i n k  s o .  I t  was  j u s t  a c i r c u m 

s t a n c e  whe r e  c o n i n g  i n  a s  a p e r s o n  who h a d  n o  r e a l  i n v o l v e 

m e n t  w i  t i  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n ,  I t h i n k  h e  

w a n t e d  t o  h a v e  s o m e b o d y  t h e r e  t h a t  h e  c o u l d  c o n s u l t  o u t s i d e  

h i s  i m m e d i a t e  o f f i c e  s t a f f .  T h e  K i n s l o w  R e p o r t  was s e e n  b y  

many p e o p l e  a s  t h e  p r o d u c t  o f  m a v e r i c k s  w i t h i n  t h e  a g e n c y  

a n d  t h e r e f o r e  I t h i n k  h e  w a n t e d  t o  h a v e  some o p p o r t u n i t y  t o  

t a p  t h i s  m a v e r i c k  a t t i t u d e  a s  o p p o s e d  t o  t h e  o l d  l i n e  F o o d  

a n d  D r u g g e r s ,  i f  y o u  w i l l .  W h a t  h e  d i d n ' t  r e c o g n i z e  was h e  

was  t a p p i n g  s o m e b o d y  who was a s  o l d  l i n e  i n  much o f  h i s  

t h i n k i n g  a s  a n y b o d y  e l s e  h e  c o u l d  h a v e  b r o u g h t  i n ,  a l t h o u g h  

t h a t  d i d n ' t  s e e n  t o  i m p a c t  n e g a t i v e l y  o n  o u r  r e l a t i o n s h i p .  

One o f  t h e  t h i n g s  t h a t  d i d  i m p a c t  m o s t  n e g a t i v e l y  o n  me was 

t h a t  b e i n g  a  s u r g e o n  h e  was  a v e r y  e a r l y  r i s e r  a n d  h e  w a n t e d  

t o  s t a r t  t h e  b u s i n e s s  d a y  a t  t h e  u n g o d l y  h o u r  o f  7 : 0 0  a.m. 

I was n o t  a c c u s t o m e d  t o  b e i n g  u p  a n d  a b o u t  a n d  d o i n g  b u s i -  

n e s s  a t  7 : 0 0  a.m. T h i s  r e p r e s e n t e d  s o m e t h i n g  o f  a w r e n c h  o n  
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my p e r s o n a l  l i f e ,  b u t  i n  t h e  p r o c e s s  I d i d  my b e s t  t o  a c 

c o m m o d a t e  t h a t  a n d  a t  t h e  same t i m e  e x p l a i n e d  t o  h i m  h e  


c o u l d  n o t  e x p e c t  a s s e m b l e  r o o m s  f u l l  o f  g o v e r n m e n t  b u r e a u 

c r a t s  a t  7 : 0 0  o ' c l o c k  i n  t h e  m o r n i n g ,  i t  j u s t  w a s n ' t  d o n e .  


Y o u n g :  W h i l e  y o u  w e r e  t h e r e  a t  t h a t  h i g h  l e v e l ,  t h e r e  w e r e  


a l o t  o f  new p e o p l e  w h o  c a n e  i n t o  t h e  a g e n c y  u n d ? r  t h e  r e 

o r g a n i z a t i o n .  C o u l d  y o u  d e f i n e  t h e  r e o r g a n i z a i i q n  f i r s t  o f  


a1 1 ? 


K i n s l o v :  Yes ,  i t  e s s e n t i a l l y  c h a n g e d  t h e  F o o d  a n d  D r u g  


A d n i n i s t r a t i o n  f r o : a  a n  o r g a n i z z t i o n  b u i l t  a l o n j  f d n c t i o n a l  


l i n e s  o f  s c i r n c s ,  m e d i c i n e ,  e n f o r c e m e l t ,  a n d  v o l d n t a r y  com 

p l i a n c e  t o  o n e  t h a t  was o r g a n i z e d  a l o n g  p r o d u c ~  l i n e s .  A n d  


e a c h  o f  t h e  p r o d u c t - o r i e n t e d  b u r e a u s  Lqas i n  a f r e e  


s t a n d i n g .  E a c h  h a d  i t s  own c o m p l i a n c e  a c t i v i t y ,  i t s  own 


v o l u n t a r y  c o m p l i a n c e  a c t i v i t y ,  i t s  own s c i e n c e  a c t i v i t y ,  


e t c .  So i t  was a  v e r y  f u n d a m e n t a l  c h a n g e  i n  t h e  o r g a n i z a 

t i o n a l  s t r u c t u r e  o f  t h e  h e a d q u a r t e r s  o f  F o o d  a n d  2 r u g  A d m i n -  


i s t r a t i o n .  I t  c h a n g e d  h a r d l y  a t  a l l  t h e  way  t h e  f i e l d  o f f -  


i c e s  w e r e  o r g a n i z e d .  


Y o u n g :  What  was t h e  r a t i o n a l e  f o r  t h i s  c h a n g e  a n d  w h o s e  


b a s i c  i d e a  was i t ?  


K i n s l o w :  W e l l ,  I m u s t  a d m i t  t h a t  some o f  t h e  b a s i c  i d e a s  


came o u t  o f  t h e  t a s k  g r o u p  t h a t  I h e a d e d  a n d  i t  was b e c a u s e  


o f  t h e  c h a n g e s  i n  t h e  i n d u s t r y ,  t h e  i n c r e a s e d  s o p h i s t i c a t i o n  


o f  t h e  i n d u s t r y ,  t h e  d i v e r g e n c e  o f  t e c h n i c a l  p r o c e s s e s  a s 

s o c i a t e d  w i t h  f o o d  p r o d u c t i o n  v e r s u s  d r u g  p r o d u c t i o n ,  f o r  

0 



e x a m p l e ,  v e r s u s  m e d i c a l  d e v i c e s ,  v e r s u s  v e t e r i n a r y  d r u g s .  

I t  s e e m e d  t h a t  t h e r e  c o u l d  b e  g r e a t e r  f o c u s  b r o u g h t  t o  

d e v e l o p i n g  o u r  own s c i e n t i f i c  e x p e r t i s e ,  o u r  own t e c h n i c a l  

c o m p e t e n c e  i f  we w e r e  o r g a n i z e d  a r o u n d  p r o d u c t  l i n e s .  W i t h  

t h i s  m o d i f i e d  o r g a n i z a t i o n a l  s t r u c t u r e ,  D r .  Ed lwards  h a d  t o  

b r i n g  i n  new b u r e a u  c h i e f s .  B e c a u s e  t h e r e  was a n  e l i n i n a 

t i o n  o f  o t h e r  h i g h - l e v e l  o f f i c i a l s  a t  t h e  t i n e  D r .  L e y  l e f t ,  

D r .  E d w a r d s  h a d  o t h e r  h i g h - l e v e l  p o s i t i o n s  i n  h i s  o f f i c e  t o  

f i l l ;  t h e  D e p u t y  C o m m i s s i o n e r  s l o t ,  a n d  t h e  A s s t ~ c i a t e  Com- 

n i s s i o n e r  f o r  C o m p l i a n c e .  And s o  o v e r  a p e r i o d  ~f ~ ~ ~ o n t h s ,  

t i e r ?  w e r e  n a n y  new f a c e s  p r i n c i p a l l y  a t  t i l e  9 e p u t y  Com

m i s s i o n e r ' s  l e v e l  a n d  t h e  E u r e a u  D i r e c t o r ' s  l e v e l  a r e  c o i n i n g  

i n t o  t h e  o r g a n i z a t i o n .  

Y o u n g :  Why i s  t h a t ?  Was a h i g h  p r o p o r t i o n  f r o m  w i t h i n  t h e  

a g e n c y  b r o u g h t  i n  f r o m  t h e  f i e l d  o r  was t h e r e  a  h i g h  p r o p o r 

t i o n  o f  c o m p l e t e l y  new f a c e s ?  

K i n s l o w :  A h i g h  p r o p o r t i o n  o f  c o m p l e t e l y  new f a c e s .  

Y o u n g :  # h o  d i d n ' t  h a v e  k n o w l e d g e  f r o m  e x p e r i e n c e  a s  a 

t r a d i t i o n  t o . .  . 
K i n s l o w :  T h a t  i s  c o r r e c t .  

Y o u n g :  So w h e n  p o l i c y  i s s u e s  w e r e  d i s c u s s e d  b y  t h i s  g r o u p ,  

a g o o d  d e a l  o f  r e l i a n c e  was p l a c e d  u p o n  t h e  o l d  h a n d s  n e c e s 

s a r i l y ,  a t  l e a s t  t o  make  c e r t a i n  s u g g e s t i o n s ?  

% i n s l o * :  W e l l ,  t h a t  was t h e  c a s e  i n i t i a l l y .  H o w e v e r ,  a s  

t i m e  p a s s e d ,  t h e  C o m m i s s i o n e r  b e c a m e  m o r e  c o m f o r t a b l e  w i t h  



h i s  new t e a m  a n d  t h e r e  was  l e s s  a n d  l e s s  r e l i a n c e  p l a c e d  o n ,  

a s  y o u  c h a r a c t e r i z e d  t h e m ,  " t h e  o l d  h a n d s . "  

B Y o u n g :  B e s i d e s  y o u r s e l f ,  who w e r e  t h e  c h i e f  o l d  h a n d s ?  

K i n s l o w :  The  c h i e f  o l d  h a n d s  w e r e  e s s e n t i a l l y  a l l  i n  t h e  

C o m m i s s i o n e r ' s  o f f i c e .  I n  a d d i t i o n  t o  m y s e l f ,  t h e r e  was 

@ i4 ick.y R o u r e  a s  t h e  A s s i s t a n t  C o m m i s s i o n e r  f o r  A d m i n i s t r a 

t i o n ,  t h e r e  was P a u l  i i i l e  who w a s  t h e  A s s i s t a n t  C o m ! n i s s i o n e r  

f o r  F i e l d  C o o r d i n a t i o n ,  a n d  t h e r e  was S a n  F i n e  who was t h e  

, A s s o c i a t e  C o m m i s s i o n e r  f o r  C o m p l i a n c e ,  a n d  o f  c o u r s e  t h e r e  

was  6 i l l y  G o o d r i c h  who w a s  t h e  G e n e r a l  C o u n s e l .  Ur, t h e  

o t h e r  s i d e  we h a d  t o e  new D e p u t y  C o r n i n i s s i g n e r  w h , ~d a s  J i m  

G r a n t ,  a n d  t h e  D i r e c t o r  o f  t h e  a u r e a u  o f  F o o d s  u h c  w a s  

V i r g i l  N o d i c k a ,  we h a d  H e n r y  S immons  who was  t h e  D i r e c t o r  o f  

t n e  a u r e a u  o f  D r u g s ,  we h a d  i i l a l c o l r n  J e n s e n  a s  D i r e c t o r  o f  

t h e  S u r e a u  o f  P r o d u c t  S a f e t y ,  a n d  a new A s s i s t a n t  C o m n i s 

s i o n e r  f o r  P l a n n i n g  a n d  E v a l u a t i o n ,  w h o  was  S h e r w i n  G a r d n e r .  

Y o u n g :  ! . i i t h  t h e  9 r e a t  many ne,d p e o p l e ,  a n d  j u s t  t h e  r e l a 

8 t i v e l y  s m a l l  n u m b e r  o f  o d t i m e r s ,  i f  we may c a l l  t h e m  t h a t ,  

w a s  t h e r e  a n y  s o r t  o f  p o  i c y  s p l i t  t h a t  m i g h t  b e  d e t e c t e d ?  

K i n s l o w :  Yes,  t h e r e  was  o n e  t h a t  was  v e r y  e v i d e n t  t o  me. I 

B 
i n c r e a s i n g l y  f o u n d  m y s e l  i n  m e e t i n g s  w h e r e  I w o u l d  b e  a l o n g  

s i d e  N r .  G o o d r i c h  o n  o n e  s i d e  o f  a n  i s s u e  a n d  e s s e n t i a l l y  

e v e r y b o d y  e l s e  a t  t h e  t a b l e  w o u l d  b e  o n  t h e  o t h e r  s i d e .  Now 

D 
I ' m  t a l k i n g  a b o u t  d e a l i n g s  w i t h ,  p r i n c i p a l l y  w i t h  b u r e a u s ,  

b e c a u s e  q u i t e  o f t e n  w h e n  we w e r e  d i s c u s s i n g  i s s u e s  t h a t  



r e l a t e d  t o  c o l n p l i a n c e  o r  f i e l d  a c t i v i t i e s ,  why 1 w o u l d  h a v e  

a l l i e s  i n  Sam F i n e  o r  P a u l  H i l e  o r  w i t h  i f l i c k e y  i l o u r e  o n  

A d m i n i s t r a t i v e  m a t t e r s .  B u t  when  we w e r e  t a l k i n g  b u r e a u  

p r o g r a m s  o r  i s s u e s ,  v e r y  o f t e n  t h e y  w e r e  n o t  i n v o l v e d .  As I 

s a i d ,  m o r e  a n d  m o r e ,  I saw B i l l  G o o d r i c h  a n d  me o n  o n e  s i d e  

a n d  t h e  o t h e r  f o l k s  o n  t h e  o t h e r  s i d e .  T h i s  s u q g e s t e d  t o  me 

t h a t  maybe  t h e  r e l e v a n c e  o f  t h e  p o s i t i o n  I was  h o l d i n g  was  

d i m i n i s h i n g .  I d e c i d e d  t h a t  p e r h a p s  my u s e f g l n e s s  t o  D r .  

E d w a r d s  i n  U a s h i n g t o n  was  b e c o m i n g  l e s s  i q p o r t a n t  a n d  p e r 

h a p s  i t  w o u l d  b e  b e t t e r  i f  I g o t  b a c k  t o  t h e  f i e l d  f r o m  

w h i c h  I h a d  c o q e  i n t s  t h a t  j o b  a n d  , w h i c h  I e n j , 3 y e d  v o r v  

much.  So a b o u t  F e b r u a r y  o f  1 9 7 1  I s u g g e s t e d  t .2 h i 1 2  t n a t  I 

w o u l d  l i k e  t o  g o  b a c k  t o  t h e  f i e l d .  A t  t h a t  p o i n t  h ?  a s 

s u r e d  me t h a t  h e  w a n t e d  t h e  r o l e  o f  my o f f i c e  t o  c o n t i n u e  

a n d  t o l d  me h e  d i d  n o t  w a n t  me t o  g o  b a c k  t o  t ' l e  f i e l d  s o  I 

d r o p p e j  t h e  s u b j e c t  f o r  t h e  t i n e  b e i n g .  H o d e v e r , a Few 

!mon ths  l a t e r  i n  : l a y  1 9 7 1  when  I l e a r n e d  t i l a t  3 i l  1  G o o d r i c h  

was r e t i r i n g ,  I w e n t  b a c k  t o  D r .  E d w a r d s  a n d  a g a  i n  t o l d  h i m  

t h a t  I t h o u g h t  i t  was i n  my b e s t  i n t e r e s t  a n d  t h e  a g e n c y ' s  

b e s t  i n t e r e s t  f o r  me t o  g o  b a c k  a s  a f i e l d  l n a n a g e r  a n d  a t  

t h a t  p o i n t  h e  a g r e e d  t o  s e n d  me b a c k  t o  t h e  f i e l d .  

L o f s v o l d :  I s  t h a t  when  y o u  came t o  A t l a n t a ?  

K i n s l o w :  F o u r  m o n t h s  l a t e r  I c a n e  t o  A t l a n t a ,  y e s .  

Y o u n g :  I ' d  l i k e  t o  h a v e  y o u  c h a r a c t e r i z e  D r .  E d w a r d s  a s  

C o m m i s s i o n e r ,  h i s  m a n a g e m e n t  s t y l e ,  a n y t h i n g  i n  t h e  way o f  

s i g n i f i c a n t  i n n o v a t i o n s  b e s i d e s  t h e  r e o r g a n i z a t i o n ,  w i t h  
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r e s p e c t  s a y  t o  p o l i c y .  How h e  c o m p a r e s  w i t h  t h e  o t h e r  

C o m m i s s i o n e r s ,  w i t h  whom y o u  w o r k e d .  

Y i n s l o w :  i was s o  c l o s e l y  a s s o c i a t e d  w i t h  h i m  t h a t  i t ' s  

s o m e w h a t  m o r e  d i f f i c u l t  f o r  me t o  c h a r a c t e r i z ?  h i m .  He h a d  

a n u c h  d i f f e r e n t  m a n a g e m e n t  s t y l e ,  i n  t h a t  h e  b e l i e v e d  i n  

p u l l  i n g  t o g e t h e r  h i s  m a n a g e m e n t  t e a m ,  I ' m  s p e c i  f i c z l  l y  t a l k 

i n g  a b o u t  t h e  b u r e a u  d i r s c t o r s ,  a n d  l e t t i n g  t n e ! ?  r u n  t h e i r  

own o p e r a t i o n s .  I v e r y  o f t e n  w a n t e d  h i 3  t o  interject h i m 

s e l f  n o r ?  i n  t h e  a c t i v i t i e s  o f  some o f  t h e  b u r e a u s  w h e r e  I 

p e r c e i v e d  t h e r e w e r e  p r o b l e m s .  He r e a l l y  d i d  n 3 t  l i k e  t o  d o  

t i 3 t  b u t  was r i l l i n g  t o  d o  s o  w i t h  a d e - ? u a t ?  c a ~ ~ s ? .  3 a t  h e  

b e l i e v e d  i n  l e t t i n g  t h e s e  h i g h  l e v e l  m a n a g e r s  d ?  w h a t  t h e y  

w e ? ?  g e t t i n g  p a i d  f o r .  I c a q ' t  q u a r r e l  w i t h  t + d :  a p p r o a c h  

t o  n a n a g e z e n t ,  	 b u t  f r o g  t i m e  t o  t i m e ,  t h e r e  w e r e  some o f 

t h e m  t h a t  I t h o u g h t  n e e d e d  t o  b e  k n u c k l e d !  He was v e r y  

c a p a b l e  o f  k n u c k l i n g  s o m e b o d y  b u t  h e  d i d n ' t  r e l i s h  t h e  i d e a  

o f  d o i r l g  i t .  	 So I s o m e t i m e s  f e l t  l i k e  I h a d  t o  :nake a 

n u i s a n c e  o u t  o f  m y s e l f  w i t h  r e g a r d  t o  some i s s u e  t o  a c h i e v e  

t h i s  k i n d  o f  h i g h  l e v e l  i n t e r v e n t i o n  i n  some o f  t h e  b u r e a u  

a c t i v i t i e s .  I m i g h t  a d d  t h a t  b e c a u s e  o f  t h e  n a t u r e  o f  my 

r e s p o n s i b i l i t y  a s  A s s i s t a n t  C o m m i s s i o n e r  f o r  P r o g r a m  C o o r d i -  

n a t i o n ,  I was w i d e l y  d i s l i k e d  b y  t h e  b u r e a u  d i r e c t o r s  b e -  

c a u s e  I c o n s t a n t l y  w a s  g e t t i n g  i n t o  t h e i r  b u r e a u ' s  a f f a i r s  

a n d  t h e y  d i d n ' t  c a r e  f o r  t h a t .  O f  c o u r s e  i t  was my r e s p o n 

s i b i l i t y  t o  l o o k  i n t o  t h i q g s  t h a t  n e e d e d  m o r e  a t t e n t i o n ,  b u t  

I w a s n ' t  t h e  m o s t  p o p u l a r  g u y  i n  t h e  o r g a n i z a t i o n .  
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Y o u n g :  P o l  i c y ,  n a t u r e  o f  r e l a t i o n s h i p  w i t h  t h e  r e g u l a t e d  

i n t e r e s t s ?  

B	 K i n s l o w :  I h a d  a v e r y  b r o a d  m a n d a t e .  I t  c o u l d  d e a l  w i t h  

p o l  i c y ,  i t  c o u l d  d e a l  w i t h  p r o g r a m s ,  i t  c o u l d  d e a l  w i t h  

p e r s o n n e l .  I w a s  i n  e f f e c t  t h e  C o m m i s s i o n e r ' s  t r o u b l e 

@	 s h o o t e r ,  a n d  s o  my a r e a  o f  r e s p o n s i b i l i t y  c r o s s e d  a l l  o f  

t h o s e  b o u n d a r i e s  a n d  y o u  c a n  i m a g i n e  t h a t  w i t h  t h a t  k i n d  o f  

m a n d a t e  a n d  a s t a f f  t o  l o o k  i n t o  v a r i o u s  i s s u e s ,  f r o : s  t i m e  

@	 t o  t i n e  I o q d e d  u p  a t  c r o s s  p u r p o s e s  w i t h  b u r e d u  d i r e c t o r s .  

Y o u n g :  i iow a b o u t  D r .  E d w a r d s ,  how a b o u t  h i s  G e n e r a l  p o i n t  

~ ; f v i e w  i n  t h e  p a r t i c u l a r  a d m i n i s t r a t i o n  i n  w h i z ! ]  h e  was  

D	 s s r v i n g .  klow d i d  h e  d e f i n e  t h e  a g e n c y ' s  r e l a t i o n s h i p  w i t h  

r e g u l a t e d  i n d u s t r i e s ?  Some d i f f e r e n t  f r o 3  G o d d a r d ' s ,  s a y ?  

C i n s l o w :  T h e r e ' s  o n e  t h i n g  t h a t  we h a v e  t o  r e c o g n i z e  a n d  

b	 t h a t  i s  w h i l e  J i m  G o d d a r d  was t h e  f i r s t  o u t s i d e r  t o  b e  

b r o u g h t  i n  a s  a C o m m i s s i o n e r  o f  t h e  F o o d  a n d  D r u g  A d m i n i -  

s t r a t i o n ,  h e  was n o t  a t ~ t a lo u t s i d e r  b e c a u s e  h e  w a s  i n  t h e  

m	 P u b l i c  H e a l t h  S e r v i c e  C o m m i s s i o n e d  C o r p s  a n d  h a d  p r e v i o u s l y  

b e e n  w o r k i n g  w i t h i n  t h e  D e p a r t m e n t .  H e r b  L e y ,  who s u c 

c e e d e d  h i m ,  a l s o  came f r o m  a p o s i t i o n  a s  a B u r e a u  D i r e c t o r  

b	 t o  t h e  O f f i c e  o f  t h e  C o m m i s s i o n e r .  A n d  s o  C h a r l i e  E d w a r d s  

was r e a l l y  t h e  f i r s t  t o t a l l y  p o l i t i c a l  a p p o i n t m e n t  t o  t h e  

o f f i c e  o f  C o m m i s s i o n e r  o f  F o o d  a n d  D r u g s .  As a c o n s e q u e n c e ,  

rn	 y o u  m i g h t  e x p e c t  t h a t  h e  w o u l d  h a v e  a s o m e w h a t  d i f f e r e n t  

p e r s p e c t i v e  t h a n  h i s  p r e d e c e s s o r s .  M o r e  i m p o r t a n t l y ,  h e  



b r o u g h t  p e o p l e  i n t o  t h e  a g e n c y  f r o m  b u s i n e s s  a n d  i n d u s t r y  

i n t o  t o p  l e v e l  p o s i t i o n s .  T h e y  o b v i o u s l y  h a d  d i f f e r e n t  p e r 

c e p t i o n s ,  d i f f e r e n t  a p p r o a c h e s  t o  d e a l i n g  w i t h  i s s u e s  t h a n  

p e o p l e  who h a d  h i s t o r i c a l l y  b e e n  i n  t h e  a g e n c y  a n d  m o v e d  u p  

t o  t o p  p o s i t i o n s .  So i t s  o n l y  n a t u r a l  t h a t  we h a d  some d i f 

f e r i n g  v i e w s  f r o m  t h e s e  f o l k s  c o m i n g  i n  f r o m  t h e  o u t s i d e .  

H o . d e v e r ,  I w a n t  t o  a d d  t h a t  t h i s  was n o t  a u n i q u e  s i t u a t i o n  

i n  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n .  T h i s  was h a p p e n i n g  

t h r o u g h o u t  t h e  f e d e r a l  b u r e a u c r a c y  a n d  i n d e e d  w2s a v e r y  

c 3 l c u l a t e d  e f f o r t  b j  t h e  N i x o n  A d m i n i s t r a t i o n  t o  t r y  t o  g a i n  

9 r e a t e r  c o n t r d l  o f  t i l e  b u r e a u r a c y .  ? n r .  J a l ? k ,  ~ h os t a r t e d  

i n  I n e  L l e p a r t n e n t  o f  HE:I a n d  u l t i m a t e l y  ' d e n t  t c  t h e  \ W h i t e  

X o u s e ,  I b e l i e v e ,  was a p r i n c i p a l  a r c h i t e c t  o f  i4r. N i x o n ' s  

e f f o r t s  t o  g a i n  g r e a t e r  c o n t r o l  o f  t h e  b u r e a u c r a c y .  

L o f s v o l d :  M a u r i c e ,  a t  t h a t  t i m e  d i d  y o u  s e e  a l l y  e x a m p l e s  i n  

FDA o f  t h e  N i x o n  A d m i n i s t r a t i o n  a t t e m p t  t o  a p p l y  t h e  p o l i t i 

c a l  t e s t  t o  a n y  p e o p l e  who w e r s  b e i n g  p r o m o t e d  o r  a p p o i n t e d ?  

K i n s l o w :  As a ~ n a t t e r  o f  f a c t  I d i d ,  F r e d .  I saw i t  v e r y  

p e r s o n a l l y  b e c a u s e  my p r o m o t i o n  t o  A s s i s t a n t  C o m m i s s i o n e r  

f o r  P r o g r a m  C o o r d i n a t i o n  was h e l d  u p  f o r  many ,  many m o n t h s .  

I ' m  q u i t e  c e r t a i n  t h a t  was b e c a u s e  I h a d  b e e n  a l i f e - l o n g  

r e g i s t e r e d  D e m o c r a t ;  a n d ,  i n  a d d i t i o n ,  w h e n  I was  w o r k i n g  o 

C a p i t o l  H i l l  i n  c o n n e c t i o n  w i t h  t h e  C o n g r e s s i o n a l  F e l l o w s h i p  

P r o g r a m  i n  1 9 6 5 ,  I h a d  w o r k e d  f o r  a f r e s h m a n  D e m o c r a t i c  Con-  

g r e s s m a n  f r o m  my home s t a t e ,  i n  f a c t  my home d i s t r i c t .  



A n d  t h e n ,  o n  t h e  S e n a t e  s i d e ,  I h a d  w o r k e d  f o r  S e n a t o r  

J e n n i n g s  R a n d o l p h .  A l l  o f  t h e s e  t h i n g s  I j u s t  m e n t i o n e d  

w e r e  a m a t t e r  	o f  r e c o r d  a n d  w h i l e  n o b o d y  e v e r  t o l d  me t h i s ,  

I f e l t  c e r t a i n  t h a t  t h i s  was  t h e  t h i n g  t h a t  was h o l d i n g  u p  

my o f f i c i a l  p r o m o t i o n ,  a l t h o u g h  I c o q t i n u e d  t o  o p e r a t e  i n  

t h i s  j o b  f o r  o v e r  a y e a r  b e f o r e  t h e  p r o m o t i o n  came t h r o u g h .  

l i h a t  I w o u l d  l i k e  t o  s t r e s s  r e g a r d i n s  t h i s  m a t t e r  i$t h a t  

C h a r l i e  E d w a r d s  p e r s i s t e n t l y  f o u g h t  w i t h  t h e  a e p a r t m e n t  

a b o u t  t h i s  o n  	my b e h a l f  a n d  u l t i m a t e l y  s u c c e e d e d  i n  g e t t i n g  

: h e i r  o k a y  o n  	i t .  I h a v e  t o  g i v e  h i 1 7  a  g r e a t  d e a l  o f  c r e d i t  

f o r  t h a t  b e c a u s e  h e  was s w i n m i n g  a g a i q s t  t h e  t i d e  i n  c o n n e c 

i i o n  w i t h  t h i s  	a n d  I f e e l  a  v e r y  d e e p  s e n s e  o f  a p p r e c i a t i o n  

t o  h i n  f o r  b e i n g  a  s t a n d  u p  g u y  i n  c o n n e c t i o n  w i t h  t h i s  

m a t t e r .  He a l s o  f e l t  t h a t  J a c k  W a l d e n  was  t h e  k i n d  o f  p e r s o n  

h e  w a l t e d  r u n n i n g  h i s  p r e s s  o p e r a t i o n s .  A n d  h e  was  e n g a g i n g  

i n  t h e  same k i n d  o f  b a t t t e  w i t h  t h e  h i e r a c h y  o f  t h e  N i x o n  

A d n i n i s t r a t i o n ;  o r ,  a t  l e a s t  t h e  h i e r a c h y  i n  t h e  D e p a r t m e n t ,  

r e g a r d i n g  J a c k  	W a l d e n .  J a c k  W a l d e n  h a d  D e m o c r a t i c  c r e d e n 

t i a l s  t h a t  w e n t  b a c k  t o  h i s  f i r s t  j o b  i n  W a s h i n g t o n  w o r k i n g  

f o r  S e n a t o r  L i s t e r  H i l l  o f  A l a b a m a .  

L o f s v o l d :  As 	 f a r  a s  I k n o w ,  t h e  o n l y  FDA f i e l d  j o b  w h e r e  

t h e  p o l i t i c a l  q u e s t i o n  a r o s e  w a s  F r a n k  C l a r k ' s  a p p o i n t m e n t  

I 	 a s  D i s t r i c t  D i r e c t o r  i n  S e a t t l e  w h i c h  o c c u r r e d  d u r i n g  t h e  

e a r l y  y e a r s  o f  t h e  N i x o n  A d m i n i s t r a t i o n .  F r a n k  was  r e q u i r e dI *  
t o  g e t  some s o r t  o f  c l e a r a n c e  f r o m  t h e  l o c a l  R e p u b l i c a nI 
a u t h o r i t i e s ,  b u t  i t  r e a l l y  d i d n ' t  a m o u n t  t o  much.  



b 

C e r t a i n l y  we d i d n ' t  g e t  t h e  k i n d  o f  f l a k  t h a t  s o w  o t h e r  

p a r t s  o f  H E Y  f i e l d  o r g a n i z a t i o n  d i d  w h e n  t h e y  w e r e  a p p l y i n g  

b 	 t h e  p o l i t i c a l  t e s t  t o  a p p o i n t m e n t s  down t o  a s  l o w  a s  GS-13. 

K i n s l o w :  J u s t  a f t e r  I l e f t  h e a d q u a r t e r s  a n d  came h e r e  t o  

, A t l a n t a  a s  R e g i o n a l  D i r e c t o r ,  I a l s o  h e a r d  s i m i l a r  s t o r i e s ,  

a s  y o u  s a y ,  r e g a r d i n g  p e o p l e  a s  1o;v a s  G S - 1 3  i n  o t h e r  a g e n 

c i e s  b u t  we n e v e r  h a d  a n y t h i n g  o f  t h a t  s o r t  i n  t h e  F o o d  a n d  

O r u g  A d m i n i s t r a t i o n  t o  my k n o w l e d g e .  

L o F s v o l d :  A t  t h i s  p o i n t  we c o n c l u d e d  t n e  i n t e r v i e w  o n  

S e p t e m b e r  1 7 .  !de a r e  now r e s u m i n g  t h e  i n t e r v i e w  o n  

Sep ten5 . r  1 9 ,  a 3 a i n  i n  V r .  K i n s l o , r r l s  o f f i c e .  T h e  i n t e r 

v i e w e r s  s t i l l  a r e  D r .  J a m e s  f i a r v e y  Y o u n g  a n d  F r e d  L o f s v o l d .  

You19 :  W e l l ,  a s  t h e  p o l i t i c a l  n a t u r e  o f  a t  l e a s t  t h e  c e n 

t r a l  a p p o i n t m e n t ,  t h e n  l o w e r  l e v e l  a p p o i n t m e n t s  b e c o m e s  m o r e  

e v i d e n t  t h a n  i n  t h e  p a s t ,  d o e s  t h i s  a f f e c t  p o l i c y  a n d  how d o  

p o l i t i c a l  a p p o i n t m e n t s  a n d  m o r e  r a p i d  c h a n g e  a s  a c o n s e 

q u e n c e ,  e f f e c t  t h e  d e t e r n i n a t i o n  o f  r e g u l a t o r y  p h i l o s o p h y ?  

K i n s l o ~ :  W e l l ,  s u c h  a p p o i n t m e n t s  c a n ' t  h e l p  b u t  c h a n g e  

t n i n g s  b e c a u s e  t h e r e  a r e  p h i l o s o p h i c a l  d i f f e r e n c e s  b e t w e e n  

p e o p l e  who h a v e  b e e n  s t e e p e d  i n  t h e  F o o d  a n d  D r u g  A d m i n -  

i s t r a t i o n  o p e r a t i o n s .  P e o p l e  w h o  h a v e  s p e n t  t h e i r  l i v e s  

e n f o r c i n g  t h e  F o o d  a n d  D r u g  C o s m e t i c  A c t  a n d  f o l k s  who come 

i n  f r o m  t h e  r e g u l a t e d  i n d u s t r y  m i g h t  s e e  i s s u e s  i n  d i f f e r e n t  

w a y s  a n d  t h e y  c a n  h a v e  v e r y  h o n e s t  d i f f e r e n c e s  o f  o p i n i o n .  

B u t  c e r t a i n l y ,  y o u  h a v e  t h e  p o t e n t i a l  f o r  some r a t h e r  s t r o n g  

d i s a g r e e m e n t s ,  i n  d i f f e r e n c e s  i n  o p i n i o n .  And  t h e s e  h a v e  



o c c u r r e d  s i n c e  t h e  p e r i o d  w h e n  t h e  c e n t r a l  p o s i t i o n ,  a s  y o u  

d e s c r i b e d  i t .  	t h e  C o m m i s s i o n e r ' s  j o b ,  was c l e a r l y  a p o l i t i 

c a l  a p p o i n t m e n t .  

Y o u n g :  One o f  t h e  b i g  g e n e r a  l i z a t i o n s  t h a t  c e r t a i n l y  c a n  b e  

made a b o u t  t h e  h i s t o r y  o f  t h e  a g e n c y  i s  t h a t  i n i t i a l l y  i t  

w e n t  t o  c o u r t  	t r y i n g  s e i z u r e s  a n d  c r i m i n a l  a c t i o n s  a n d  t h a t  

e v e n t u a l l y ,  u n d e r  t h e  1 9 3 3  l a w ,  i t  a c q u i r e d  t h e  p o w e r  o f  

i n j u n c t i o n s .  And  t h e n ,  a t  some p o i n t ,  a s h i f t  b e g a n  t h a t  

g a s ,  I t h i n k  	i t ' s  f a i r  t o  s a y ,  a c c e l e r a t e d  s i n c e  t o  move  

s o m e w h a t  a~da-v f r o 1  t h a t  mode o f  r e g u l a t i o n  a n d  i n t o  m o r e  

a 4 m i n i s t r a t i ~ r e  i ~ e t 3 o d s .  T n i s  i s  a b i 3  q u e s t i o n .  I ' d  l i k e  

t o  a s k  y o d  t o  	c o a l g e n t  o n  i t .  I s  i t  r e l a t e d  t s  w h a t  w e ' v e  

j u s t  b e e n  t a l k i n g  a b o u t ,  i n  some m e a s u r e ,  t h e  s h o r t e r  t e r m s  

o f  p e o p l e  a n d  	t n e  g r e a t e r  t u r n - o v e r  o f  t h e  h i g h e r  e c h e l o n  o f  

p e o p l e  when  neid c o m m i s s i o n e r s  come i n ?  I s  i t ,  o n  t h e  o t h e r  

h a n d ,  r e l a t e d  	t o  o t h e r  f a c t o r s  a n d  w h a t  m i g h t  t h e y  b e ?  

K i n s l o w :  W e l l ,  I t h i n k  i t ' s  p a r t i a l l y  r e l a t e d  t o  t h o s e  

f a c t o r s  t h a t  y o u  d e s c r i b e d .  H o w e v e r ,  t h e r e  i s  a n  a d d i 

t i o n a l ,  v e r y  	s i g n i f i c a n t  a s p e c t  o f  t h i s  w h i c h  y o u  d i d  n o t  

m e n t i o n ,  a n d  t h a t  i s  t h e  a d m i n i s t r a t i v e  a p p r o a c f l  t h a t  w a s  

t h e  k e y s t o n e  o f  P e t e r  H u t t ' s  t e n u r e .  

As C h i e f  C o u n s e l  o f  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n ,  M r .  

H u t t  h a d  a n  a b i d i n g  c o n v i c t i o n  t h a t  we n e e d e d  t o  p u b l i s h  

b 	 e v e r y t h i n g  t h a t  we d i d  i n  t h e  F e d e r a l  R e g i s t e r . I n  a d d i -  

t i o n ,  h e  t h o u g h t  we n e e d e d  t o  h a v e  a v e r y  comp l e x  s e t  o f  



a d m i n i s t r a t i v e  p r o c e d u r e s  g o v e r n i n g  e v e r y  a s p e c t  o f  o u r  a c 

t i v i t i e s .  I t h i n k  t h o s e  r e g u l a t i o n s  a n d  t h e  a p p r o a c h  o f  

w h i c h  we a r e  now f o r c e d  t o  f o l l o w ,  e v e n  t h o u g h  Mr. H u t t  h a s  

b e e n  g o n e  f o r  s e v e r a l  y e a r s ,  i s  a l e g a c y  t h a t  w i l l  b e  w i t h  

u s  f o r  d e c a d e s  i f  n o t  f o r e v e r .  T h e y  h a v e  a n  e n o r m o u s  i m p a c t  

o n  t h e  way we d o  b u s i n e s s .  

'Young: i iow w o u l d  y o u  c o n t r a s t  t h e  way t h i n ? s  w e r e  'when y o u  

w e r e  D i s t r i c t  D i r e c t o r ,  was i t  D i s t r i c t  D i r e c t o r  i n  S a l t i -  

z ~ r s ?  

X i n s l o d :  Yes ,  I was J i s t r i c t  D i r e c t o r  i n  B a l t i m o r e .  

Y3un.z :  A n d  R e g i o n a l  d i r e c t o r  i n  A t l 2 n t a .  91 t h ?  way b u s i 

n e s s  i s  d o n e ,  d o i n g  b u s i n e s s  t h e n  a n d  now. 

%in; lo ' ,v :  D o i n g  b u s i n e s s  now i s  a much  m o r ?  c u m b e r s o n e ,  c o n 

v o l u t e d  p r o c e d u r e  t h a n  i t  was b a c k  t h e n .  I b e l i e v e  t h a t  t h e  

r i g h t s  o f  t h e  r e g u l a t e d  i n d u s t r y  w e r e  f u l l y  p r o t e c t e d  b y  t h e  

a p p r o a c h e s  t h a t  we t o o k  b a c k  a t  t h a t  p o i n t  1 5  y e a r s  a g o .  I 

t h i n k  t h e y  w e r e ,  i n  e v e r y  i n s t a n c e ,  a c c o r d e d  d u e  p r o c e s s ,  

b u t  i t  was  much  e a s i e r  t o  d o  b u s i n e s s  t h e n  t h a n  i t  i s  now. 

A n d  o f  c o u r s e  Elr. i i u t t  l e f t  t h e  a g e n c y  a n d  w e n t  b a c k  t o  

w o r k i n g  w i t h i n  t h e  f r a m e w o r k  o f  t h o s e  r e g u l a t i o n s  o n  t h e  

o t h e r  s i d e  o f  t h e  f e n c e .  

I Y o u n g :  T h i s  i s n ' t  t o  s a y  t h a t  mode o f  h a n d l i n g  t h i n g s  

t h r o u g h  t h e  F e d e r a l  R e g i s t e r  t h a t  h e  f r a m e d  was t h e  b e g i n 

n i n g  o f  a m o v e m e n t  away f r o m  h a n d l i n g  e v e r y t h i n g  b y  c a s e s  i n  

c o u r t  t o  m o r e  a d m i n i s t r a t i v e  p r o c e d u r e s .  O f  c o u r s e  i t  h a d  



n e v e r  b e e n  h a n d l i n g  e v e r y t h i n g  b y  c a s e s  i n  c o u r t ,  b u t  a s  I 

r e c a l l ,  t h e r e  was c e r t a i n l y  e l e m e n t s  o f  t h i s  i n  D r .  God

@ 
d a r d ' s  a p p r o a c h .  I t  m i g h t  h a v e  b e g u n ,  F r e d ,  a t  s o m e t i m e s  

y o u  s u g g e s t e d ,  w i t h  t h e  C i t i z e n ' s  A d v i s o r y  C o n n i  t t e e  r e 

3 o r t s .  

0 L o f s v o l  d :  \,!el 1 ,  t h e  s e c o n d  C i t i z e n ' s  A d v i s o r y  r e p o r t  d i d  

e m p h a s i z e  t h e  n e e d  f o r  F D A  t o  b e g i n  u s i n g ,  t o  a  g r e a t e r  

e x t e n t ,  e d u c a t i o n a l  m e a n s  o f  g a i n i n g  c o n p l  i a n c e  w i t h  t h e  

0 
l a w ,  r a t h e r  t h a n  b r i n g i n g  a s  Inany f o r m a l  c o u r t  a c t i o n s  a s  i t  

h a d  i n  t h e  p a s t .  A n d  I t h i n k  t h e r e  was  a c o n s c i o u s  t r e n d  i n  

i lr. L a r r i c k ' s  a d i n i n i s t r d t i o q  t 3  d o  t 9 a t  a n d  d r e n  G o d d a r d  

0 
c a n e  i n  h e  e s p o u s e d  t h e  e d u c a t i o n a l  a p p r o a c h  t o  a n  e v e n  

g r e a t e r  e x t e n t  t h a n  M r .  L a r r i c k  h a d .  

Y o u n g :  I n  some m e a s u r e  t h i s ,  I s u p p o s e ,  i s  b a s e d  o n  t h e  

0 
p r e s u p p o s i t i o n  t h a t  t h e  l a w  h a s  b e e n  g o i n g  a l o n g  t i m e ,  a n d  

i n d u s t r y ' s  g o t t e n  u s e d  t o  i t ,  a n d  m o r e  s o p h i s t i c a t e d ,  a n d  

t h e r e  i s n ' t  a n e e d  f o r  s u c h  r u g g e d  a n d  h a r s h  means a s  g o i n g  

0 
t o  c o u r t .  

K i n s l o w :  No t h a t  i s n It e n t i r e l y  i t  H a r v e y .  T h e r e ' s  a n o t h e r  

a s p e c t  t o  i t  a n d  t h a t  i s  t h e  t h e o r y  t h a t  i f  y o u  w i l l  s i m  

p l y  l a y o u t  i n  a d e t a i l e d  f a s h i o n  w h a t  i t  i s  y o u  w a n t  t h e  

i n d u s t r y  t o  do,  t h e n  t h e  v a s t  m a j o r i t y  o f  p e o p l e  who a r e  i n  

t h a t  i n d u s t r y  w i l l  c o m p l y  w i t h  t h e  g u i d e l i n e s  t h a t  y o u  s e t  
0 

down f o r  t h e n ,  a n d  t h e r e  w i l l  b e  n o  n e e d  f o r  t h e  r i g i d  a n d  

r u g g e d  e n f o r c e m e n t  e x c e p t  w i t h  a  m i n o r  p e r c e n t a g e  o f  t h e  

i n d u s t r y .  

0 



Y o u n g :  B u t  i n  f a c t  t h i n g s  d o  come a l o n g  t h a t  a r e  v i o l a t i o n s  

o f  t h e  l a w  e v e n  u n d e r  t h i s  s y s t e m  b u t  t h e n  w h a t  h a p p e n s ,  

m u c h  m o r e  o f t e n  t h a n  g o i n g  t o  c o u r t  i s  r e c a l l  o r  some o t h e r  

a d m i n i s t r a t i v e  h a n d l i n g  o f  t h e  p r o b l e m ,  s o  t h a t  t h e  a s s u m p 

t i o n  h e r e  i s  t h a t  e i t h e r  t h i s  i s  m o r e  e f f i c i e n t  o r  t h a t  i t ' s  

a m o r e  p r o p e r  way t o  t r e a t  i n d u s t r y  b e c a u s e  t h e  v i o l a t i o n  

h a d  b e e n  a n  a c c i d e n t  w i t h o u t  t h e r e  b e i n q  c u l p a b i l i t y .  Why 

t h e  c o n s t a n t  d e c r e a s e ,  s t a t i s t i c a l l y  s p e a k i n g ,  t h r o u g h  t h e s e  

y e a r s  i n  t h e  o r i g i n a l  t e c h n i q u e s  o f  g o i n g  t o  c o l ~ r t ,  w i t h  t h e  

s i m u l t a n e o u s  g r o d t h  o f  o t h e r  m o d e s  o f  c o r r e c t i n g  e r r o r s  a s  

t n e y  a p p e a r  i n  a n  i n d u s t r y  w h i c h  y o u  do  p r 2 s u ~ et o  b e  h e -  

h a v i n y  b e t t e r  t h a n  was s o  i n i t i a l l y ?  

K i n s l o w :  ' J e l l ,  w e ' v e  a l r e a d y  t a l k e d  a h o u t  a n u n b e r  o f  r e a 

s o n s .  The  i n d u s t r y  i s  m o r e  s o p h i s t i c a t e d ,  we h a v e  d o n e  a 

b e t t e r  j o b  o f  e x p l a i n i n g  w h a t  we e x p e c t ,  i n  some i n s t 3 n c e s  

i n  e x q u i s i t e  d e t a i l .  We h a v e  u s e d  m e c h a n i s m s ,  s u c h  a s  r e 

c a l l ,  b e c a u s e  t o  g e t  a l a r g e  a m o u n t  o f  p r o d u c t  o f f  o f  t h e  

m a r k e t  i n  a s h o r t  p e r i o d  o f  t i m e  i t  i s  c l e a r l y  t h e  m o s t  

e f f i c i e n t  a n d  e f f e c t i v e  n e c h a n i s m  f o r  d o i n g  t h a t .  T h e r e  

h a v e  b e e n  c h a n g e s  i n  t h e  k i n d  o f  i n d u s t r y  t h a t  we r e g u l a t e ,  

t h e r e  h a v e  c o n g l o m e r a t i o n s  o f  s m a l l e r  o p e r a t i o n s  w h i c h  a s  

i n d i v i d u a l  f i r m s  p r o b a b l y  c o u l d  n o t  a f f o r d  t h e  k i n d  o f  a 

q u a 1 it y  c o n t r o l  t h a t  a  1  a r g e r  o p e r a t i o n  c a n  a f f o r d  b e c a u s e  

a t  t h a t  p o i n t  t h e n  t h e y  c a n  h a v e  t h e i r  e x t e n s i v e  q u a l i t y  

c o n t r o l ,  l a b o r a t o r y ,  t e c h n i c i a n s ,  a n d  w h a t  h a v e  y o u .  T h e r e  



a l s o  h a v e  b e e n  c h a n g e s  i n  t h e  p r o g r a m s  t h a t  we c a r r y  o u t .  

When y o u ' r e  o u t  m a k i n g  u n d e r c o v e r  b u y s  o f  i l l e g a l l y  d i s t r i -  

b u t e d  p e p  p i l l s ,  v e r s u s  mak i n g  i n s p e c t i o n s  o f  c l i n i c a l  i n 

v e s t i g a t o r s  o f  new d r u g s  o r  i n v e s t i g a t o r s  who a r e  d o i n g  

b a s i c  w o r k  on  f o o d  a d d i t i v e  p e t i t i o n s ,  y o u  h a v e  a d i f f e r e n t  

r a t e  o f  r e g u l a t o r y  a c t i v i t y  a s s o c i a t e d  w i t h  t h e  p r o g r a m s  

t h a t  y o u ' r e  c a r r y i n g  o u t .  So t h a t  t h e r e  a r e  a w h o l e  r a n g e  

o f  t h i n g s  t h a t  h a v e  o c c u r r e d  w h i c h  l e g i t i m a t s l j  h a v e  r e 

s u l t . e d  i n  a r + d u c t i o n  i n  t h e  n u m b e r  o f  a c t i o n s  t h a t  we 

b r i n g .  U h e t h e r  t h e  n u m b e r  t h a t  i s  noB,$ b e i n g  b r c u g h t  i s  

a p p r o p r i a t ?  i n  1 i ; h t  o f  o u r  p r o g r a m s  a n d  w r i o r i t i e : ,  I w o n ' t  

s p e c u l a t e ,  b d t  t h e r e  a r e  a n u m b e r  o f  r e a s o n s  w b y  y o d  v e r y  

l e ~ i t i r n a t e l y  w o u l d  e x p e c t  t h i s  n u m b e r  t o  s h i f t .  

Y o u n g :  How a b o u t  t h e  m a n n e r  o f  p r o b l e m s  i n  g o i n g  t o  c o u r t .  

I n  t h e  o l d  d a y s ,  t h i s  was  r e g a r d e d  a s  a c h a n c e y  t h i a g .  

J u r i e s  w e r e  u n c e r t a i n .  F o o d  a n d  D r u g  c a s e s ,  a t  l e a s t  f o r  a 

l o q g  t i n e ,  w e r e  n o t  t h o u g h t  o f  t o o  h i g h l y  b y  l o c a l  d i s t r i c t  

a t t o r n e y s  a n d  t h e y  t e n d e d  t o  s h u n  t h e n  a n d  o f t e n  t h e  D e p a r t -  

m e n t  o f  J u s t i c e ,  a s  I r e c a l l ,  w a s  u n w i l l i n g  t o  b r i n g  c a s e s  

t h a t  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  was  q u i t e  e a g e r  t o  

h a v e  b r o u g h t .  Do y o u  t h i n k  t h a t  t h e  f a c t o r s  o f  t h i s  s o r t  

h a d  a n y  s i g n i f i c a n t  p l a c e  i n  t h e  s h i f t  o v e r ?  

K i n s l o w : No, I r e a l l y  d o n ' t  t h i n k  t h a t  t h a t  h a s  h a d  much  

i m p a c t ,  b e c a u s e  we s t i l l  h a v e  s i t u a t i o n s  t o d a y  w h e r e  t h e r e  

a r e  j u r i s d i c t i o n s  t h a t  w i l l  t a k e  o u r  c a s e s  m o r e  w i l l i n g l y  

8 



t h a n  o t h e r s ,  b u t  t h a t  g e n e r a l l y  i s  n o t  a c o n t r o l l i n g  f a c t o r .  

A m o r e  i m p o r t a n t  i s s u e ,  i n  my v i e w ,  was  t h e  c h a n g e  t h a t  

o c c u r r e d  a f t e r  P e t e r  H u t t  came i n  a s  C h i e f  C o u n s e l ,  r e 

g a r d i n g  t h e  o f f i c e  o f  t h e  G e n e r a l  C o u n s e l .  P r i o r  t o  t h a t  

t i m e ,  t h e r e  h a d  b e e n  r a t h e r  r i g i d  s u p e r v i s i o n  o f  t h e  a t t o r 

n e y s  who h a n d l e d  t h e  F D A ' s  c a s e s ,  o u r  t r i a l  a t t o r n e y s .  Many  

o f  t h e n  h a d  b e e n  t h e r e  f o r  a p e r i o d  o f  t i m e  a n d  w e r e  q u i t e  

s k i l l e d  i n  b r i n g i n g  o u r  c a s e s .  M r .  H u t t  was  a b l e  t o  g e t  i n 

c r e a s e s  i n  t h s  n u m b e r s  o f  a t t o r n e y s  i n  t h e  o f f i c e  c f  G e n e r a l  

C o u n s a l ,  F o o d  a n d  D r u g  D i v i s i o n .  He  b r o u g h t  a l o t  o f  new 

f o l k s  i n  a0.1 n e  u s e d  a d i f f e r a n t  a p p r o a c h  t o  r u n n i n g  t n e  

o f f i c e .  i t  was r u n  m o r e  l i k e  p r i v a t e  l a w  p r a c t i c e  w h e r e  

i n d i v i d u a l  a t t s r n e y s  h a d  c a s e s  a n d  d i d  t h e i r  own t h i n g  w i t h  

t h e n .  R e g r e t t a b l y ,  some o f  t h e  n e w e r  f o l k s  d i d n ' t  r e a l l y  

k n o w  w h a t  t o  d o  w i t h  t h e  c a s e s  t h e y  h a d  a n d  t h i s  c o n t r i b u t e d  

t o  solne s i g n i f i c a n t  p r o b l e m s .  U n f o r t u n a t e l y ,  i n  my v i e w ,  

t h a t  a p p r o a c h  t o  m a n a g i n g  t h e  o f f i c e  o f  t h e  G e n e r a l  C o u n s e l  

h a s  c o n t i n u e d  u n t i l  t o d a y  w i t h  t h e  i n d i v i d u a l  a t t o r n e y s  

h a v i n g  p r e t t y  much  f u l  1  r e s p o n s i b i l i t y  f o r  h a n d 1  i n g  c a s e s  

a s s i g n e d  t o  t h e m ,  a n d  t h e y  r e a l l y  a r e  n o t  s u p e r v i s e d  a n d  

c o n t r o l l e d  i n  a f a s h i o n  t h a t  e x p e d i t e s  t h e  f l o w  o f  c a s e  w o r k  

t h r o u g h  t h a t  o f f i c e .  

A n o t h e r  i s s u e  t h a t  h a s  c r e a t e d  d i f f i c u l t y  o v e r  t h e  p a s t  

t e n  y e a r s  h a s  b e e n  t h e  f a c t  t h a t  some o f  t h e s e  a t t o r n e y s  

w i l l  s u b s t i t u t e  t h e i r  j u d g m e n t  f o r  t h e i r  c l i e n t ' s  p o s i t i o n .  



O f  c o u r s e ,  i n  t h i s  i n s t a n c e ,  t h e  c l i e n t  i s  t h e  F o o d  a n d  D r u g  

A d m i n i s t r a t i o n .  P r i o r  t o  M r .  H u t t ,  we d i d n ' t  h a v e  t h a t .  We 

g e n e r a l l y  d i d n ' t  h a v e  t h a t  s o r t  o f  p r o b l e m  b u t  u n d e r  t h i s  

l a w  o f f i c e  a p p r o a c h  we h a v e  h a d  s i t u a t i o n s  i n  w h i c h  a t t o r 

n e y s  f r o m  G e n e r a l  C o u n s e l  h a v e  made  c o m m i t m e n t s  w i t h  8. S. 

a t t o r n e y s ,  a n d  t h e  F o o d  a n d  D r u g  f i e l d  o f f i c e  i n v o l v e d  

d i d n ' t  f i n d  o u t  a b o u t  t h e s e  c o n m i t n e n t s  u n t i l  l a t e r .  

T h e r e  a r e  s o l e  a d d i t i o n a l  t h i n g s  I ' d  l i k e  t o  a d d  h e r e  

r e q a r d i n g  why c a s e s  h a v e  b e e n  r e d u c e d  i n  n u m b e r s .  F i r s t ,  

y o u  h a v e  t c ,  r e m e m b e r  t h d t  when  l a w y e r s  a r s  ork king o n  r e g u 

l a t i o n s ,  a s  t i e y  d i d  f o r  a n u m b e r  o f  y e a r s  a f t - r  :Xr. S u t t  

c a n e  i n ,  t h e y  d o n ' t  h a v e  a s  mucn  t i m e  t c  en;ag? i n  c a s e  w o r k  

a n d  we u e r e  t u r n i n g  o u t  e n o r m o u s  n u m b e r s  o f  r e y y l a t i o n s  f o r  

a p e r i o d  o f  s e v e r a l  y e a r s .  A l s o ,  I m e n t i o n e d  e a r l i e r  t h a t  

t h e  k i n d s  o f  p r o g r a m s  t h a t  y o u  c a r r y  o u t ,  v e r y  o f t e n  i m p a c t  

o n  t h e  n u m b e r  o f  c a s e s  y o u  f i n d .  One o f  t h e  t h i n g s  t h a t  

w e ' v e  d o n e  v e r y  l i t t l e  o f  i n  t h e  l a s t  3 t o  1 0  y e a r s  i s  e c o 

n o m i c  w o r k .  I n  e a r l i e r  t i m e s  a l o t  o f  o u r  a c t i v i t i e s  w e r e  

d i r e c t e d  a g a i n s t  e c o n o m i c  c h e a t s ,  w h i c h  r e s u l t e d  i n  a n u m b e r  

o f  c a s e s :  s e i z u r e s ,  i n j u n c t i o n s  a n d  p r o s e c u t i o n s .  I n  a d d i -  

t i o n  t o  t h a t ,  t h e  r e v i e w  p r o c e s s  f o r  l e g a l  c a s e s  i n  t h e  F o o d  

a n d  D r u g  A d m i n i s t r a t i o n  h a s  b e c o m e  s o  e l a b o r a t e  a n d  c u m b e r -  

some t h a t  i t  c a n  t e n d  t o  s t i f l e  t h e  i n i t i a t i v e  o f  i n d i v i 

d u a l s  who w o d l d  b e  d i s p o s e d  t o  d e v e l o p i n g  c a s e s  a n d  s e n d i n g  

t h e m  f o r w a r d .  And  l a s t  b u t  n o t  l e a s t ,  we h a v e  a p l a n n i n g  
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a n d  m a n a g e m e n t  c o n t r o l  s y s t e m  i n  t h e  a g e n c y  t h a t  i s  e x t r a o r 

d i n a r i l y  c o m p l e x .  I t  r e q u i r e s  u s  t o  c o l l e c t  e n o r m o u s  

a m o u n t s  o f  d a t a  w h i c h  i s  t h e n  p u t  i n t o  a f o r m  t o  g o  i n t o  a 

c o m p u t e r  a n d  we s p e n d  a l o t  o f  t i m e  f e e d i n g  a  c o m p u t e r ,  a n d  

t o  t h e  e x t e n t  t h a t  p e o p l e  a r e  d o i n g  t h o s e  k i n d s  o f  t h i n g s ,  

t h e y ' r e  n o t  o u t  c o l l e c t i n g  e v i d e n c e  a n d  d e v e l o p i n g  c a s e s .  

L o f s v o l d :  3 u r i n g  t h i s  o e r i o d  o f  c h a n g e  i n  e m p h a s i s  o n  c o u r t  

a c t i o n s ,  Sam F i n e  wds  t h e  A s s o c i a t e  C o m m i s s i o n e r  f o r  C o m p l i 

a n c e .  W h a t  r i a s  S a n ' s  r o l e  i n  a l l  o f  t h i s ?  

K i n s l o w :  ! l e l l ,  a s  y o u  k n o w  F r e d ,  Sam was  a l o n j  t i m e  F D A e r .  

i i e  r e p r e s e n t e d  a v e r y  p o s i t i v e  i n f l u e n c e  i n  t h e  3 f f i c e  o f  

B t h e  C o m m i s s i o n e r  r e g a r d i n g  c o m p l i a n c e  p o l i c y .  As l o n g  a s  

53.1 was  t h e r e ,  I k n o w  a s  p e r s o n a l  f a c t  t h a t  h e  c o n t i n u e d  


a t t e n p t  t o  i n f l u e n c e  t h e  d e v e l o p m e n t  o f  r e g u l a t o r y  p o l  i c y  


t h e  f a s h i o n  t h a t  h e  t h o u c h t  was  i n  t h e  c o n s u m e r  interest. 
 

b e l i e v e  t h e  f a c t  t h a t  h e  h a d  t h a t  r o l e  i n  t h e  O f f i c e  o f  t h e  
  

C o ? m i s s i o n e r  was a v e r y  g o o d  t h i n g  f o r  t h e  A m e r i c a n  p u b l i c .  
  

i o f s v o l d :  D i d  Sa i l  h a v e  c o n s i d e r a b l e  i n f l u e n c e  b o t h  o n  D r .  
  

E d w a r d s  a n d  h i s  s u c c e s s o r ,  D r .  S c h m i d t ?  
  

K i n s l o w :  I c a n ' t  s p e a k  t o  t h e  i n f l u e n c e  t h a t  h e  h a d  o n  D r .  
  

S c h m i d t  b e c a u s e  I was g o n e  f r o n  h e a d q u a r t e r s  b a c k  t o  t h e  
  

f i s l d  a t  t h e  t i m e  D r .  S c h r i i d t  c a n e  t o  t h e  a g e n c y .  B u t  I c a n  
  

a s s u r e  y o u  h e  h a d  a v e r y  s t r o n g  i n f l u e n c e  o n  C h a r l i e  
  

E d w a r d s .  
  



Y o u n g :  I h a v e  b e e n  t h i n k i n g  a b o u t  o u r  c o n v e r s a t i o n  t h e  
  

o t h e r  d a y  a r id  w a n t e d  t o  a s k  a f u r t h e r  q u e s t i o n  t h a t  r e l a t e s  
  

t o  t h e  p e r i o d  i n  w h i c h  y o u  w e r e  t h e  p r i n c i p a l  l i a i s o n  f r o m  
  

FDA w i t h  t h e  C o n g r e s s .  W h i l e  y o u  w e r e  t h e r e  r e p r e s e n t i n g  
  

F D A ' s  i n t e r e s t s ,  d i d  y o u  o b s e r v e  a c t i v i t y  o n  t h e  p a r t  o f  
  

g r o u p s  l o b b y i n g  e f f o r t s  o n  t h e  p a r t  o f  g r o u p s  t h a t  n i g h t  b e  
  

c o n s i d e r e d  t o  b e  r e g u l a t e d  b y  F D A ?  
  

i i n s l o ~ :  T h a t ' s  d n  i n t e r e s t i n g  q u e s t i o n  b e c a u s s  I h a d  a n  
  

i : ? p r e s s i o n  t h a t  I g a i n e d  d u r i n g  t h a t  p e r i o d  t h a t  I t h i n k  i s  
  

a b i t  u n n s u a l .  I d o n ' t  k n o w  w h ? t h e r  o t h e r ;  w o u l d  s h a r e  t h i s  
  

v i e w  o r  n o t  b u t  a s  y o u  know,  I d i d  h a v e  t h e  o o ? s ? r t u n ! t y  t o  
  

d e a l  i n  t i l a :  a r e a  f o r  a n u m b e r  3 F  y e a r s .  Yo?l w o u l d  e x p e c t  

t h a t  t i l e  l a r g e  d r u g  i n d u s t r y  i n  t h i s  c o u n t r y  w o u l d  h a v e  a 

v e r y  i m p o r t a n t  i n f l u e n c e  i n  t h e  C o n g r e s s  o r  y o u  c o u l d  e x p e c t  

t h a t  t h e  l a r g e  f o o d  i n d u s t r y  i n  t h i s  c o u n t r y  w o u l d  h a v e  a 

b i g  i n f l u e n c e  w i t h  t h e  C o n g r e s s .  H o w e v e r ,  t h e r e  w z s  a g r o u p  

t h a t  h a d  a n  i n f l u e n c e ,  a s  I p e r c e i v e d i t ,  t o t a l l y  o u t  o f  p r o 

p o r t i o n  t o  t h e i r  i m p o r t a n c e  i n  o u r  s o c i e t y .  And  t h a t  g r o u p  

was made u p  o f  p e o p l e  who w e r e  i n v o l v e d  i?e i t h e r  p r s d u c i n g ,  

s e l l i n g  o r  u s i n g  s o  c a l l e d  h e a l t h  f o o d s ,  i r r a t i o n a l  v i t a m i n  

c o m b i n a t i o n s  a n d  a s s o c i a t e d  p r o d u c t s .  M a n y  o f  t h e  p e o p l e  

~ h ow e r e  i n v o l v e d  i n  a n y  o n e  o f  t h o s e  t h r e e  a c t i v i t i e s ,  

e i t h e r  p r o d u c i n g ,  s e l l i n g  o r  u s i n g  t h e s e  p r o d u c t s ,  i n  my 

p e r s o n a l  v i e w ,  w e r e  v e r y  c l o s e  t o  b e i n g  o n  t h e  l u n a t i c  

f r i n g e .  T h e y  h a d  a f a n a t i c i s m  a b o u t  t h e  u s e  o f  s u c h  

p r o d u c t s  t h a t  b o r d e r e d  o n  s o m e t h i n g  t h a t  y o u  w o u l d  a s s o c i a t e  
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w i t h  f u n d a m e n t a l i s t  r e l i g i o n .  I was  v e r y  s u r p r i s e d ,  a n d  

i n d e e d  s o m e w h a t  p e r p l e x e d ,  b y  t h e  e n o r m o u s  i n f l u e n c e  t h a t  

b t h e s e  f o l k s  s e e m e d  t o  h a v e  o n  m e m b e r s  o f  C o n g r e s s .  

Y o u n g :  D i d  y o u  e v e r  f i n d  a n y  s a t i s f a c t o r y  e x p l a n a t i o n  a s  t o  

why i t  was s u c h  p e r s u a s i v e  i n f l u e n c e ?  

8 I K i n s l o w :  No, f r a n k l y  I c a n ' t  p u t  my f i n g e r  o n  t h a t  e x c e p t  

t o  t e l l  y o u  t ; ~ a tt h e r e  a r ?  v e r y  g r e a t  p r o f i t s  i n  many o f  

t h e s e  q u a c k  p r o d u c t s .  U i t h  h i g h  p r o f i t s ,  c o q e s  t h e  c a p a c  

f o r  o r s a n i z a t i o n  a n d  m o b i l i z a t i o n  o f  p e o p l e  w h e n  i t  c o m e s  

tit??t o  m o u q t  a l e t t e r  w r i t i n g  c a n p a i g n  o r  a p r o j e c t  t o  

c o n t a c t  y o u r  l o c a l  C o n g r e s s ~ a n ,  a n d  a l l  I c a n  t e l l  y o u  s 

t h e y  seean  t c ~b e  v e r y ,  v e r y  w e l l  o r g a n i z e d .  

Y o u n g :  T h i s  i s  a d e c a d e  b e f o r e  p r e s s u r e  o f  t h i s  k i n d  d  d 

l e a d  t o  t h e  1 9 7 6  v i t a m i n  a m e n d m e n t s  w h i c h  d i d  s e r i o u s l y  c u r 

t a i l  t h e  a u t h o r i t y  o f  t h e  F o o d  a ? d  D r u g  A d m i n i s t r a t i o n  t o  

p o l i c e  t f i i s  f i e l d .  0i d  y o u  s e e  t h e s e  p e o p l e  p e r s o n a l l y  o r  

a r e  y o u  d r a w i n g  t h e s e  c o n c l u s i o n s  f r o n . .  . 
K i n s l o w :  I ' m  d r a w i n g  t h e s e  c o n c l u s i o n s ,  H a r v e y ,  f r o m  v e r y  

p e r s o n a l  e x p e r i e n c e  t h a t  p r e - d a t e d  t h e  ' 7 6  a n e n d m e n t  b y  1 0  

y e a r s .  I h a d  v e r y  p e r s o n a l  i n v o l v e m e n t  w i t h  some o f  t h o s e  

f o l k s  1 0  y e a r s  e a r l i e r  a n d  i n d e e d  a t  o n e  t i m e ,  was s p e c i 

f i c a l l y  n a m e d  i n  a n  i t e n  i n  t h e  C o n g r e s s i o n a l  R e c o r d  o f  t h e  

U n i t e d  S t a t e s  f o r  my p a r t  i n  d e a l i n g  w i t h  o n e  o f  t h e s e  

0 i s s u e s .  

Y o u n g :  I s e e  y o u  h a v e  t h e  p a g e s  f r o m  t h e  C o n g r e s s i o n a l  

R e c o r d .  T h i s  i s  f r o m  t h e  H o u s e  s i d e  o f  F e b r u z r y  1 6 ,  1 9 6 6 ,  

0 



P a g e  3 0 7 2 .  Do y o u  w a n t  t o  c o n m e n t  o n  a n y  p e r s o n a l  c o n 

f r o n t a t i o n  y o u  h a d  w i t h  p e o p l e  r e p r e s e n t i n g  t h e  camp y o u ' v e  

j u s t  m e n t i o n e d ?  

K i n s l o w :  W e l l ,  I d o n ' t  t h i n k  t h a t  t h e  i n c i d e n t  i s  t e r r i b l y  

n o t e w o r t h y ,  e x c e p t  t h a t  t h e r e  w e r e  a s p e c t s  o f  i t  t h a t  a r e  

n o t  r e f l e c t e d  i n  t h e  d o c u m e n t s  p u t  i n t o  t h e  C o n g r e s s i o n a l  

R e c o r d  b y  C o n g r e s s n a n  K i n g  o f  U t a h .  !Jhat  t h e  r e c o r d  d o e s n ' t  

show was t h a t  d u r i n g  t h e  p e r i o d  h ?  w a s  a t t e m p t i n g  t o  g e t  

i n f o r m a t i o n  f r o m  t h e  F o o d  a n d  D r u g  A d a n i n i s t r a t i o n ,  C l i n t o n  

M i l l e r  o f  t h e  N a t i o n a l  H e a l t h  i e d e r a t i o n  was  c d n p i n g  o u t s i d e  

3 f  my d o o r  a l o o s t  o n  a d 3 i l y  b a s i s ,  h a r a s s i n ;  :q? i 2  c o n n e c 

t i o n  w i t h  t h i s  i s s u e .  T h a t ,  o f  c o u r s e ,  i s  n o t  r e f l e c t e d  i n  

t h e  R e c o r d .  

Y o u n g :  W o u l d  y o u  d e s c r i b e  M r .  K i l l e r  a s  a p e r s o n ,  h i s  

a p p e a r a n c e  a n d  h i s  d e m e a n o r ?  

K i n s l o u :  I f i n d  i t  d i f f i c u l t  a t  t h i s  p o i n t  t o  e v e n  r e c a l l  

w h a t  h e  l o o k e d  l i k e  b u t  I c a n  r e a e m b e r  h i s  name a n d  h i s  a t 

0 t i t u d e  v e r y  c l e a r l y .  He was a v e r y  t e n a c i o u s  i n d i v i d u a l  w h o  

c o u l d  n o t  b e  i n s u l t e d ,  who k e p t  b o r  i n g  i n ,  i n  h i s  a t t e m p t s  

t o  g e t  w h a t  h e  w a n t e d .  

Y o u n g :  T h a n k  y o u .  

Y o u n g :  Soon a f t e r  y o u  came t o  A t l a n t a  a s  R e g i o n a l  D i r e c t o r ,  

a n d  O r .  S c h m i d t  h a d  b e c o m e  C o m v i s s i o n e r ,  t h e r e  was  an  e p i 

s o d e  t h a t  made D i 3  h e a d l i n e s ,  a n d  c e r t a i n l y  i n  t h e  a f t e r m a t h  

o c c u p i e d  a g r e a t  d e a l  o f  t h e  C o m m i s s i o n e r ' s  t i m e ,  a n d  t h a t  



w a s  t h e  c o m p l a i n t s  made b y  c e r t a i n  m e m b e r s  o f  t h e  F o o d  a n d  

D r u g  A d m i n i s t r a t i o n  b e f o r e  a C o n g r e s s i o n a l  c o m n i t t e e .  Com

p l a i n t s  t h a t  e v i d e n t l y  i t  w a s n ' t  k n o w n  t o  t h e  C o m m i s s i o n e r  

w e r e  g o i n g  t o  b e  made w h e n  h e  w e n t  t o  t e s t i f y  ... 
K i n s l o w :  T h e s e  w e r e  t h e  s o  c a l l e d  c o n s c i e n t i o u s  

o b j e c t o r s . .  . 
Y o u n g :  T h a t  was t h e  p h r a s e  t h a t  was  u s e d .  I s  t h e r e  a n y  

o a c k g r o u n o  t o  t h i s  w h i c h ,  f r o m  y o u r  e x p e r i e n c e  i n  W a s h i n g t o n  

b e f o r e  y 3 u  c a n e  t a  A t l a n t a ,  t h a t  y o u  m i g h t  s u p p l y ?  

K i n s l o ~ :  d u s t  a b i t .  I k n m  s a n e  o f  t h e  p e o p l e  ~ h 3  w e r e  

i n v o l v e d  i n  t h a t  p a r t i c u l a r  e p i s o d e .  ' ! l h i l e  I . d o u l J  n o t  w a n t  

t o  c h a r a c t e r i z e  a l l  o f  t h e  p e o p l e  i n  t h i s  way,  t h e r e  w e r e  

some o f  t h e n  t h a t  I h a d  k n o w n  f a r  some y e a r s ,  s ~ e c i f i c a l l y  

y a i n i n g  i n f o r m a t i o n  a b o u t  t h e v  d u r i n g  my t e n u r e  a s  t h e  

A s s i s t a n t  C o m m i s s i o n e r  f o r  P r o g r a m  C o o r d i n a t i o n .  I n  my 

v i e w ,  t h e y  w e r e  s i m p l y  m a l c o n t e n t s ,  who s h o u l d  n o t  h a v e  b e e n  

w o r k i n g  f o r  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  a n d  p r o b a b l y  

w o u l d  n o t  h a v e  b e e n  h a d  t h e r e  b e e n  s t r o n g e r  n a l a g e m e n t  e x e r 

c i s e d  i n  t h e  B u r e a u  o f  D r u g s .  As A s s i s t a n t  C o n m i s s i o n e r  f o r  

P r o y r d n  C o o r d i n a t i o n ,  I was a w a r e  o f  a n u m b e r  o f  p e r s o n n e l ,  

e m p l o y e e  p r o b l e m s  i n  t h e  B u r e a u  o f  D r u g s  d u r i n g  t h e  p e r i o d  

o f  1 9 7 0  a n d  1 9 7 1 .  F o r  e x a m p l e ,  we h a d  a d o c t o r  who w o r k e d  

t h e r e  who w o u l d  t a k e  o f f  w i t h o u t  s i g n i n g  o u t  t o  g o  p l a y  

g o l f .  We h a d  a n o t h e r  who w o r k e d  t h e r e  who was s u p p o s e d  t o  

b e  i n  h i s  o f f i c e  w o r k i n g  b u t  ,,{as o f f  c o n d u c t i n g  a p r i v a t e  
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p r a c t i c e .  Now n e i t h e r  o f  t h o s e  i n d i v i d u a l s  I m e n t i o n e d  w e r e  

in v o l v e d  i n  t 3 e  s i t u a t i o n  t h a t  y o u  h a v e  d e s c r i b e d  o n  C a p i t o l  

, b u t  I s i z p l y  r a i s e  t h o s e  t o  p o i n t  o u t  t h a t  t h e r e  w e r e  

some s e r i o u s  p s r s o n n e l  p r o b l e m s  i n  t h a t  b u r e a u  a n d  t h a t  some 

o f  t h e  i n d i v i d u a l s  who w e r e  a f f o r d e d  v e r y  g e n t l e  t r e a t m e n t  

o n  C a p i t o l  H i l l  w e r e  k n o w n  t o  me t o  b e  p r o b l e m  c h i l d r e n  a n d  

h a d  b e e n  f o r  2 n u m b e r  o f  y e a r s .  

Young :  How w a s  t h i s  v i e w e d ,  a s  t o  t h e  l e g i t i m a c y  o f  t h e  

! k i n d s  o f  c h a r j e s  t h a t  w e r e  made?  T h i s  was t o  b e  c a r e f u l l y  

s ~ u d i e d  b u t  u l 3 t  was t h e  f i r s t  r e a c t i o n

K i n s l o d :  I c 3 1 ' t  s p e a k  f o r  t h e  a g e n c y  

 w i t q i n  t h e  a g e n c y  

i n  g e n s r a l ,  I c a n  

o ~ l ys p e a k  f o r  my o x n  r e a c t i o n ,  a n d  t h a t  was  t b a t  I q u e s 

t i o n e d  w h e t h e r  many o f  t h e s e  c h a r g e s  w e r e  v a l i d .  T h i s  

p a r t i c u l a r  e p i s o d e  h a d  a v e r y  p r o f o u n d  i m p a c t  o n  t h e  F o o d  

a n d  D r u g  A d a i i i s t r a t i o n  o v e r  a s i g n i f i c a n t  p e r i o d  o f  t i m e  

b e c a u s e  C o m m i s s i o n e r  S c h m i d t  t o o k  t h e  s i t u a t i o n  v e r y  p e r 

s o n a l l y  a n d  b e c a m e  p e r s o n a l l y  i n v o l v e d  i n  d e v e l o p i n g  r e 

s p o n s e s  t o  i t  a n d  t h e  a p p r o a c h  t h a t  w o u l d  b e  t a k e n  t o  d e a l  

w i t h  t h e  i s s u e .  And a s  a c o n s e q u e n c e ,  t h a t  p r e o c c u p a t i o n  

m e a n t  t h a t  o t h e r  t h i n g s  r e q u i r i n g  d e c i s i o n  d i d  n o t  r e c e i v e  

t i m e l y  a t t e n t i o n .  

L o f s v o I d :  T h o s e  c h a r g e s  a n d  t h e  s u b s e q u e n t  h e a r i n g s  w e r e  

b e f o r e  S e n a t o r  K e n n e d y ' s  H e a l t h  S u b - c o m m i t t e e .  And  a f e w  

y e a r s  l a t e r  we w e r e  b e f o r e  t h a t  c o m m i t t e e  a g a i n  w i t h  t h e  



p r o p o s e d  r e v i s i o n  o f  t h e  d r u g  s e c t i o n s  o f  t h e  F o o d  a n d  D r u g  

a n d  C o s m e t i c  A c t .  You w e r e  s o m e w h a t  i n v o l v e d ,  a t  l e a s t  i n  

o n e  o f  t h o s e  h e a r i n g s ,  w o u l d  y o u  t e l l  u s  a b o u t  t h a t ?  

K i n s l o w :  D u r i n g  t h e  c o n s i d e r a t i o n  o f  t h e  p r o p o s e d  d r u g  b i l l  

t h a t  y o u ' v e  d e s c r i b e d ,  S e n a t o r  K e n n e d y  s c h e d u l e d  a n  u n p r e c e 

d e n t e d  h e a r i n g  o u t  a t  R o c k v i l l e ,  M a r y l a n d  a t  t h e  P a r k l a w n  

B u i l d i n g  t o  g i v e  F o o d  a n d  D r u g  e m p l o y e e s  a n  o p p o r t u n i t y  t o  

t e s t i f y  r e g a r d i n g  v a r i o u s  p r o v i s i o n s  o f  t h a t  b i l l .  I n  p r e -  

p a r a t i o n  f o r  t h i s ,  t h e  f i e l d  o r g a n i z a t i o n  o f  t h e  F o o d  a n d  

D r u g  A d m i n i s t r a t i o n  h a d  c o n c l u d e d  t h a t  t h e r e  was o n e  p r o v i 

s i o n  o f  t h a t  b i l l  t o  w h i c h  we o b j e c t e d  q u i t e  v i o l e n t l y ,  

w h i c h  was t h e  e l i m i n a t i o n  o f  t h e  s t r i c t  c r i m i n a l  l i a b i l i t y  

p r o v i s i o n .  So t h e r e  was a p i e c e  o f  t e s t i m o n y  d e v e l o p e d  r e 

g a r d i n g  t h e  f i e l d  o r g a n i z a t i o n ' s  c o n c e r n  w i t h  t h i s  m o d i f i -  

c a t i o n  o f  t h e  l a w  a n d  I was s e l e c t e d  t o  s e r v e  a s  s p o k e s m a n  

f o r  t h e  f i e l d  o r g a n i z a t i o n .  I h a d  a  l o t  o f  h e l p  i n  d e v e -  

l o p i n g  t h a t  t e s t i m o n y .  We t h o u g h t  i t  was  a  v e r y  g o o d  s t a t e 

m e n t  i n  o p p o s i t i o n  t o  r e v i s i n g  s t r i c t  c r i m i n a l  l i a b i l i t y .  

r e c a l l  t h a t  h e a r i n g  v e r y  v i v i d l y  b e c a u s e  I was a c c o m p a n i e d  

by t w o  a s s o c i a t e s ,  R e g i o n a l  D i r e c t o r  D i c k  D a v i s  f r o m  P h i l a -  

d e l p h i a  a n d  t h e  D e p u t y  E x e c u t i v e  D i r e c t o r  o f  R e g i o n a l  O p e r a -  

t i o n s ,  Ron  O t t e s .  A t  t h e  c o n c l u s i o n  o f  my p r e p a r e d  s t a t e -  

m e n t ,  t h e  a u d i e n c e  b e h i n d  me, w h i c h  p r o b a b l y  n u m b e r e d  2 0 0  o r  

3 0 0  F o o d  a n d  D r u g  e m p l o y e e s ,  b r o k e  i n t o  s p o n t a n e o u s  

I 



a p p l a u s e ,  w h i c h  i s  n o t  a p p r o ~ r i a t e  f o r  C o n g r e s s i o n a l  h e a r 

i n g s ,  b u t  t h e y  d i d  i t  a n y h o w .  A f t e r  t h a t  h a d  d i e d  down,  

S e n a t o r  K e n n e d y  a s k e d  me i f  e i t h e r  o f  my a s s o c i a t e s  h a d  a n y -  

t h i n g  t o  s a y  a n d  I t o l d  h i m  n o  u n l e s s  t h e y  h a d  some q u e s 

t i o n s .  We w e r e  i m m e d i a t e l y  e x c u s e d .  He s e e n e d  t o  b e  v e r y  

n a p p y  t o  h a v e  u s  away f r o m  t h e  w i t n e s s  s t a n d .  

Y o u n g :  Can y o u  p u t  a r o u g h  d a t e  t o  t h i s  o c c a s i o n ?  

K i n s l o w :  I t h i n k  i t  was  i n  islay o f  1 9 7 8 .  

L o f s v o l d :  2 h i l e  we w e r e  r e c o r d i n g  t f i e  o t h e r  d a y ,  y o u  t a l k e d  

a b o u t  t h e  s i t u a t i o n  when  i d i n t o n  K a n k i n  made n i s  s p e e c h ,  

w h i c h  u l  t ina : : ' l y  w e n t  a l o n g  wa:j t o w a r d  p r e s e r v i n g  F 3 A  a s  a n  

e n t i t y  by g e t t i n g  u s  o d t  o f  t h e  C o n ~ l l ~ i l e rP r o t e c t i o n  a n d  E n -  

v i r o n m e n t a l  H e a l t h  S e r v i c e .  I t  h a s  b e e n  my i m ? r ? s s i o n  o v e r  

t h e  y e a r s  t h a t  s i m i l a r ,  i f  n o t  s u c h  d r a m a t i c  b a t t l e s ,  h a v e  

o c c u r r e d  a n d  o t h e r  C o m m i s s i o n e r s  h a v e  made e f f o r t s  t o  r e t a i n  

t h e  i n d e p e n d e n c e  o f  t h e  a g e n c y .  d a v e  y o u  o b s e r v e d  a n y t h i n g  

o f  t h a t  s o r t ?  

K i n s l o w :  Yes,  I d e f i n i t e l y  h a v e .  As a m a t t e r  o f  f a c t ,  some 

o f  t h e  C o m m i s s i o n e r s  i n  t h e  p a s t  h a v e  d e s c r i b e d  m e e t i n g s  

t h a t  t h e y ' v e  h a d  a t  t h e  D e p a r t m e n t .  Many  o f  o u r  a c t i v i t i e s  

a r e  v e r y  t e c h n i c a l l y  c o a p l e x  a n d  v e r y  o f t e n  w e ' r e  e n g a g e d  i n  

c o n t r o v e r s i e s  a b o u t  i s s u e s  w h i c h  d o n ' t  g i v e  u s  g o o d  p r e s s .  

I ' v e  s e e n  some o f  t h e  C o m m i s s i o n e r s  a l m o s t  g l e e f u l  a b o u t  t h e  ~ 
f a c t  t h a t  t h e y ' v e  b e e n  a b l e  t o  c o n v i n c e  t h e  h i e r a r c h y  o f  t h e~ 
D e p a r t m e n t  t h a t  FDA a c t i v i t i e s  a r e  s o  d i f f e r e n t  a n d  s o  1 
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s p e c i a l i z e d  t h a n  t h e  r e s t  o f  t h e  D e p a r t m e n t  t h a t  t h e y  a r e  

o f t e n  h a p p y  j u s t  t o  l e a v e  u s  a l o n e  a n d  l e t  u s  t a k e  c a r e  o f  

o u r  own b u s i n e s s .  I t h i n k  t h a t  C o m m i s s i o n e r s  h a v e  a l m o s t  

u n i f o r i n l y  s o u g h t  t o  a c h i e v e  t h i s  k i n d  o f  r e l a t i o n s h i p  f o r  

t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  b e c a u s e  i t ' s  a l ? o s t  i m p o s 

s i b l e  t o  o p e r a t e  t h e  a g e n c y  i n  a n y  o t h e r  f a s h i o ? .  T h e r e  a r e  

now some c h a r g e s  t h a t  t h e  c u r r e n t  S e c r e t a r y  a n d  h i s  s t a f f  

a r e  d i p p i n g  d e e p e r  a n d  d e e p e r  i n t o  t h e  F o o d  a n d  D r u g  A d m i n -  

i s t r a t i o n .  I am n o t  i n  a p o s i t i o n  a t  t h i s  t i m e  t s  c o n c l u d e  

w h s t h e r  o r  n o t  t h a t  i s  a c c u r a t e  b i r t  i f  i t  i s ,  a n d  i f  i t  c o n 

t i q o e s  a n d  i f  t n e  a c t i v i t i e s  o f  F 3 A  a r 2  s u b o r d i ? d t ? d  t o  t h e  

D e p a r t m e n t ,  I p r e d i c t  t h a t  i t  wi l l b e  a t r a g i c  i n i s t a k e  a n d  

i t  , w i l l  n o t  b e  i n  t h e  i n t e r e s t  o f  t h e  A m e r i c a n  c Q n s u m e r .  

Y o u n g :  T h i s  c a l l s  t o  my m i n d  a  p e r i o d  i n  w h i c n  a s o r t  o f  

t h r e a t  t o  t h e  i n t e g r i t y  o f  t h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  

was p o s e d  i n  a p r o p o s a l  t o  s p l i t  o f f  t h e  f o o d  p a r t  o f  FDA 

a n d  f u s e  i t  w i t h  s o m e t h i n g  i n  t h e  D e p a r t m e n t  o f  A g r i c u l t u r e  

o n  t h e  p r e m i s e  t h a t  FDA was m o r e  a n d  m o r e  c o n c e r n e d  w i t h  

d r u g s  a n d  t h a t  t h e  f o o d  t h i n g  s h o u l d  b e  a s e p a r a t e  a g e n c y .  

c a n ' t  r e m e m b e r  e x a c t l y  w h e n  t h i s  o c c u r r e d ,  b u t  d i d  t h i s  

o c c u r  w h e n  y o u  w e r e  p r i v y  t o  w h a t  was  g o i n g  o n  a n d  a r e  t h e r e  

a n y  c o m m e n t s  a t  a l l  t h a t  y o u  c a n  make a b o u  t i t ?  

K i n s l o w :  I b e l i e v e  t h a t  t h a t  p r o p o s a l  h a s  come u p  m o r e  t h a n  

o n c e .  I was p r i v y  t o  i t  t o  t h e  e x t e n t  t h a t I k n e w  t h a t  t h i s  

w a s  u n d e r  c o n s i d e r a t i o n .  I a l s o  am h a v i n g  t r o u b l e  w i t h  
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i d e n t i f y i n g  p r e c i s e l y  w h e n  i t  w a s ,  b u t  t h e  C o m m i s s i o n e r  a t  

t h a t  t me s a i d  d o n ' t  w o r r y  a b o u t  i t ,  i t ' s  n o t  g o i n g  t o  

h a p p e n  B u t  t h a t  p r o p o s i t i o n  seems t o  b e  c y c l e d  t h r o u g h  

p e r i o d  c a l l y .  

L o f s v o  d :  T h e  f i r s t  I r e m e m b e r  h e a r i n g  i t  was when  t h e  

H o o v e r  C o m m i s s i o n  r e p o r t e d  a r o u n d  1950 .  And  i t  h a s  s u r f a c e d  

s e v e r a l  t i m e s  s i n c e  t h e n ,  m o s t  r e c e n t l y ,  I t h i n k ,  a b o u t  2 o r  

3 y e d r s  a g o .  G e n e r a l l y ,  t h 2  f d c t  t h a t  i t  w o u l d  r e q u i r e  d u p -  

l i c a t i o n  o f  o f f i c ? ~ ,  s t a f f  a n d  s u p p o r t  g r o u p s  a n d  s o  o n ,  h a s  

b e e n  e n o u g  $ t g  d i s c o u r a g e  a n y b o d y  t r y i n y  t o  make a f u l l -

f l e d g e d  s p l i t  o f  t i l d t  s o r t .  O f  c o u r s e ,  i f  a d r u g  l a w  h a d  

p d s s e d , t h e  o n e  we w e r e  t a l k i n g  a b o u t ,  i t  w o u l d  h a v e  made i t  

s i t i l p l e r  t o  h a v e  d i v i d e d  t i e  A d n i n i s t r a t i o n  b e c d ! ~ s e  t h a t  s t a 

t u t e  was b a s e d  o n  some c o n c e p t s  q u i t e  d i f f e r e n t  f r o m  t h o s e  

i n  t h e  c u r r e n t  F o o d ,  D r u g  a n d  C o s m e t i c  A c t .  

A r e  t h e r e  a n y  o t h e r  s u b j e c t s  t h a t  y o u  t h i n k  o f  t h a t  we 

s h o u l d  i n c l u d e  i n  t h i s  i n t e r v i e w ?  

K i n s l o w :  No, I d o n ' t  t h i n k  s o  a t  t h i s  t i m e .  

Y o u n g :  I f e e l  t h e  s a n e ,  I f e e l  t h a t  we h a v e  h a d  a v e r y  r i c h  

a n d  r e f l e c t i v e  e x p e r i e n c e  a n d  I ' m  v e r y  g r a t e f u l  f o r  y o u r  

t a k i n g  t i n e  f r o m  y o u r  b u s y  s c h e d u l e  t o  g i v e  u s  a d a y  a n d  a 

h a l f  f o r  t h i s  p u r p o s e .  

K i n s l o w :  D e l i g h t e d  t o  d o  i t .  

L o f s v o l d :  I d o n ' t  h a v e  a n y  o t h e r  q u e s t i o n s  a n d  t h a t  n o t e  

seems t o  b e  a g o o d  o n e  t o  c l o s e  o n .  T h a n k  y o u  v e r y  m u c h ,  

M a u r i c e ,  f o r  y o u r  a s s i s t a n c e  i n  o u r  h i s t o r y  p r o j e c t .  
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Interviewee: Maurice D. Kinslow 

Interviewer: Fred L. Lofsvold 

Date: January 30, 1993 

Place: Austin, Texas 



INTRODUCTION 
 

This is a transcript of a taped oral history inter- 
 

view, one of a series conducted by the Food and 
 

Drug Administrations History Office. The inter- 
 

views are with persons, whose recollections may 
 

serve to augment the written record. It is hoped 
 

that these narratives of things past will serve 
 

as one source along with written and pictorial 
 

source materials, for present and future research- 
 

ers. The tapes and transcripts are a part of the 
 

collection of the National Library of Medicine. 
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GENERAL TOPIC OF INIERVIEM: K i f i o n  . . 

NAME: Maurice D. Kinslow NAME: ~ r p d ~ n f n v n l d  
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SIDE 
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CNTAPE 
1 PXE 

Creation of CPEX 
Its effect on FDA 
Rankin speech to F DLI 
Delays in implemen ting C P W  field structure 
Kinslow decides to help Rankin resist 
Delivers FDA draft of organization to Dr. 
Solomon 
CPHtS organizatio n published 
Political assessment of future for FDA and 
Rankin 
Wilbur Cohen evalu ation of FDA motives 
Rankin reaction to 
District Director 

political assessment 
s meet with CPMS and Dr. Ley 

Kinslow discusses CPHtS-FDA relationship with 
industry 
C.C. Johnson orde rs J.K. Kirk to threaten 
industry 



2 A 0 19 Johnson and Kirk continued 
5 20 Kinslow gauges Congressional reaction 
15 21 Secretary Finch leaves FDA in CPEHS for 

10 months 
20 22 CPEIIS abolished but Rankin career ends 

Appendix: Copies of trade press and newspaper articles cited by 
 
Mr. Kinslow during the interview' 
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FL: This FDA oral history interview with Maurice D. Kinslow supplements an 

earlier interview with him conducted on September 16 and 18, 1982, by Dr. James 

Harvey Young, professor of History, Emory University, and Fred L. Lofsvold of 

FDA The present interview is being conducted on January 30, 1993, at Mr. 

Kinslow's home in Austin, Texas. The interviewer is Fred Lofsvold. 

Maurice, in the previous interview we talked at some length about a time in 

FDA history when the agency was submerged in the Consumer Protection and 

Environmental Health Service (CPEHS) and was in serious danger of disappearing 

as a separate agency of the government. Would you care to enlarge a little on that 

period of the time in our history? 

MK: During my original interview, I was not completely positive in my statement 

regarding Dr. Goddard's involvement with the creation of the CPEHS. However, 

upon further reflection and review of documents, I can state unequivocally that he 

was actively promoting this idea. 

Indeed, an article in the Drug Trade News of January 13, 1969, by Stephens 

Rippey, entitled "Dr. Goddard's Dream Fades Away," describes Dr. Goddardl's efforts 

in promoting a new Department of Health which would incorporate the health 

activities and facilities of DHEW (Department of Health, Education, and Welfare) 

plus the environmental health activities. This article indicates that this proposal was 

initially recommended in December of 1966 in a formal memo to thewsecretary 

Gardner. It says that the hierarchy of the department were not enthusiastic about 

this idea, but subsequently a significantly less dramatic organization was created by 

incorporating the Food and Drug Administration and certain of the Public Health 

Service environmental programs. 

However, by the time that organization was created as the Consumer 

Protection and Environmental Health Service on July 1, 1968, Dr. Goddard was no 

longer around to head it, and the organization was headed by Charles C. Johnson. 



FL: I remember that in the spring of 1968 there was a district director's meeting 

that you and I attended at New Orleans where Dr. Goddard and Winton Rankin, the 

deputy commissioner, told us very openly that there was going to be this particular 

organization and that it was expected that Dr. Goddard would head it and that 

Winton would be his deputy. It's my recollection that when Mr. Johnson was named 

the head of that agency there was considerable concern among FDA people that this 

was going to have a very negative impact on the Food and Drug Administration, 

because the hierarchy of the new organization was almost entirely career Public 

Health Service officers with their particular philosophy which differed radically from 

that of F D A  

Then later I remember seeing in the trade press accounts of a speech that Mr. 

Rankin made at FDLI (Food and Drug Law Institute) early in December of 1968 

where he openly requested the assistance of the regulated industry in preserving 

FDA. He said something, I guess, to the effect that if they had an interest in seeing 

that FDA continued as a separate entity, now was the time to come to our assistance. 

MIS: Yes, my first knowledge of that speech you described came on December 5, 

1968, when I received a call in my office from Mr. Rankin. After discussing another 

matter, he asked if I had heard his speech at the Food and Drug Law Institute FDA 

Conference on December 3 in Washington. I had not because of an injury which 

kept me in bed for a couple of days, but I told him I had an employee who had 

attended who could brief me on it. He then asked if I had seen the December 2 

issue of a trade paper, Food Chemical News. I told him I hadn't because I was just 

returning to my office from sick leave. He said that his speech and an article in the 

Food Chemical News would give me the picture. He  went on to say that he intended 

to do what he could to save the FDA. 

He speculated that it might not be possible to do much before !he new 

administration took over on January 20, 1969, but he proposed to do whatever he 



could in the interim. I indicated my interest and my commitment to his stated goal 

and agreed that with Congress out and the holiday season coming it might be difficult 

to do much, but it would be worth trying. He told me he did not want me to make 

any reports to him on this matter. I then thanked him for alerting me to his speech. 

I immediately called in my food and drug officer, Mr. Pat Ryan, for a report 

on the FDLI meeting that he had attended. And after his summary of what the 

speakers said, it was clear to me that Mr. Rankin's speech was the only one of any 

substance. Pat's report suggested that Rankin had dropped a bombshell designed to 

acquaint the conferees with the fact that FDA had taken about as much remganiza- 

tion over the past year or so as it could stand without detracting from its role as an 

effective consumer protection agency. 

Pat recalled an analogy Mr. Rankin used regarding the fact that a fine watch 

needed to be adjusted periodically to keep it in precision working order. He had 

suggested that there were many ways in which it could be adjusted, and one of these 

perhaps would be to set it a fence post and blaze away at it with a shotgun; but in 

his view this would not be a very effective way to achieve the adjustment. 

I was interested to learn that this speech had been delivered with Mr. C. C. 

Johnson sitting on the platform, and according to Pat's report, exhibiting no visible 

reaction to Rankin's speech. In response to a subsequent question from the floor 

asking if the incorporation of the FDA into CPEHS could be construed as a 

downgrading of the FDA's role in consumer protection, Mr. Johnson said, to the 

contrary, he believed the FDA's role had been strengthened by its inclusion in the 

new organization and referred to changes which had been made in relation to this. 

He presumably was referring to transfer of the shellfish certification program and the 

product safety activity to the Food and Drug Administration. 

I located the Food Chemical News of December 2 and found an article in 

which Secretary of DHEW Cohen was said to be rushing the transfer of FDA 

management functions to CPEHS and characterized these as moves which could 



destroy the relative independence of the agency. This was the first time I had any 

hint that these shifts were being contemplated. After reading the article, the full 

impact of my conversation with Mr. Rankin hit me. The hierarchy of the department 

was supporting CPEHS in dismantling the FDA, at least to the degree that it would 

no longer be an identifiable entity with any voice in its own future or the approaches 

which would be taken to solving consumer problems. And Mr. Rankin had put his 

career on the line in an attempt to prevent this. 

FL: Did this statement by Mr. Rankin come as a surprise to you, Maurice? 

MK: Well, I wasn't inordinately surprised by what he had told me. Any reorganiza- 

tion being carried out by an unknown quantity contains the potential for disrupting 

effective operations that are not clearly understood by the reorganizer. There had 

been a number of signs in the preceding months which didn't augur well for the 

FDA. The first of these came a few days after we received our first message from 

Administrator Johnson dated July 1, 1968. Among other things, he had assured us 

that no movement of people into new locations was planned for the immediate 

future. When I asked a Washington-based colleague about her reaction to Mr. 

Johnson's memo, she expressed concern, because she said it contained a flat lie. 

People in Federal Office Building 8 were already on notice they were going to be 

moved. 

Signs of more substance continued to emerge during the months following that 

remark. There was a fight within the task force on organization of the field activities, 

which resulted in a compromise report to Mr. Johnson that was then rewritten by his 

staff before it was sent to Secretary Cohen. I didn't know the details about this, but 

I knew enough to be sure that the rewrite in CPEHS had not been to the FDA's 

advantage. 

Then there had been the continuing delay in the issuance of the details of the 

Consumer Protection and Environmental Health Service organizational statements. 



I think for ease of discussion, I'm going to call that organization CPE now, because 

that was the three-letter designation that we used to use. On September 9,1968, Mr. 

Johnson issued his second employee's memo in which he reported on pragress in 

establishing CPE to that date and predicted hopefully that the task force reports and 

recommendations would be approved by Assistant Secretary for Health, Dr. Philip 

R. Lee, before October 1and he could report the results to us. 

At our district director's conference in Denver on September 13, 1968, 

Commissioner Ley gave us a status report and alerted us to the prospect of being 

called into Washington early in October to discuss the details of this new field 

organization with us. The call came, but the meeting wasn't held until October 25. 

At that meeting we received copies of the field organization task force 

recommendations, which we were told that the secretary had approved, but we were 

further told we shouldn't make any of this public until after the Federal Register 

document covering it was issued. That issuance was expected to come any day, but 

it didn't. Election day came and went, but still there was no Federal Register 

document. On November 7, 1968, at a meeting of FDA employees in the depart- 

mental auditorium, Dr. Lee took full responsibility for the delay and stated it would 

be published within a week to ten days, but it wasn't. 

FL: Your being located at Baltimore, so close to Washington, gave you a lat better 

indication of what was going on. I was out in Denver at the time, and a lot of this 

I didn't even hear of until long afterwards. 

MK: Well, that's very understandable, but it was a mixed blessing being that close 

to Washington. We had the commissioner visit Baltimore District on November 22, 

and when he met with the general staff he gave a few of the highlights of what we 

expected to be in the organizational document. He also told the staff he planned to 

name me as the principal Food and Drug representative in Region Three. This was 



said to the staff without advance warning to me, but the fact that I had no advance 

warning did not diminish my gratitude for this expression of confidence. I concluded 

the publication date must be close at hand in view of his comments. This impression 

was reinforced when Mr. Sam Fine visited the district on November 27. 

FL: Sam was then the . . . What job did he have? He was in Washington then? 

MK: Yes. He was I think then the assistant commissioner for field coordination, 

I believe was the title of that job. However, by the time Mr. Rankin's teiephme call 

to me on December 5, there was still no document published and no firm informa- 

tion about when it would be. 

Another troubling factor was the continuing lack of resolution about what was 

going to happen to our consumer specialists. This appeared to be a power struggle 

between CPE and the department over the transfer of FDA employees, but about 

which the commissioner was being kept in the dark. And finally there was the fact 

that on October 1, 1968, the Divisions of Data Processing, Management Systems and 

Financial Management, and the Office of Policy Management, which was the 

inspector general activity, had been transferred to CPE. Thus there had been ample 

storm warnings to condition me for Mr. Rankin's assertion that he intended to try to 

save the FDA. But I wasn't prepared for the jolt I got when I realized things had 

deteriorated to the point that he felt compelled to throw down the gauntlet in public. 

FL: What was your reaction when you realized what a grave step that Winton was 

taking? 

MK: Well there was really no doubt in my mind about the general course I planned 

to follow. I was determined that I would do everything and anything I could to 

assure the restoration of an effective FDA. My enormous admiration for and 

devotion to Mr. Rankin both as a highly competent and dedicated public servant and 



as one of the finest and most genuine human beings I've ever had the privilege to 

meet would probably have caused me to follow the course I chose even if I hadn't 

been in complete agreement with the goal he sought. But I was totally committed 

to the concept that an effective FDA is in the best interest of the American public, 

so I had no reservations whatsoever. My only concern was whether I would be able 

to contribute anything meaningful. 

On December 9, 1968, my conclusion about the importance of Mr. Rankin's 

speech was confirmed when I saw the trade paper reports about it. In an extensive 

"F-D-C Reports" article headlined, "Deputy Commissioner Rankin Questions the 

Merger of FDA Into CPEHS: In Carefully Worded Speech He Warns Against 

Weakening Essential Food and Drug Services," I found that Mr. Rankin had been 

very blunt. "If you're satisfied with things as they are now going," he told them, 

"relax. But if not satisfied, the agency needed the help of concerned consumers and 

the business community." 

In a shorter and less speculative article, Food ChemicalNews said that while 

not opposing the reorganization, Mr. Rankin had warned against the loss of FDA in 

the CPEHS shuffle. That paper also had a squib which said Secretary Cohen was 

siding with Assistant Secretary Lee's recommendation to retain administration, 

planning, and information functions in FDA rather than centralizing them in CPE as 

recommended by Assistant Secretary Simpson. It said, "Ironically, CPEHS 

Administrator Johnson has opposed the Simpson plan to centralize the service 

operations in his domain." 

I participated on a panel discussing national food protection programs at a 

course in Current Concepts in Food Protection put on by the Environmental Health 

training people at Cincinnati at the Baltimore City Health Department on December 

9. A co-panelist was a milk and food program man from Charlottesville, Virginia, 

who told me the acting CPE representative in Region Three, John Faulkner, was an 



old hiend of C. C. Johnson's. At that moment I felt sure I knew who the regional 

assistant administrator for CPE would be, and I was accurate. 

FL: Then when did you next hear from Rankin as to what he planned to do on 

this subject? 

MK: I received a call from him on December 16, 1968, asking me if it would be 

possible for me to come to Washington, as there was something he wished to discuss 

with me. I asked no questions but responded that I could be there shortly after 

noon. I didn't know what he wanted, but I was excited by the prospect of doing 

something--anything. When I arrived at his office, Mr. Rankin asked me if I could 

do a job for him, and I said I certainly could. 

He showed me two different documents. One discussed the proper placement 

of the FDA in the Department of HEW outside of CPE and recommended such a 

change. The other discussed the things which had occurred to FDA since its 

inclusion in CPE and how these were increasingly diminishing the viability of FDA. 

It was then I learned that the shift of additional management functions to CPE 

probably would not occur, blocked I suspected my Mr. Rankin's speech, but that CPE 

was planning to take control of FDA's field organization. 

The latter explained to me the cryptic comment in the report at the 

commissioner's staff meeting of December 10 to the effect that the Federal Regirter 

document would be published soon with two compromises that CPE had to make to 

get it signed in HEW, and the field would be told about these when the document 

was published. One of the compromises was a complete negation of the very clear 

assurance Mr. Johnson gave the directors on October 25 that the CPE representative 

in the field would not be a line officer but rather would be a coordinator. 

Mr. Rankin said those papers had to be delivered to Dr. Neil Solomon in 

Baltimore that evening. I said I didn't know Dr. Solomon but that I would be 



pleased to assure that they were delivered. Mr. Rankin suggested that he would like 

to talk to me away from his office, intimating he wasn't sure about the security of any 

conversation we might have there. However, we couldn't leave because he was 

waiting for Dr. Ley's return so he could review one of the papers. While I was there 

Mr. Rankin said things were looking up but joked that CPE now required speech 

clearance. He also said that he wasn't welcome at CPE meetings. He attended one 

while Dr. Ley was ill, and they acted like they'd like to castrate him. I said I hoped 

this didn't bother him, and he said he laughed all the way home. 

While waiting for Dr. Ley to return, Mr. Rankin had to make an emergency 

visit to a dentist. So I waited until Dr. Ley arrived and had a chance to see the 

second document. He  gave it to me with the advice that while Dr. Solomon's 

contacts had been with Mr. Rankin, I should tell Solomon that Dr. Ley concurred 

completely with the information and recommendations in the papers I was to deliver. 

When I arrived at Dr. Solomon's home in Baltimore, his wife was not there 

to receive my envelope as planned. Since his son assured me that the doctor was 

expected home for dinner, I left the envelope with him and attached a note 

conveying Dr. Ley's message and signed it. I wondered later what Dr. Solomon, 

whoever he was, would think of a note saying what it did signed my M. D. Kinslow, 

whoever he was. (Laughter) 

FL: Well did you ever find out who Dr. Solomon was? 

MK: Yes. I didn't have to wait long. The next day, which was December 17, 1968, 

an article in the Baltimore newspaper carried an account of the appointment of a 

seventeen-man transitional committee by Secretary-designate Finch to advise him 

prior to his taking on a position of HEW secretary, and it revealed Dr. Solomon's 

significance to me. He was a member of this seventeen-person committee. Then the 

next day, December 18, the Baltimore Evening Sun had an article on Dr. Neil 



Solomon which said a top post in HEW was under consideration for him. I learned 

in that article that he was chairman of Governor (Spiro) Agnew's Advisory Council 

on Health Planning. 

FL: And Governor Agnew had just been elected vice president of the United 

States. 

MK: That is correct. The following day, December 19, 1968, we received a 

message from Commissioner Ley which said the Federal Register document would be 

published the following day on December 20, and that it would indicate the CPE 

field representative, who was technically called the regional assistant administrator, 

was to have responsibility for providing "leadership and supervision" for the total 

CPE effort in the region, but to continue business as usual until we received further 

notice. The next day, December 20, the long-awaited--which is a questionable use 

of the t e rn  (Laughter)--"CPE Statement on Organization, Functions, and Delegations 

of Authority" appeared in the Federal Register. It confirmed the message from Dr. 

Ley and appeared to set up a field organizational structure clearly under line control 

of CPE personnel. We took a wait-and-see attitude in the Baltimore District. 

Three days later, December 23, 1968, trade sheets had stories about the 

Federnl Register document, but of particular interest to me was the fact that the HEW 

press release about the Federal Register document didn't mention the major item of 

importance which was the realignment of authority in the field. 

The next day, which was Christmas Eve, December 24, 1968, I received a 

message from Mr. Rankin advising the district directors to reserve January 8 and 9, 

1969, for a CPE meeting to discuss the recently published CPE field organization 

document to be held in Washington at Federal Office Building #8. The location 

indicated that this was obviously going to be their meeting. 



After I sent my employees home early at that conclusion of our Christmas 

party, a friend of mine dropped by my office unannounced. It didn't take long to 

hear through his light-hearted banter the message that he had been in Washington 

the night before and picked up information he found very interesting. He was 

unraveling it for me to get my reaction, but generally I just let him talk. He  

apparently hadn't heard about the Rankin speech previously. I did express surprise 

at that and chided him for letting his lines of communications go down. He was 

intrigued by the prospects this presented. At least some of his information had 

obviously come from Eugene Hegarty, Congressman Dan Flood's administrative 

assistant, whom my friend had let me know in private conversations he was 

cultivating. 

He said that Mr. Rankin was in a marvelous position. All he had to do was 

reach out and grasp the commissionership and it was his. He said he had some 

powerful people interested in him, and my friend said that Rankin had had this 

opportunity before but was unwilling to take advantage of it. He said Dr. Ley was 

out because he had no stomach for the infighting that was required to acquire or 

maintain power. Several times during his conversation he mentioned what a nice 

man he thought Ken Kirk was. He also described Mr. Rankin as a good man, very 

tough but fair. Ijust let him run on generally without commenting on his statements. 

We concluded our somewhat one-sided conversation when he said he had to 

leave to go to a Christmas party. He invited me to join him, and I told him I'd be 

glad to consider it but I had decided I wouldn't leave until our regular close of 

business at 4:30. And he said it would probably be over by then. Prior to leaving 

he mentioned he thought he'd arrange for Mr. Hegarty to visit an FDA district office, 

but I didn't take the bait. I didn't want to encourage this but thought it was an 

interesting possibility. 

FL: Did it surprise you when your friend indicated that Rankin had a great 

opportunity to become commissioner? 



MK: Well, I was very intrigued by this, and I thought a great deal about it, and I 

wanted to see him personally and discuss it; but I wondered how he would react to 

the speculation. I knew that he had no personal motivation in what he was doing. 

At the time I was considering contacting him over the weekend. But on Saturday, 

December 28, my wife was in bed with a bad cold and three of our children were 

also ill when the lead in Lefton Chinaware incident hit the fan. And I spent the day 

fending off telephone calls from reporters in between fixing meals for my children 

and looking after my sick wife. She continued her illness the following day, so all of 

that pretty well drove the conversation with my friend out of my mind until the 

beginning of the next work week. 

That Monday, December 30, 1968, there was an article in that day's issue of 

the Drug Trade News about Wilbur Cohen issuing the Federal Regirter document of 

December 20, altering FDA's status in one of his last actions as HEW secretary. In 

this article he was quoted as saying, "If FDA were autonomous or semi-autonomous, 

it would be in a position where it would be subjected to greater political pressures. 

But when you say semi, then I know what they are talking about. They mean higher 

salaries for themselves. They believe the closer they are to the secretary's office, the 

higher their pay will be. And putting them down one layer in the organizational 

chart will prevent this." 

I didn't see this article until three days later, but when I did I lost any 

remaining respect I had for Cohen, with whom I had worked very closely when I was 

in Legislative Services and he was assistant secretary for Legislation. If he had said 

that some people in FDA were power hungry, misguided, parochial, or narrow- 

minded, I could have more readily understood it. But to attribute it solely to a desire 

for higher salaries was in my view beneath contempt. 

I spent most of December 30 on Lefton Chinaware, but I had a nagging desire 

to relate my Christmas Eve conversation to Mr. Rankin, and I was looking for an 

excuse to go to Washington. 



FL: Well that shouldn't have been very hard, because you were only forty miles 

away. 

MK: As a matter of fact, it wasn't. The next day, on December 31, I found my 

excuse. The Division of Case Guidance needed the Leftonware information as soon 

as it was ready, so I decided I'd take it to Washington and I'd see Mr. Rankin. I told 

him he owed me a talk, referring to our December 16th conversation, prior to his 

having to go to the dentist. We went to the Hot Shoppe for lunch, and he told me 

about discussing his speech with his wife prior to making it, and she told him to go 

ahead. He said he thought the drug industry was behind Dr. Ley, but he didn't know 

about the food industry. H e  asked me if 1knew of anybody that was doing anything. 

I told him about my Christmas Eve conversation with my friend but omitted the part 

about how my friend thought he was in a position to become the commissioner. We 

discussed the reliability of my friend's information and my belief that I had been 

given an honest account of what he had heard in Washington. 

On the way back to his office, he said there apparently was some feeling his 

speech was intended to undercut Dr. Ley, but it certainly wasn't. He  said Dr. Ley 

couldn't make the speech, and I realized that was because of his short tenure and his 

lack of background on the full range of agency activities, among other reasons. Mr. 

Rankin said the speech had the completely unanticipated result of being viewed as 

a sign of weakness on Dr. Ley's part. My response was that it was better to be said 

and have this result than not to be said. I further told him that my friend said Dr. 

Ley wasn't viewed as being a very strong administrator. Mr. Rankin then said the 

worst possible thing that could happen would be to have another change of 

commissioners right now. He said there had been too much change and that the 

agency needed stability. He said we needed, if at all possible, to retain Dr. Ley as 

commissioner. 

This came as something of a disillusionment to me, although I knew Mr. 

Rankin wasn't trying to unseat Dr. Ley. I felt certain he wasn't doing things due to 

13 
 



personal ambition. I knew him too well to believe that. But now I found myself in 

a position where I couldn't disagree with his view and I must work for Dr. h y .  This 

would have the effect of blocking the man I had thought for over three years should 

be commissioner. I honestly agreed to do my best for Dr. Ley. 

He then said he wanted to show me a memo about acting Regional Food and 

Drug Directors. It was being recommended that I be named for Region Three. I 

told him I'd be pleased to serve for as short or long a period as they wished. 

FL: Did they indicate that you would have to relocate to Charlottesville where the 

regional office of the department was located? 

MK: No, I was able to be the acting Regional Food and Drug Director from 

Baltimore, but the CPE regional assistant administrator was located in Charlottes- 

ville, and I had to go down there a couple of times to meet with him. 

On January 8, I participated in the CPE meeting with the other district 

directors, so that means you were there also, Fred, in Washington, D. C. And that 

meeting had a very dulling effect on me. In refreshing my memory about that time 

I reviewed a Food Chemical News article of January 13, 1969, and it's entitled, 

"CPEHS Johnson Asserts Authority Over FDAers." And it says, "Administrator 

Charles C. Johnson, Jr., laid it on the line to Food and Drug Administration staffers 

to play ball with the CPEHS team or get new jobs or face dismissal." I didn't recall 

that precisely, but I'm sure you will also recall it wasn't a very pleasant session. 

However, the next day we had our own meeting with Dr. Ley and Mr. Rankin. 

And on the basis of confidential information they shared with us about the status of 

FDA, I recall the district directors broke into spontaneous applause. CPEHS was 

dead and didn't know it, but FDA was going forward. I was buoyed by the 

atmosphere created at this meeting by Mr. Rankin. I left immediately after it was 



over to make a trip to Richmond, Virginia, where I had business scheduled for the 

next day, January 10. 

On January 10, I met at 10:30 a.m. with people at the A H. Robins 

Pharmaceutical Company, and at noon I had lunch with Mr. E. Claiborne Robins, 

president of the company, and the recently elected chairman of the board of directors 

of the Pharmaceutical Manufacturers Association. This luncheon gave me an 

opportunity to sound Mr. Robins out on the industry's attitudes about Dr. Ley, and 

I learned that they were strongly supporting him. And I shared with him some of the 

reasons why that support should continue due to the agency's placement in CPEHS. 

I was very excited about the developments of the two prior days. While I was 

in Richmond I decided that I was going to do everything I could to get FDA out of 

CPE. Now I had plenty of ammunition to talk to people about. I was taking on the 

challenge of Charles C. Johnson, who despite Mr. Rankin's optimism obviously wasn't 

going to roll over and play dead. I decided to put my career on the block with Mr. 

Rankin's, and if we lost I would devote myself to remedying the situation. I didn't 

know what I'd be able to do if I lost my job, but I was sure I could find something 

either inside or outside of government, because I was still young enough to find 

something. 

My trip to Dover, Delaware, the following Tuesday to the General Foods 

plant in connection with the self-certification pilot program would provide me with 

my first opportunity. I decided to take up the issue with Hal Golle, my counterpart 

at General Foods in connection with the program, even if I had to take him on cold. 

FL: Maurice, perhaps at this point there ought to be something in the interview 

to explain a little bit about what the self-certification program was. 

MK: It was a pilot project that was designed to permit a company to certify that 

because of its own internal quality control programs, it could certify that its products 

were in compliance with the Food and Drug Law. And General Foods had a large, 



new, state-of-the-art food manufacturing facility in Dover, Delaware, which was in 

the Baltimore District territory. So I, as the Baltimore District director, dealt with 

the company and its officials in establishing and coordinating this pilot program. 

FL: The program broadly speaking was one that was part of the FDA's industry 

education efforts trying to get industry and government involved in the common goal 

of zero defects or improving the quality of the food supply? 

MK: Yes, it was. It came under the aegis of the newly created Bureau of Voluntary 

Compliance, which as you'll recall was headed by General Fred Delmore. 

FL: Yes, who originally had been an employee of FDA, then had gone into World 

War I1 and reached the status of brigadier general, and when he retired came back 

to FDA. 

MK: On January 14, 1969, I made my trip to Dover, Delaware. The meeting with 

General Foods set the stage beautifully for what I wanted to do, because their 

questions about CPEHS left openings I could drive a semitrailer through. On the 

way to lunch I made plans with Hal Golle for a private conversation at the 

conclusion of our regular meeting. When that took place I very candidly told Hal 

what I thought of CPEHS and that I thought it was on a calculated course to destroy 

FDA. 

Hal was very receptive and said that Mr. Cooke, who was "Tex" Cooke, 

chairman of the board of General Foods, already was interested and had expressed 

amazement that Wilbur Cohen had put through a reorganization just thirty days 

before the inauguration of a new president. At first, Hal said Mr. Cooke didn't 

believe the staff was reading the Federal Register accurately. Then they drew up their 

own organizational chart, which I had seen and confirmed during our open meeting 



as being accurate. Hal said one look at the chart told him that if someone wanted 

to design an organizational pattern that wouldn't work, this one would be a classic. 

He  said that Mr. Cooke had been working with others in the industry who were also 

concerned. 

I then unintentionally made a statement I hadn't planned to make. In an 

effort to impress him with my sincerity, I assured him my reading of C. C. Johnson 

was that he meant what he said, that my head was on the block if I opposed him, but 

this matter was of such importance I gladly took that risk even though I didn't know 

what I'd do if this resulted in the loss of my job. I was astonished when Hal said I 

shouldn't worry about that at all. He then asked me if I had any time schedule. At 

first I didn't understand his question. Then I realized he was saying, Had I set any 

limit on leaving government if things didn't get resolved to my satisfaction? I told 

him I wasn't even thinking in those terms. He said if I did conclude things were 

intolerable I should get in touch with him since they "had lots of contacts." 

This came completely out of the blue, and while I was not excited by the 

prospect of being forced to leave FDA or voluntarily leaving because I was gagging 

on CPEHS, it was flattering and, more importantly, comforting to have this kind of 

contact in case I became desperate for some way to support my family. I very 

honestly told him I thought it was kind of him to say that, and then I let it drop. 

But later he asked me again, saying, "Now do I understand you correctly that 

you are satisfied to continue what you are doing now?" I said, "Yes," and he said if 

I changed my mind to let him know. He explained he was saying this because they 

had been favorably impressed during our association on the self-certification 

program. I told him I appreciated his remarks very much. 

He said Mr. Cooke was in Europe at that time but that he was meeting with 

Dr. Ley on January 24, and he, Hal, would be getting information together to brief 

the chairman before that meeting. He felt Mr. Cooke would be most interested in 

the information I had furnished and said to be sure to call him if there was anything 

else I wanted to discuss. 



When I got back to my hotel room I felt about ten feet tall. By a fortunate 

combination of circumstances and my own willingness to follow my own best 

judgment of the situations, I had been able to put in a good word for Herb Ley with 

the chairman of the PMA, and get his message that they were in his comer, and pass 

on ammunition to a confidante of the chairman of the board of General Foods 

Corporation all within less than a week. I felt I had scored a fabulous coup. 

FL: Wasn't it shortly after that then that you went up to West Virginia and 

learned some things from the state people there? 

MK: Well, it was while I was in West Virginia on January 16 meeting with the 

cooperating state officials that I learned this, but I did not learn it from them. 

FL: Oh. 

MK: I learned it during the time I was in West Virginia, and it was a report of what 

I considered to be a bizarre incident involving Charles C. Johnson, the administrator 

of CPEHS, and J. Kenneth Kirk, who was FDA's associate commissioner for 

compliance. And this incredible incident demonstrated the attitude that Administra- 

tor Johnson had for the Food and Drug Administration. On January 15, 1969, Mr. 

Johnson called Mr. Kirk to his office to have Kirk brief him on procedures the 

agency has for administering the law, the legal procedures under which FDA 

operated. Mr. Kirk started his explanation by covering the seizure provisions but 

never got beyond that because it soon developed that what Johnson wanted to do 

was haze and browbeat Mr. Kirk. 

Johnson said he didn't like court actions and pointed out that he, Kirk, was 

in the PHs and he could do things the way PHs does. Johnson said he wanted Kirk 

to send out FDA's guidelines for legal actions to every member of the industry. Kirk 

explained that these weren't tolerances which the agency believed ought to be met; 



rather they represent the point at which the agency feels prepared to go to court. 

He  suggested that, in his view, publicity of them would encourage industry to regress. 

Mr. Johnson then said, "All right. Set up any guidelines you want and put 

them out." Kirk said, "If we start publicizing administrative tolerances on filth, for 

example, it will cause an uproar." Johnson said he wanted them publicized. He said, 

"We want to get the public so aroused it will go to Congress and raise such a stink 

that we'll get more appropriations." Kirk said, "We'd have to put the guidelines in 

the Federal Register as proposals." Johnson said, "We're not going to put them in the 

Federal Regkter. That causes too many delays." He said, "Just consult the experts, 

decide what you want to do, tell every manufacturer in the United States, and that's 

the way it is going to be. If the manufacturers don't meet . . ." 

(Interruption) 

MK: "If the manufacturers don't meet your tolerances, padlock their doors." Kirk 

told him we can't padlock doors under the FD&C Act. Then Johnson asked if the 

agency didn't have injunctive authority under the act. Kirk told him, "It won't work," 

and referred to a precedent case where a lower court had tried this approach but had 

been overruled on appeal. Johnson then said, "If a firm doesn't do what you want, 

we'll go for publicity. That will take care of it. 'The fear of publicity is the way to 

get compliance."' Johnson went on to describe his experiences as assistant public 

health director in New York City explaining how he would discuss with firms that if 

they didn't straighten up, he was going to give their names to reporters. 

This interchange took place during a two-hour conference which was very 

acrimonious and during which Johnson browbeat Kirk. Johnson was directing FDA- 

not suggesting--to adopt an arbitrary procedure which in my view would deny industry 

due process of law. 



The following day on January 17, 1969, I called Hal Golle at General Foods 

and told him I had an incredible story to relate, but that it had come to me from a 

source which I considered unimpeachable. I suggested that since he might want to 

be sure he had it accurately, I'd have no objection to him putting a good stenogra- 

pher on the line with us to take it down in shorthand. He did, and I dictated the 

details of the Charles C. Johnson/J. Kenneth Kirk incident of January 15. After the 

steno was off the line I said I felt sure he would see the implications of the action 

Johnson was directing us to take. He asked why this had happened with Kirk, and 

I explained because he is the associate commissioner for compliance and as such he's 

the commissioner's principal advisor on compliance matters. 

Golle then asked me if he could read some material to me which was 

prepared for Mr. Cooke to see if it had the right flavor and if it was accurate. He 

then read me a very professional analysis of what I had told him on Tuesday. It was 

very thorough and accurate, and I told him it was excellent and then added, "And you 

didn't even take notes." We agreed we might be talking again soon. 

As early as the trade papers of January 13,1969, there were stories of Chicago 

attorney George M. Burditt being under consideration to be named the commissioner 

of the Food and Drugs. During a January 22, 1969, trip to Washington I heard that 

Burditt was claiming that he had the support of Senators Dirksen and Percy to get 

the Food and Drug Administration commissioner's job. Since I had spent the year 

on Capitol Hill in connection with the American Political Science Association's 

Congressional Fellowship Program in 1965, I decided that I would make some 

appointments with people I knew there to see what I could find out about the FDA 

commissioner's job from the Capitol Hill perspective. 

My first appointment was at 500 p.m. on January 23, 1969. I told my contact 

there that I needed a political assessment. After briefly outlining the pertinent 

details, I asked him if there was any way to neutralize Senator Dirksen. He said it 

would be tough, witness the fact that there were two cabinet members from Illinois. 

He said things hadn't developed on the Hill to the point where he knew who the 
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kingmakers in the new administration were. H e  suggested that Dirksen's son-in-law, 

Howard Baker from Tennessee, did a lot of legwork in fronting for Senator Dirksen, 

and he might be a place to start if one wished to try to change Dirksen's view. I 

thanked him for his help, and he said he didn't think he had helped much. 

He then asked where this fellow Johnson fit into all this. He said he had 

heard some unfavorable reports on him. I told him that Charles C. Johnson was the 

Consumer Protection and Environmental Health Service's administrator. My friend 

said he had heard Johnson was "an arrogant ass." I responded that I hadn't heard 

him called that, but we definitely were talking about the same person. I was 

interested to learn that his reputation was preceding him. 

There continued in late January 1969 and into February to be articles in the 

trade press about the possibility of FDA being restored to a semi-autonomous 

position in HEW under the new Nixon-Finch administration. However, after 

reviewing the situation, it was reported in the early March 1969 lay press that 

Secretary Finch had disregarded massive pressures and had decided to keep FDA 

under CPEHS on a permanent basis. A copy of the secretary's February 24 

memorandum was reprinted in one of these trade articles. In this the secretary 

indicated that FDA would continue to be a part of CPEHS. And he concluded by 

saying, "Ibelieve that CPEHS is properly constituted to provide a central focus for 

our efforts to protect the public from environmental and consumer hazards. In the 

months ahead I think we will find that the present organizational structure will 

impart a new vigor in effectiveness to all of these activities." However, in less than 

ten months after that he signed an order which eliminated that organization from the 

government's rolls. 

Despite this decision by Secretary Finch, during the balance of that year, 1969, 

as I mentioned in my earlier interview, at least we in the field to the extent possible 

ignored the Consumer Protection and Environmental Health Service and did as little 

as possible to deal with them in attempting to carry out our responsibilities and 

ignoring them whenever we could. 
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FL: It has always been a matter of regret to me that although Mr. Rankin's efforts 

preserved FDA as an agency of the government, he was not able to save his own 

career. When the reorganization of January 1969was affected, there was no position 

left for him in FDA He was transferred to the department's headquarters and given 

meaningless tasks until he reached the age of fifty-five so he could get his full 

retirement. It was a terrible waste of a very brilliant man. I saw him once during 

that period. Frank Clark, who was RFDD at Seattle, and I were in Washington and 

stopped in to see him. He was his usual cheerful self, but it was obvious that he was 

isolated without any meaningful work. 

Well thanks, Maurice, for all your time and trouble and being so very well 

prepared for this i n t e ~ e w .  I think it will amplify some of the things that we've 

discussed previously when Harvey Young was with us and will complete this 

important bit of FDA history that so far as I know is not recorded anywhere in the 

files. 
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after which it is 

made in the proposed new section on 
not solicit professional practice 
with his opportunity to advance his , / C 

serviceto pa\ .
i . . ., 

I 'The Judicial Bo report a t  Chicago was made Chairman Kenneth Griswold, . . 

secty. of the NY pharmacy bo . It was followed by an dress  by the asst. staff director of 
J the H-E-W Task Force on Rx Dr s, Dr. Mark Novit ,and a panel of community pharma- 

cists  discussing the task force's r e  rt. , 
. . . . 

v n m  comAents f  r o minirited, Delegate William Arland of Shelby- A 
ville, hd.,reresent ing the American Co of Apothecaries, unleashed gales of laughter 
it\ z~~ b s e ~ v z t i o na ~ o u t  
  aining o'All'you need .the extent o eded for a pharmacist's aide. 


is a good-looking broad who can t " he said. 
 .. , 

. .  . 
22.:; r.:~~ s s n . ' s  PR program "stinks," and applied the 

Week materials. He termed NatL Pharmacy Week 
its PR efforts to such health a reas  as stroke, 

as minority employment and . . 
;.. .saying it should spend 
.; . .. .  . 

."LAME DUCK" H-E-W SECTY. COHEN RUSHING TRANSFER OF FDA MANAGEMENT FUNCTIONS 
 
t 0  CPEHS; MOVES COULD D E S T R O Y  K t l A T I V k  INDEPENDENCE OF REGULATORY AGtNCY 
  . . .. .-..-----.--- ---- . .

. '  .. . .Destruction of the Food & Drug Administration (FDA) a s  a relatively independent 
regulatory agency of the govt. is imminent i s  "lame duck" H-E-W Secty. Cohen is reported 

: , a '  

to be speeding up reorganization steps apparently designed to transfer effective management . " .  . '. .and control of FDA operations -- a s  well policy -- into the topside of the pew Consumer . . .
Protection & Environmental Health Service :(CPE,HS). 

. : I
The program of change', which Cohen ik feverishly before vacating hi? office . . 

. .to make way for Nixon's appointee, i s  creating the impression that he wants to leave 
 
FDA in a "Humpty-Dumpty" situation from which it can never be restored. . ...., , . .. . I  . . .
 

, . . . . .  

Over the years, FDA has learned to live within the policy-making framework of 
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conceivably Could Lead to' the diversion money, manpox 
. d energy away mom PUA's  regulatory and s c l e n t u ~ ~ s .  

In fact, there is already some outside evidence to indicate that CPLWGhx; btr:c:rr 
leeching off FDA in the personnel area. Created at  a time when ilrnlthtions on the hiring a 

, Feplacing of g p t .  personnel were imposed for b~d~e t ' r ea sons ,  CPEHS is understood to ha 
lumped FDA's limited quotas into its own and to have used budget availabilities for the sta 
of its own operations. 

. . 

- \\lI~c~ifirst broached, there appcarcd to be some philosophical basis for combining 
tl~cwork of FDA with H-E-W's environmental health activities. But there was no 
~.ci lcvidcrice at the Nov. 25-26 Airlie House, Va., conference on Human Ecology 
that tlicre is any advantage i n  having FDA and environmental health together (see . 
next story). . . I 

,. -' FDA Com. Ley is so ne* in his j,ob that there hasn't been time enough to evalu 
whether he has the leadership, skill and will to conduct an "inside figW1 to preserve FDf 
relative independence, a t  least until the Niion Administration comes in and can take a frc 
look at the CPEHS reorganization a s  well a s  the status of the regulatory agency. . 

Also, there iS no current reading on how the regulated industries feel about t t  
new position of FDA and the potential threat to i ts  status a s  a relatively independent ager 
In the past, there was some opinion among the leadership in the regulated industries that 
an effective FDA serves a s  a buffer on Capitol Hill and in the public arena. 

No major protests were raised in industry when FDA was merged with enviror 
mental health, but this might have been on the assumption that C P E m  control would be 1 
a formality. This kind of assumption seldom is valid in govt. 

Calif. Lt. Gov. Finch Still Best Guess' For H-E-W Secretaryship 

There was confirmationjduripg the wekk, both on the West Coast and in Washii 
that Calif. Lt. Gov. Finch, a close , f r i e ~ d  of President-elect Nixon, is the top candidate f (  
the H-E-W secretaryship ("The Pink Sheet" Nov. 25). \ ~ e  is widely regarded a s  a GOP 
moderate and his acceptance of the cabinet post apparently hinges on whether GOP Sen. 
Murphy plans to step aside in 1970 so Finch could run for the Calif. Senate seat. 

The Nixon ~ d m i n i s t r a t d n  also has on6 undersecretaryship and five asst. secr 
ships to fill in the H-E-W topside.' The 162-page book ---- titled "Policy and Supporting I 
tions" which was published by the House Post Office & Civil Service Cmte. a s  a quid( 
the jobs automatically open for appointment by a new president does not list any pdsitior 
either FDA o r  CPEHS. 

i 

It can be assumed, however, that a new President or H-E-W Secretary could find a 
way to replace an FDA commissioner, i f  either felt there was need to do SO. There 
have been no hints or indications of any kind that Com. Ley's job is in danger. 

I 

Recruitment and selection of people for topside policy jobs in t h e ~ i x o n  Admi 
tration is  being coordinated by Harry S. Flemming, 28-year old V P  in a small Alexandr 
Va., electronics firm, and son of former H-E-W Se.cty. E'lammin3 in the Eisenhower 
Administration. Working with Flemming a r e  13 experts in various a reas  of govt. activi 
and they hope to fill 2,000 policy posts, paying between $20,000 and $28,000, by Jan. 20. 
Nixon is concentrating on 300 higher echelon jobs paying up to $35,000. Important to 
industries regulated by FDA. is the post now held by Asst. H-E-WSecty. Lee. . ' 

. .  . . ,.
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December 9, 1968 	 F-D-C Reports / 
I 

DEPUTY Coi l .  R A N K I N  QLIESTIONS T I E  M E R G E R  OF FDA INTO CPCRS; I N  CAREFULLY 
LVORDED SPEECH, H E  WARNS AGAINST WEAI<ENING "ESSENTIAL FOOD & D R U G  S - L L ~ ~  

\ 

Deputy Com. Winton Hankin Dec. 3 questioned the wisdom of merging FDA into the 
the Consumcr Protection & Environmental Health Service (CPEHS). In a carefully worded 
speech that has to be interpreted against the background of recent reorganization moves by 
the "lame duck" H-E-W Dept. topside, Rankin warned against actions which weaken o r  destro. 
"essential food and drug services." I '  

i 
An SRO crowed at the FDA-Food & Drug ad Institute (FDLI) meeting heard Ranki 

warn that "it is important for all of us.-- you conspmers, you businessmen,, and we in govt. 
to guard against a situation in which effective'and essential food and dmg activities a re los t ;  
harmfully diluted." The joint FDA-FDLI educational cdnference Dec, 3-4 drew .a 753 regis
tration. I 

. . 

O"lfyou consumers and you 'in industry are satisfied'with things as they are now going, 
then you can relax and cheer at whatever success or failure we achieve," Rankin con- 
cluded. "If you are not satisfied, we need help." I 

! 
In the lead-up to this sharp, but wry, comment, Rankin declared that the Food & 

Drug Administration (FDA1 does "not exercise therfull control over our program o r  the fate 
of the regulated industries that some might imagil(e. Our activities must be responsive to 
many controlling factors." I 

I 

Listing the factors controlling FDA, he included: ' T h e  directives of our supervise 
in the Executive Branch and the support they give; the organizational structure within which 
we operate; and other factors." i 

Rankin Could Become A Hero Or Martyr Depending On What Nixon's H-E-W Does 

Rankin also listed two other factors a s  controlling FDA: "The wishes of the pub1 
as expressed through substantive legislation and appropriations that do o r  do not allow for  ef 
fective administration" and "the willingness of the regulated,induqtries themselves to partic: 
pate in worthwhile control measures rather than fighting u s  a t  every turn." 

CPEHS Administrator C. C. Johnson and FDA Com. Ley sa t  nearby on the podium 
,apparently un~erturbed,  a s  R a n k i  spoke. .Earlier  in the same morning session, Johnson anc 
Ley had delivered prepared talks. Johnson's defended the H-E-W/PHG/CPEHS/FDA align
meit, w h i l e , ~ e ~ ' s , ~ b i l i e da s  his "first public address since he became commissid,p@'~l;~d1~!1 
merely mentioned CPEHS in passing. Ley talkea about; drug regulatory matters (see separa- . .  .story). . 	 !. , . 

0	Rankin never criticized the CPEHS-FDA linkup directly, but he left no doubt that 
he disapproved strongly of high-level plans to transfer key FDA management func- 
tions into CPEHS ("The Pink Sheet" Dec. 2, page 28). 

j 

Only a handful of topside FDA-ers attended dhe FDLI conference, but the news spl 
yapidly and the halls,of Crystal Plaza'buzzed. Delivered with more fervor than he normally 
displays, Rankin1s remarks carefullyskirted the line of loyalty to the "lame duck" H-E-W 
administration. I . .  

. 	 . . . 
A s  news of the speech spread, ank kin, who iA probably on; of t h ~  lea# t r lk ly  mer 

win a popularity contest within FDA, was hailed by the workers id the ranks & either a 
kro  or a martyr, depending on whether the Nixon Adqhistration decides to revoke the FDf 
mtt~merger, o r  at least reverse the transferof FDA management functions into the 

: OPi?i!4 I ~ . ~ + H I N B ,  . 	 . . ., . . . . < ,I . . . .. . 1 .  . . .  ,! , . ,. . .  ..,' . 
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Ranlcin did not divulge what got his dander up, bJt it  was !mown that he revised his 
preuared text substantially at  the last minute. His talk was titled "The FDA Program for  
196911 and it started with,a review of the evolution. of the agency's fiscal 1968-69 budget. .But 
then he turned to the administrative structure: ! 

0 "Last July," Rankin said, 'Ithe FDA, already a part of the Public Health Service, 
following a reorganization a few months earlier, became part of CPEHS of PHs. This per- 
mits a single agency to give i ts  attention to the various pollutants and hazard.  that confront 
man because of his changing environment and the products he uses. 

0 "The Service can now look at the air  pollutants, the food pollutants, the drugs, 
which some people ~ e l j ~ das pollutants, the various industrial mdhousehold poisons, the 
hazardous products man uses, and so  forth, and be in a position to determine the significance 
of any one of them o r  any combination of them. A t  least we hope to be able to do fhis. , 

0 " ~ h e r eare a couple of potential problems in this arrangement that should be kept in . 
mind" Rankin continued, explaining: "the control of traffic in food and drugs is a 
highly specialized activity in the U.S.; the system has, evolved over more than two 
generations. Some of the other consumer protection systems now under the same 
supervision are relatively young. i

1 

0"There is no doubt.1v Rankin said, "that &me of the expertise which FDA has 
developed should prove useful to our companion ageniies. I We are  - d o u s  to help out i n  any. :': 
proper way. But it i s  important for all  of us -- you consumers, you businessmen, and we in,^ 
p ~ t  against a situation in which effective and'essential food and drug activities -- to p;-d 
L-s :2sk 2r .-:.....: I..- ...dly diluted. 

! 

9 "Doii't misunderstand me; I am not opposed to general consumer protection -- I " 

support it. But I would view with the greatest concern, general consumer protection meas- 
ures that subsist at the expense of an established effective mechanism for insuring pure food 
and drugs." 

Congress Blamed In Part For Slowdown On Voluntary Compliance Programs 

Rankin went on to say  that a second "potential problem'' was "how to foster con- 
tinuing evolution of food and drug control to meet the needs of changing times without destroy- 
ing portions of that control, already developed and already serving a useful purpose." He said 
FDA "must continue to change" if it is to respond to society's needs, "but the change needs to 
be orderly, carefully thought out and constructive." . .! 

Some changes "that have been considered recently," Rankin said, "do not appear, . 
to meet these c r i t e r i a "  He mentioned only one, the proposal -- which "fortunately has re- 
ceived little support" -- to aiiopt a system of new drug approval similar to England's.. 

"It would be a serious mistake," he said "to throw our plan of control overboard 
in favor of a less  well-developed and less effective one from another country that is only now 
beginning to catch up with the progress wahave made over the past 30 years." 

With referenbe to future changes in FDA, Rankin said, "we have to tinker with (it) 
to keep it up to date, just as you have to tinker with a fine watch occasionally to be sure it 
keeps the correct time." He said placing the watch on a fencepost and bla5ing away w\th t i.y',!+,I,shotgun "would have a very small  chance of success" and,I1perhaps it would be wise b i a ~i 

,the buckshot approach as we tinker with food and drug controlo1 



I 

- , '  
3: :ja!m'ary Compliance reccivcd only 0.7576, compared with 3dYb for field iorces, 3%ior 
~,,>Ledand 21% for the Bureau of Science. 

./ 
Among his observations derived from the percentage breakdown, Rankin said, w& 

th.2t "FDA has not been very successful in getting funds to support the voluntary compliance 
effort." This, he said, i s  "the result of a number of influences" and "one of the most im- 
cartant (of these) is a belief" in some quarters that industry is "not ready to assume a sig
nificantly changed role; that the time for much more reliance on industry self-control i s  not 
here." 

"This view is not restricted to the Executive Branch," he said, adding that a con- 
gressional cmte. (House Appropriations) "in approving our funds. ..singled out vol- 
untary compliance as an area that is not to receive an increased push." 

He was referring to a restriction included in the May 22, 1967, report of the House 
*:-.?:+riations Cmte. on the Labor-H-E-W appropriations bill for fiscal 1967-68. In the sec.A 
 

:i3?. delling with FDA, the report said the cmte., in cutting $524,000 from the $66,749,000 
3ulqe: request for FDA, did not intend that any part of the reduction be applied to NDA ap- 
proval work, o r  to drug efficacy studies. 

Instead, the report said, "the activities on which the cmte. establishes a lower mi. -britv include education'and voluntarv compliance; food standards activities, including re -  
search; fa i r  packaging and labeling; and the old-line activity of regulatory compliance" (em- 
phasis supplied). 

Later Rankin discussed self-certification in the food industry, saying that initially 
i t  would "take more FDA manpower than the conventional approach" and "I had hoped we cOu 
spend that manpower on several  trials1' to answer vital questions. One of these questions, he 
said, was: "When, if ever, should we consider extension of this control mechanism to drug 
mfrs.?" 

C. C. Johnson, CPEHS' Head, Defends Placement Of FDA In His Bureau 
L
r

"Whether we will ever learn the answers remains to be seen," Rankin declared. 
"We don'thave the funds o r  manpower to run a test  today on the scale needed to get good 
answers" as  to the practicability of self-certification, "and if the current de-emphasis on 
FDA's voluntary compliance activities continues, then the self-certification (program) is 
headed down the drain." 

During an hour-long &&A session that followed the speeches by Johnson, Ley and 
Rankin, the deputy FDA head noted that FDA's attention to economic violations in the food ir 
dustry, as well as to voluntary compliance, was curtailed by the House c m t e . ' ~  report. 

"Congress did this to us,I1 he sald. llThct~e'snot n thing we can da. ,,Wa cannot 
increase attention (to these program) without receiving the wrath of the cmte., and 
that wrath would be reflected in  a drastic way." 

The question which prompted Rankin's remarks concerned the ways in which con- 
s u n e r s  could increase FDA's attention to their interests. "What can you do?" Rankin askel 
"You can let Congress know if you're not satisfied." 

Johnson's prepared talk dealt with the broad goals of CPEHSwhich, he said, was 
created "in a time when our Nation had reached -- or  a t  the very least was rapidly approac 
ing -- an environmental crisis. He enumerated eight environmental problems. The seventl 
he listed was that "the world clamors for  new miracle drugs produced by pharmaceuticdl rt 
search to treat  specific disease problems. Yet, in spite of our best efforts.. .they often prl 
duce unforseen side effects, and may even offer sinister genetic threats." (More: 



q :: . : 
Furlhcrmorc, hc addcd, "what lhcse new chemical formulations mean in terms of 
 

the total chemical assault on modern man is an a rea  we have not even begun to explore." 
 
' i:,$ 

In creating CPEI-IS and placing FDA, a i r  pollution control'and environmental con- 
&.., .,'I L : .......i t?  Sahnsan said, II-E-W recognized that the U.S. is "courting inevitable 'disaster" 
~ d e s sit l e a n s ,  "a id  learns quickly, to apply h e  scientific knowledge we have.. .to the 
 
problems of environment.. i
. 'I 

i 

"In our organizational structure," Johnson said, we have at last  taken account of 
the interdependence and interrelatedness of all environmental factors a s  they atfect man.. . 
A s  a direct result of the creation of CPEHS, FDA has assumed sti l l  more responsibilities -
in shelliish certification, training, and product safety.'' i 

He mentioned BuMedls new Gffice of Product Satetv, with its divs. of poison con- 
trol, hazardous substances, community studies, pesticide registration and safety services, 
and said it "will be perfectly a t  home because of course'^^^ has long experience with produq 
hazards and their control." t 

The fact that FDA is now a part of CPEHS "will in no way diminish bhe effective- 
ness of the FDA in carrying out its several complex responsibilities," Johnson said. 
"Indeed," he added, "as time goes on and as we succeed in defining more precisely I
the adverse effects on man of contaminants, whtever their source, PDA should bet* , 1111 1 .T
able to perform its mission even better than it gan today./' 

I ( !  

Johnson went on to say FDA "needs the support of consumer protection programs 
at  state and local levels of govt. There is a lack of such programs now.. .We need, and 1 h o p  
we can obtain, authority for  H-E-W to fill the void, by providing financial and technical assis- 
tance for that purpose." 

CPEHS' Johnson Promises To Speak For FDA TOH-E-W Secty. In.Loud Voice 

Then he mentioned examples of FDA's "strengthening its ties" with non-federal 
 
govt. units and he advocated publication of a natl. drug compendium, premarketing clearance 
 
of medical devices and imprinting "each tablet and capsule" with the drug's identity code to 
 
assist  in poison control activities. I 8 
 

i - During the Q&A period, Johnson said Secty. Fohen decided to se t  up CPEHS after 
"an administrative study of the various activities within H-E-W found that certain opera- 
tions.. .were being carried on in four o r  five places.. .I1 

.. . 
Responding to a question, "Has CPEHS pushed FDA down one more layer in the . 
structure 7" Johnson said "We have not in any way reduced the stature of FDA" and 
"if  I do my job(properly), I will have a loud voice in;meeting the respdnsibility of ' 

FDA to the secretary .I1 

I 
In further defense of the new hierarchy, Johnson said: "If all federal agencies re- 

ported directly to the President, i t  might seem better, t$t the govt. is just too big.. ." This, 
he said, was why CPEHS was created in a "conformatioli that does not just respect one part  
of the total environmental problem." . 

I
1 
I 

To another question, Johnson replied that by bringing FDA into the overall environ- 
mental scheme CPEHS "will &diminish the emphasis FDA brings, but will re-relate it (and: 
consider the total impact of toxic insults on man. We believe this strewthens rather than 
weakens CPEHS; that it strenqthens rather than weakens SDA. Also, i t  reflects (the thinking 
of) the President's advisory body, the Bureau of the Buqget. @e1renot doing enough, anywher, . .
but we don't want to drag one (agency) down to push another UD.: . . . ,.. . . 

. . . . , . . . . . 
- -- ... . . 
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After reading a three-part written question -- "Is there any understanding with the 
new administration regarding CPEHS? How will Nixon influence i t? What effect will the 

tchange in administration have?" -- Johnson said: 
. . 

"I can assure  you that President-elect has 'not invited me down to Florida or to MI( 
On the other hand, Congressman Laird is interested ("The Pink Sheet" Dec. 2, page 30). ,If hi 
in any way evidences the concerns1 of the President-elect, then I would say we a r e  going to get 
continued strong support. There a r e  certain positions they consider career-type positions. 
Dr. Ley and I like to.labor under the apprehension that we're in career-type positions." 

REPRESENTATIONS HAVE BEEN MADE TO PRESIDENT-ELECT NlXON ON FUTURE STATUS 
 
OF FDA; TIE TO H-E-W SUBCABINET LEVEL INSURES POLITICAL RESPONSIBILITY 
 

I ,'! , I  1 a*;,f.
Skanq representations aga~ns t  downgrading the status of the Food & Dtdg hdmin- 

s t ra t ion  (FDA) within the H-k-W Uept. have been made to President-elect Nixon, and to key 
officials on his new sfff, by people whohave been personally and politically close to the new 
President for years. ! 

I 

An effort i s  being made to secure for.FDA the status and relative independence it 
had before it was merged into the Consumer Pcotection & Environmental Health Service 
(CPEHS) via an-inside H-E-W reorganization b t  July. Supporters of FDA pushed the "panic 
button" on the basis of reports that "lame ducke1 H-E-W Secty. Cohen was planning to transfe 
important management functions from the agency to CPEHS. 

At this late hour, a rush by Cohen to implement a six-month old reorganization 
with directives transferringkey FDA management functions would take on the $ppevance Of 
being a political play designea to deprive Nixon's H-E-W topside 01its CnOlCeS ana OptlOnS. 

0	In any event -- whether Cohen decides to sign or withhold the reporbed FDA manage- 
ment directives -- there will be a "new ball game" starting Jan. 21  when Calif. Lt. 
Gov. Robert H. Finch, expected to be named H-E-W secty. over the weekend, takes 
office. Any last-minute Cohen directive in effect on Jan. 20 could be revoked with 
one word. I 

, 
A key appointment for  the future of FDA -- as well as the nation's entire medical 

care  and biomedical research-education programs -- i s  the selection of an H-E-W asst. 
,sectv. to succeed Dr. Phil Lee. Among candidates for this post a r e  Mo. GOP Rep. Thomas 

Curtis, defeatedfor re-election. Though he is not an MD, he reportedw has some support 
within AMA lor the post. Best guess is that the Nxon Administration will look for an MD or  
for someone prominent in science o r  its administration. 

All of the positions in the H-E-W topside a r e  in the "politiaal" catetory, including 
the undersecty, and the asst. sectys. -- with the possible exception of Asst. Sectg.-Comptrol 
ler  James Kelly, whose name i s  not listed in  "the book" being used by the Nixon Administra. 
tion for key appointments. A career  man, Kelly, of course, could be transferred from this 
job, but might be kept on to provide budget continuity. 

Partisans of FDA concede that the agency cannot be completely independent and. 
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gencies . . reported directly to the President, it might seem better, but govt. i s  just too 
big.. At issue isnot FDA reportingto the H-E-WSecty.,;but only dircat to azuhc:hinltt lr>-~r:l. 

I 
Johnson confirmed the worst fears of FDA supdorters when he told the law meetlno 

,I.,.. .....,. "XT &, :ny job (properly), I will hnvc a loud voice in meeting the responsibility of FDA'
:.> 212 sccly." l is  nppayently n1m.n~that FDA has been submerged another level in the dept. 
and that i t s  contact with the H-0-W topside -- even with an asst. secty. -- will prlmarily be 
through an "outsider" whose major . interest is in another 'area. 

The objection i s  not to Johnson personally, who appears to be one of the ks,\
govt, men in the long-ignored a rea  of environmental health. The pro-DA-ers  lapp&ntly 
feel the backlog of. work to be done in environmental health is so  great that men' like Johnson 
should devote their entire time and attention to it. I 

0	Restoration of FDA to a level in  the dept. where it would have access at least to 
the staff of an asst. secty. would inject the element of political responsibility into. 
tlic activities of the regulatory agency. Transfer of FDA into CPEHS has been de- 
fended on the ground that this puts an extra layer between the regulatory agency and 
the political area, but it is debatable whether this is a desirable objective. 

Another Nixon appointment that could be of potential importance to agencies in the 
H-E-W conglomerate i s  the anticipated naming of R?y Lawrence Ash, head of Litton Industries 
and a close friend of the President-elect, to head a campaign-promised Commission on Govt. 
Reorganization. Ash is a pioneer in systems planning for "big science," and his conglomerate 
includes elements with howledge of the health field -- Medical Economics and other related 
publishing enterprises; systems approaches to medical education and research. 

Finch's private discussions on a possible reorganization of B-E-W move in  the op- 
posite direction from the usual approach. Generally, the thought has been that H-E-W would 
have to be split up someday, but Finch reportedly has broached the merging of other cabinet 
functions into H-E-W to make a Dept. of Human Resources. 

d e r t .  It is nlavailable.to , ,the .. patied . .

on prescription. 

We therefore are currently revising our i i  

ent of Anesthesia. j 

. . 

/nience we aie encloiing a copy of our most recent benthrane b a c k p  insert. 
cooperation. . . i 

--.*-	 . . 
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Food and Drug Administration Deputy omm missioner Ranktn last week warned 
of "potential problems" inherent in the merging of FDA into the newly-created 
Consumer P r o t e c t i ~ n  and Environmental Health Service. 

While not opposing the reorganization, he warned against FDA's program gettiz 
lost in the broad environmental program of CPEHS and als~o expressed concern 
lest broad changes which a m  not carefully thought out be made in FDA's operat 

Rankin's comments in a speech before last  week's meetixig sponsored by FDA 
and the Food and Drug Law Institute in Washington were regarded by insiders 
as  courageous. His were the only reservations expressed from the rostrum 
during the day-and-a-half meeting about the new CPEHS setup within the Health 
Education and Welfare Department. 

Desplte strong assurances during the meeting from CPEHS Administrator 
Johnson that ':we have not reduced the st&urel' of FDA, many of those who 
attended the meeting expressed concern \n the corridors about the new status 

'1, 1 1of FDA. 
v 1 ,  

There was no public acknowledgementthat FDA is no longer the separate entity 
it was at the time of la& year ' s  FDLI meeting. 

Rankin said in his speechthat ,  III would view with the greatest concern general, 
consumer protection measures that subsist at the expense of an established 
effective mechanism for insuring pure food and drugs. Asking the audience' 
not to  '"misunderstand me,"  the Deputy commissioner said, "I am not oppose 
to general consumer protection - - I support it. I I However, he explained his ?, 

concern, a s  follows: . , 
; . ,  . . . .

I 1  . . . the control of traffic in food and drugs is a highly . ., . .  
. 
,. . .  . . .: 

specialized activity i n  the United States; the system has . I . .  ' , .'I 
&I Ill[ !/ 1 ,,,.;'evolved over more than two generations. Some of the: .: l ,  , I.,, ;. . . .. . .other consumer protection systems nowlunder the same 
' 

',, 

supervision a r e  relatively young.'' There is no doubt that 
some of the expertise which FDA has developed should 

,.j.:p,. . : <. , .  
. . . . ... . 

. . 

prove useful t o  our companion agencies. We are  anxious . . ~ ,. 
 

to  help out in. any proper way. But it is important far 
 
al l  of us - - you consumers, you .businessmen, and we in : 
 
government - - to  guard against:: a situation in which 
 
effective and essential food and drug activities a r e  lost , : 
 
or  harmfully diluted. I '  
  I! 

! . .  . 
I 

The long-time FDA-er said a "second potenti& problem is,how t o  foster con- 
tinuing e'volution of food and drug control t o  meet the needs of changing t imes  
without destroying worthwhile portions of thalt control, already develpped and 
already serving a useful purpose. " . . . . . .  . . . 

... ~ 

~ 
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Again Rankin made the disclaimer "lest I be misunderstood" that "I do not ODDose -. 
change - - I favor it ,  and the record of the past several  years  shows that FDA 
has undergone dramatic change. I t  The Deputy Commissioner said FDA must 
I 1  continue t o  change if it i s  to  be responsivk~ to  the needs of our society, I '  but 
he added that "the change needs to  be orderly,' carefully thought out and . 

Iconstructive. 11 

I 
I 

Some changes "that have been considered recently do not appear to  meet these 
cr i ter ia ,"  Rankin said, giving a s  anexample a.proposa1 that the New Drug 
Application be abandoned. He continued: 

. 
"We have to tinker with food and drug control t o  keep it 
 
up-to-date just a s  you have to tinker with a fine watch > 
 

. , . . 
occasionally to  be sure  i t  keeps the correct  time. 
. . . there a r e  many ways you can tinker with a watch. ;, . ' 

. . 

Some a re  good. One that would have a v e r y  small chance ' . ,  . 
. . I 
of success would be to  place the w$ch on a fence post and 

, 0blaze away at it with a shdtgun loaged with buckshot. 
Perhaps it would be wise to avoid the buckshot approach 
a s  we tinker with food and drug control. " 

Johnson told FDLI that, "The fact that FDA is now a part of the CPEHS will 
in no way diminish the ef iyt iveness  of the FDA in carrying ou 4 i ts  severa 1 
complex responsibilities. He said that as time goes on and gs we succeed 
in defining more precisely the adverse e  f f w 
whatever their source, the FDA should be able to  perform i t s  inission even 
better than it can today. " 

A s  a:result  of the creation of CPEHS, Johnson said, "the FDA assumed still  
more responsibilities - - in shellfish certification, training, &d product safetz. " 
A s  an example, the CPEHS Administrator noted establishment of the Office of 
Product Safety in FDA's Bureau of Medicine (See FOOD CHEMtCAL NEWS, .Dec. 2 ,  Page 13). He said the Office "over the next few years  will inspect the 
labeling of some 4,200 marketed products containing components which could I 
cause injury o r  death; it will also determine the toxicity of the approximately . 
200 products associated with the most serious injuries." 

. . ' . 

Johnson promised to  represent a strong voice for FDA at the HEW ~ e c r e t a r v  I:
level. *. : i l l  i.1 - :I I 

I!I 
Asked about his position under the Nixon Administration, Johnson said he has ,
I tno inside information. " How.ever, he said the interest in CPEHS displayed 
by Rep. Laird (R-Wis.) (See FOOD CHEMICAL NEWS, Dec.' 2, Page 8) may 
reflect Nixon's position. Noting that ca reer  officials a r e  usually not replaced 
by a new Administration, while political appointees a r e  usu'ally replaced, 
Johnson said he and.FDA Commissioner.Ley "like t o  labor under the apprehension 

. .  , , .. . .that we're in career-type positions. ' I .  

! . I ,  . . 

0 . . . -. . .~... -
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mary and conclusions this  week 
o r  next in a low key manner des ent any undue public concern. A final NAS 
report i s  expected by the end of 

E S E  C R E  T A  R Y bohen is erpe'cted - t o  s i d e  with Assistant Secretary f o r ' ~ i a i t h  
Lee 's  recommendation to  retain administration, planning, and information functions 
within FDA, Environmental Control, and A i r  Pollution, rather than centralize the s e r -  
vices in CPEHS as  recommended by Assistant Secretary for Administration Simpson. 
Ironically, CPEHS Administrator Johnson has opposed the Simpson vlan to  centralize 
fhe service operations in his  domain., 

B ULLET I N  - - Federal Register for Consumers - - has 
the Council of the Administrative Conference and will be 

Conference meeting tomorrow (See FOOD CHEMICAL 

B E T T Y  F Affairs, to1 
the annual 

Ccingress "will count 

&to re t i re  a s  President of California 

Statements on sou 

onate composition;" ' 

A S S O C I A TIO:N named chemist Dr. Norman F. 
Harold D. Goulden, who retired Nov. 1 

suburb. 
I 
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liy filicl~ncl lYciss mcntioncd a s  a leading candi- : 
Dr. Ncil Solomon, chairman of date for state sccre~ary o f !  

Govrmor Agncw's Advisory health, a position Ihc General . ,;

Co~iocil on Ilcalth Planning, is Assembly is expecltd to create undcr consitlcralion for a top 	 : 
,)
at its 1DGD scsslon. position .in tilt Departrncnt oi . " 

I , : 
 
Health, Education and Wcliure Advisory Council , -

undcr the Nison administration, Tile 74-rncinbcr sEate council : 


Dr. Solomon, 36, a pl~ysiologisl 
 which Dr. Solornoii was appoint. I i 
on ti^? staffs of tile Univcrsity 01 ed to liead in July was e ~ t a + ~ \ l'h1aryl3nd School of Medicine lished under federal lay to

.
and llie Johns Hopkins Scllool of 
Medicine, has becn mentioned vise state oflicials on plnnning 
 
as a possibilily for either Under to meet health needs. 
 
Secrciary of Health, the second Dr. Solomon reaeived his 
 
'ran1;ing position in the dcpart- mcdicnl dcgrce from Wcstcril 
 
ment, or one of several assistant Reserve University Medical 
secretarships. 	 

I 
 
1 School in 1961, scrvcd his rcsi- : 

L,...... L.; ...... :.;......... dency and iotcrnship a t  the "No Firm Oiler" >1

Johns Hopkins, and teceived a; He is in Washington today a s  NEIL SOLO;MON 	 Ph.D. from the Universily of a mcmber of a 11-man transi- /
Ma~yland in 1165.

tional committee appointed by Eqllality: Dr. Jamcs Hesler, H, froln ,963 to IIt0ba.t II. Finch, Prc? idn t -ek t  president of Ncw York Univcr- '::

1 9 ~by the 1hs[itllle 01, i j;Iiichnrd M.Nison's d c s i w e  a s  sily, and Dr. Frank Rouse, 1 1 ~ ~ 1 t h  in ~ ti^^^] ~ ~doingh re-.,li .< ~ ~ ~ t
:Ule ncst Secretary of HE\+'. presitlcnt of the, University ol in hcaltj, a,ld h,,. ;
I Ilcarl~cd Iherc, Dr. SOl~l~llol~ Alabama. ,

man dcvclopnicnl. .
iukllo.lcd~ed that. "1 would I t  is underslood that Mr. A& M,,,.~ rccelltly, he has 

I 

.ibink thnl ~coi) ie  in this group new, ttie vice ~~rcs i t~cn t -CICC~,search in ,"?ight:]vill be offered something. But to Xas encouragca ~ r .~oiornon'sing 1~ obese$he best of my knowledge, no.?n~ry mto the su~~cawoer.u'r. leal 01 6 , p ~,one has been given a firm of-5olomon would not comment clinic treatment. Ifer;' a u 11s. I .
! 01h:r members of the t r a n ~ i - 3 ~ ~ ~  USolomon hils also bccll 
. tionai '-plroup include cp James -. i Farmer: former national dircc- ' 

i-
t o r  of the Congress o f  Racial .





The long-awaited CPI?lTS statement of orgnhization, functions, and delegations 
of authority were published in thc llcc. 1 9  Federal  Register with only one'major 
surpr ise ,  the realignincnt of authority t o  FDA's field Districts,through a new .: 

which includes both a Regional Assistant CPEHlS Ad ministrator "" 
and Drug Dirkctor, who hold line authority over the District 

Directors (See FOOD CHEMICALNEWS. Nov. 4, Page 12).  

CPEHS is expected to  name its regional representatives soon. Until it does, 
!, there will be no change in the operation of FDA's Districts.  . 

It had been expected thaiCPEHS and FDA regional officers woyld wark in staff 
Q .  	  . . 

. . 
The Regional Food and Drug Director will be assisted by an Associate Regional 
Food and,,Drug Director in each of the nine HEW regional offices. a I 

. 
..
 .I 

The change in chain of command was reportedly ordered by the planners in the 
.HEW Secretary 's  Officewho were concerned that regional office operations would 
lie: hamstrung by communications through the CPEHS,Adihinistrator t o  the FDA 
Commissioner and back to.CPEHS before actions could be taken in the field. . .. , 

. 	 . .  
Administration, Planning, Information Left in FDA 

I 
One temporary victory won by FDA in i t s  battle to  retain some semblance t o  
the previous autonomy of the agency was the HEW decision not t o  place the 
gdministrative, planning, and information services in CPEHS as recommended I 
by HEW Assistant Secretary for Administratiqn Simpson and Comptroller Kelly 
(See FOOD CHEMICAL NEWS, Dec. 9, Page 2).

I 

One veteran observer noted that the cattle isn ' t  over, and ~ e i b  is expected 
, (  	!, ,:, 	 to  p ress  for the centralization of these functions in CPEHS i f  HEW Secretary- 
  

designate Finch goes along with the newly restructured health activities of the 
 
-Department, which include along with CPEHS, aHealth Service and Mental Health 
Administration and the ~at ional- Ins t i tu tes  of Health a s  part of a new Public 
Health Service. '.. 

.i 
 

?here ' a re  behind-the-scenes efforts t o  undo this reorganizatiqn, and Secretary 
Finch's advisory committee, announced at his Dec. 16 press aonference?. . ? , .  ';$ : : ., , i . 
reportedly wili study th is  question. . . .:,.~!d ' t . '  

.. .' ; , : \
< ' 

! 

Herbert  Cornell, of the United Fruit Co., is the only memberikf,the 
.I 

1 	 Iadvisory body who is associated'with the food industry. 	 , . 

. ,  . ,  

As expected, FDA's former Bureaus of Regulatdry Compliance and voluntary . . 
Compliance a r e  being combined into a new Bureau of Compliance (See FOOD .. 

CHEMICAL NEWS, Aug. 19, Page 13). 	 .No decision has beeli made on the  / . ; ':.. 
Director of the new Compliance Bureau. The merging of the old Bureaus into ' 

A 	 l , ' 

the single new Bureau is expected t o  be accomplished gradually. ' 



-
The organization of the new Bureau was detailed in the reorganization document. 
in the Federal Register. It will have two major  parts.  One of these ,isIan Officf 
of Operations and Industry Services. This Office will have a ~ i ~ i s i d t i ~ ~ f ~ ~ ~ e r a -  
tional Services, which will develop and coordinate compliance and surve~llan& 

I I , I,

programs, develop "good manufacturing practice,^, I I and help develop'regulatior 
model codes, and other standards. It is understood that this Division will have .Foot3 Gr3nc11, a Drug Branch, .a Data Branch, and a GMP and Model Code Bran1 
.- . . 

The other Division in the Office of Operations and Industry Services will handle 
industry services, including industry education, voluntary compliance, and sucr 
activities a s  industry self-inspection. Branches a r e  expected to  be a Food Indu 
Branch, a Drug, Device and Cosmetics Industry Branch, and an Industry Self- 
!certification and Compliance Brzinch. 

The other major portion of the new Bureau will be the Office of Control and 
Guidance. A Division of Sanitation Control will be concerned mainly with the 
shellfish sanitation program, which was inherited from PHs under the new 
organization. The other portion of the Office will be a Division of Case Guidan 
which, among other things, will issue "advisory opinions resulting from specif 
requests from industry, trade associations, government agencies, and Congre: 
This Division is also directed to  maintain "a codified system for compiling and 
issuing regulatory policy and procedures for the guidance of FDA headquarters 
and fieldpersonnel. " The Division will have a Food Case Branch, a?:Drug Cas 
Branch, and a Guidelines Section. 

, ,, 

' ..,I,', 

Anot her major change in FDA's internal organization will be the establi$ih$di 
within the Bureau of Science of a new Division of ~ e s t i c i d e s ,  a s  expected (See 
FOOD CHEMICAL NEWS, Dec. 2 ,  Page 13).' The new Division will handle sor 
of the pesticide chemistry and toxicoiogy work which was transferred from P H" . -
and will also help review pesticide petitions. 

Other pesticide functions a r e  now in FDA's Bureau of Medicine's Office of Prc 
Safety. This includes a Division of Community Studies t o  conduct epidemiolog 
work and a ~ i v i s i 6 n  of Pesticide Registration t o  review registration , .:applicatio

. " .. . .  ,.. 
Petition6 Control Branc.h Status Unchanged 

$1111 " 
There had been f ea r s  that the Petitions Control Branch, which han'dle both pe 
cide and Food Additives Petitions, might be split up in the reorganization. 
However, this was not done, and the Branch remains a single entity in the BUI 
of Science, under the direction of Assistant Bureau Director L. L. Ramsey. 
The Branch, of course, will continue t o  work closely on petitions evaluation u 
other units, such a s  the Division of Food Chemistry and Technology and the 
Division of Pharmacology and Toxicology. ' A new unit created in FDA under the reorganization is an FDA Training Instit. 
A11 three of the CPEHS constituent agencies - - FDA, Environmental Control 
Administration, and National A i r  Pollution Control Administration - - have 
Training Institutes. The FDA group is t o  conduct o r  arrange for training and 



t.c?wntio?~ilprogram*s invblving Federal. State and local personnel, and develop 
1 cooprnt ive  programs with States,. local governments, universities, and others. 

. . I,!. . .,. .I 	 * - ! r ~ , ! , t: ,  .. I  

The lengthy Federal  Register document outlined duties of a l l  major units in 
,:\

FDA. Among other things, the Office of the A i s o c i a t &  . . ~ C o m m i s s i o n e r , f o ~i 
Compliance is to  seek "a balance between voluntary and regulatory compliance^" 
Associate Commissioner J. Kenneth Kirk is to  be the "principal advisor to  t he ,  

I,  	  ,:$: . . -1Commissioner on regulations and compliance-oriented m'atters . . . , :.f i ;.,,.8 

.,;g,; ;..,. 

In addition t o  operating FDA,' Commissioner Ley a n d Z ~ e p u t y  Commissioner 
Rankin will "participate in the development of CPEHS goals and objectives. 11 

, :, .' 
. ' !h 'he .~ff iceof the Assistant  Commissioner for  Field Coordination, Sam Fine, 

has recently been built up to  a staff of about ttiree dozen persons. The Field 
Scientific' Coordination Staff was recently switched from the Office of the Associa 
~omm<ss ione rfor Science, Dr. Daniel Banes, t o  Fine's operation. The Inspecti 
Staff was recently moved from Kirk's offi'ce: to  Fine2's offi'ce.. ,,;h

, ,*. , 

, '  

I '  

An "order of succession" includkd in the document to  provide for the absence 
.o r  disability of the CPEHS Administrator o r  for a vacancy places the FDA 

Commissioner third in line. Immediate successor would be the Deputy CPEHS 
. 	Administrator, followed. by the Associate CPEHS Administrator, with the FDA 

Commissioner coming next. Below the FDA chief in t he  order of succession 
would be the heads of ECA and A i r  Pollution, and then the Assistant CPEHS 
Adm;kistrators. 

, requirement 

his may be intended a use the Department's 
standardization procedures'u 

Commerce. 	 . . 

of these prgcedures should represent the views of 



Lame-duck H-E-W Secty. Cohcn's long-awaited Consumer ~rotection'&Environ- 
a 1  HeeX? Service (CP&EHS) reorganization statement was consicjerably le& b a s t i c  in 

i ts  diiution of FDA autonomy than the draft which environment-orientcjd forces had hoped ' 
; , would emerce. 

? 

The original reorganization plan, watered down after some intense in-fighting in 
the upper levels of H-E-W, would pave shifted four vital functions -- budget, personnel, ' 
1ec;islaiion and in:ormatiOn 6r education -- in their entirety from FDA into CPPyEHS (''The 

. Pink Sheet" Dec.. 2, page 28). 	
. . 

0 
 d' l , t j l !CI 1 ,. 
. . 	 FDAers spculated that Cohen may have been ~ressurecfli~to'm'odifyingthe reorgani- . , 

I 

zation plan after Deputy Corn. Winton Rankin sounded an alarm agains: "dilution" of 
the agency's autnority in a Speech to the tood SI Drug Law institute L" I he Pink 
~lieet" Dec. 9, page Y)... , 

! . . 

:7':?+:~ecrq,?nir,ation, detailed in 10pages of the Dec. 20 Federal Register: 
.. -	 . . 

0 Sets up CP&EHS regional assistant administrators in each of H-E-W's nine re- 
gional offices to provide "leadership and supervision for the,total (CP&EHS) effort a t  the re- 
Honal lcvc;," eachto  serve 'as  "primary advisor and informant to the (I;-E-W) regional di
rector on all matters pertaining to activities of (CP&EHS) in the regiom" (emphzsis supplied). 

, 

A few of these "regional asst. administrator" slots a r e  expected to be filled by 
FDAers now hoHinq positions as reqional asst. FDA commissioners. Their iobs. establishec 

Cohen Signed Reorganization Statement, But Release Attributes It To CP&EHS Administrztor 
?

3 Consolidates FDA's Bireaus of Regulatory Compliance (BRC) and Voluntary 
Compliance (BVC) into a single Bureau of Compliance. This submerges the voluntary aspect -- for tAe time being, a t  leas: -- despite the fact that President Nixon's new zdministraiion 
promises to give he2v-y emphasis to closer coordination between govt. and the private sector. 

BRC Director Alfred Barnard is expected to head the consolidated bureau, which . 
willadminister FDA's newly added shellfish ski ta t ion control program, formerly handled by 
PI;S1s Natl. Center for Urban & Industrial Health, which was abolished. 

. 

0 Establishes in BuMed a new Office of Product Safety (OPS), with fiveidiy. on'a 
pa= wit! EuMedls exisfing Offices of New Drugs, MarketedDrugs, Medical support C ,andMedi.. 

cal Review. Heading OPS will  be Gifford Hampshire, 44, former editor of FDA Papers: lii 
I 	 '9 :, . ;;+ .,; 

Q Establishes FDA training institute, to conhuct "training and educational pio- 
pulls involving federal, state and local personnel in such scientific and technical a r e q  a s  
a~a ly t i ca l  chemistry, pesticides chemistry, advanced drug training, shellfish sanitation and 

. ,.', <.certification, a d  science information.. ." 	 :.\ q ,  ' ,  1 
w

. . $ > .  	 1 I 

Although Cohen signed the reorganization statement, i t  was published under the, 
heading "Public Health Service," and the two-page departmental press  release summariztnq 
i t s  effects ztiiibuted i t s  announcement to CP&EHS Administrator Charles C. Johnson, Jr. 

Tne release ,quoted Johnson: "These changes were made to consolidate some /
s c a t t e r ~ dSyctions and'arrange other activities so  that we can assure more effective 

-111 



. * il 
Civil Service procedures establishing the n& positions, and the screening df p 

sonnel designated to fill them, are  expected to take moke than a month, s o  for&hetpresent 
,. E: :. . 'BRC and BVC will continue to function a s  separate bureaus. . ,., . .,. 

... 

The reorganization order spells out the functions of officials and subdivisions I 
CPCTEHS a d  each of its three agencies -- 'FDA;the Environmental Control Administratk 
(ECA) and the Natl. A i r  Pollution Control Administration (NAPCA). 

It'establishes an "order of succession" specifying that, in  the absence or disability 
of CP&EHS Administrator Johnson, the acting administrator shall be (1)the deputy 
administrator, (2) the associate adminiskator, (3)the FDA commissioner, (4) the 
ECA commissioner and (5) the UAPCA commissioner. Thus, Cam. Ley'is placed 
third in line, aheadof his  counterpa:ts in the other two CP&EHS agencies. 

.. . In describing the duties of the FDA commissioner, the reorganization order sa 
he woGks "under the direction of" the CP&EHS administrator. It says the associate comr 
sioner for compliance (Kenneth Kirk) is to assure "a balance between voluntary and regu 
tory compliance." . . . . 

Duties of the new bureau of compliaxe are described as follows: .IIDevelops cl 
pliance and surveillance programs covering recplated industries and areas  of :related ecc 
~ct ivi ty .  Foster's development of (GMPs). ..Develops o r  coordinates the development of 
model codes, and other standards covering industry practices. Develops andcarr!es out 
grams designed to encourage compliance by industry on a voluntay basis.. .provides' SU: 
and'guidance upon request to the district offices in the handling of legal actions and provi 
headquarters case development, coordination, and contested case assistance."{* :. 

~ e s t o r e dto FDA's Office of Legislative & GovernmentalServices, headed by P: 
Pumpian, was the handling of congressional inquiries, which had been switched last Augu 
to the Officeof Education & Information ("ThePink Sheet" Aug. 12, "In Brief"). 

I 
& S S ~ S ~ ~ ~ T , A M I N I S I R A ~
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, equal amo 

ot labeled a s  '.'Imitation1' 

with the dietary food labe 

CPEHS' JOHNSON ASSERTS AUTHORITY OVER FDA-ERS . 
L 

Consumer Protection and Environmental Health Service Administrator Charles 
C. Johnson. Jr.. laid it on the line t o  Food and Urug ~ d m i ~ l s t r a t i o n  staffers 

. , to  play ball with the CPEHS team o r  get new jobs pr face dirsmissal. , 

. "dl,.!.I , i"I' i!!,' . , . . ... . , ,, 

~ohns'on"s"pronouncerhentcame at. a meeting with FDA topsiders and the17  
District Directors who were called t o  Washington to learn how the new field 
operations of FDA and CPEHS would be handled (See FOOD CHEMICAL NEWS,.>

! 
. ,

Dec. 23,  Page 2 3 ) .  : :  i . 
I '  .. . ,  . , . .. <. 

After the lecture aimed directly at FDA-ers, who ran outside to  get industry 
support for a restorationiofthe independent status of FDA, Johnson attempted 
to  reassure the agency that day-to-day program and policy decisions would still 
be handled by Food and Drugs Co~nmissioner ITe~ber t  L, Lpy,' Jr, , and hl8 &a: 

b 
 
However, he made it clear that he and the CPEHS organization were the'bosses 
a fact FDA only recently has come to  recognize even though it was clear from 
the moment the CPEHS brganization structure was being charted. 

Ironically, the chief draftsmen of the organization that has become known as  
CPEHS were FDA-ers, who under former Commissioner Goddard sold the 
concept to  then Health, Education and Welfare secre\ary  Gardner and Under 
Sccrctary Cohen. 



> . Page 31
i' :. FOOD CHEMICA 

I .. : ,: 
h ,  hi![ 	 < f :  . , 7  . '1 ..,;>!if. , '. 	 : i 

, . : 	 At that time. FDA's hierarchy did not oppose the concept since Goddard, accc 
pnnied by his key aides, was  slated to  move up to run CPEHS a s  well ately 
:md tlw FDA appeared to  be the tai l  that was going to wag,the 
plans cnllcd for CPEHS to  beLin.annecklbasically by the staff of the Public Healt 

t Service. but it would have been run by the staff, o f  the FDA. , 
. , 

Goddard, however, fell  out of favor with HEW leadership af ter  several faux p, 
s 	 and the mantle of CPEHS leadership fell to Johnson, who has given most of t h  

direction and supervision of the new organization to  former PHs-ers. 

I r T+e attempt by FDA-ers'to have industry derail the CPEHS power play had l i t' 1 ~I , , 
e-ffect on the current Administration, but there i s  increasing evidence. that the 

I food and drug industry representatives have been attempting to the e a r  of 
HEW Secretary-designate Robert Finch to  res tore  FDA's au to90~$~ ' :  

.d 

,I,,. 
, I I . ,  ' 

' CDEHS Will Represent FDA at HEW Secretary's Meetings 

The final blow was delivered by Johnson last week when he announced that he 
yould represent FDA at Secretary Cohenls staff conferences, ending the long 
tradition ofFDA representation at the Secretary's meetings. 

4 

Johnson also announced that CPEHS-ers and only Ley (and no FDA-ers in 
his stead) would represent FDA at budget hearings on Capitol Hill. FDA-ers 
were also reportedly rankled about a chunk of FDA funds allegedly earmarkec 
for a promotion effort to make CPEHS better known. 

Johnson last week announced the names of the nine CPEHS Regional Assistant 
Administrators - - only two of whom came from the FDA ranks - - who will 

*beh i s  chief representatives in the HEW regions throughout the country. FDE 
Douglas C. Hansen, former FDA Regional Assistant Commissioner in 

till --. -. Chicago, and Bill V. McFarland, Dallas RAC, were promoted to  CPEHS post . '.T $, . 
taff.. along with the others from t h e . C P e ~ S  staff or ~ n v l r a k n e n t a lCont,ral.Ad,minl

.i
tion. Hansen stays in the Chicago Region Voffice. McFarland s t a y s ~ i n  ttie 

'H' t , : / , .Dallas RegionVII office. 	 t !  

I\ 	 . 8 '  '1 , . # t  
' 

Other Regional Assistant CPEHS Administratcrs are:  ~ F a n kTetz1aff.h Regi 
I in Boston; Gerald M. Hansler in Region I1 in New York; John D.: Faulknerir 
Region I11 in Charlottesville. Va. ;Howard W. Chapman in Region IV i n : ~ l i n  
Robert P. Hayward in Region VI in Kansas City; Donald P. Dubois in Region 

, , ' 

VIII in Denver; and Russell W. Hart in Region IX in San ~ r a n c i s c o . ?  :: 
. . .  , . . 

Johnson and his staff emphasized their roles a s  coordinators of overall polic: 
in the regions, but left little doubt that the CPEHS representatives.were;i~f 
in charge. However, it was emphasized that directions to FDA's nine new' i ,  

. . . 	. 



13, 	1969 
, 	 J. 

. .' & 

Assistant Regional Food and Drug Directors, not a l l  of whom will be located'in ! 
I
I 

. . 	 . 
" ' l ~: I the same nine HEW regional offices, will come from Ley and his staff.' r . 5  7 

' 1 
. . 	 1. ! 1 , . I : 

.L \ 	 .
The new positions take the place of the former RAC's, which have b e e n & d i ! & ~  

::: 	 and will be for the time being filled by District ~ i r e e t t b r s ,  who will be'wearing " 1 ; I  

two hats - - Assistant $egional ~ i r e d t o r s  for FDA and District Chiefs. 
<%$ turminolqy \s .inaccu~&tc--	w are -,Re7. Discbrc 6r 

FDA District Directors within these regions will report to  FDA's Regional 
Assistant Directors. The new FDA field organization lines up this way: 

, , 

I 
Region I Assistant Director Donald C. Healton doubles a s  Boston District Director. I 

I 
Region 11 Assistant Director Weems Clevenger is also the New York ~ i s t r i c t  Director. 
Region I1 also includes the .  Buffalo District, directed by Curtis R. Joiner, and the I 

IPhiladelphia District, headed by Irwin B. Berch. 
I 	 I 

Region 111 Assistant Director Maurice Kinslow will by headquartered in Baltimore 
instead of Charlottesville, and he viilllcontinue a s  Balt imore District Director. 

Region IV Assistant Director Leslie 0. McMillan will double a s  Atlanta District 'Director 
4;lt rl
Q
Region V Regional Assistant Director Samuel Hart continues a s  Chicago Districtp 4 ! ! 

Director. Hart 's  Region also includes the Detroit District, headed by Thomas Brown, 
and the Cincinnati District, under Theodore Maraviglia. 'a 

I 
I 

Region VI Assistant ~ i r k c t o r  Charles A. Armstrong is also Kansas City District 
 
Director, and his Region also includes the Minneapolis District headed by Joe P. 
 
Durham. ! i: , 
 

Y 4 

I 	 , - .  . , ,E, I::I 	 . ;i.. 

Region VII Assistant ~ i r e c t b r  Will N. Swain, former Atlanta RAC;.wi@Itake over the 
Dallas District directorship. Swain's Region also includes the ~ e w  Orleans District, 
which had been headed by John Bologna, who i s  reporatedly leaving for an industry job. 
New Orleans was represented at the meetings last week by Helen Barry ,  chief chemist. 
Chester A. Hubble, veteran FDA official;,,is the New Orleans Deputy Director.'k *' , . 

I \ , . I.' : ; .,. : I .  	  ! g , 

Region VIII Assistant Director Fred  L. Lofsvole is also the Denver District ~ i r e c t o r .  : 
" i 

Region IX Assistant Director Frank Clark will  be. located in Seattle, where he i8 
District Director, instead of San Francisco. Clark's Region also includes the FDA--- 
District Office in San Francisco, which i s  headed by McKay McKinnon, J r . ,  and the 
District Office in Los Angeles, under Gordon R. Wood. 

1 

F o r m e r ~ ~ ~ saTevisE. Cook in Denver, John K. GuiII, r . ,  iri S m  P k i f l ~ i ' ~ ~ 0 ,  
and Ralph Bernstein in New York a re  expected to  get new positions. 	 

. .. 

' .Other CPEHS appointments made known at the meeting included the selection of 
' 

I Adrian (Duke) Sybor, former Department of Labor and PHs information specialist, 
i . a s  Assistant Public Affairs Program Review and Liaison Officer, with respon- 

! sibilities 1argelp.fdr field information, and Mrs. Jean Elizabeth ~ r e w  Lightfoot, . ., . ' 
, , 

. . , ,. . .  . ' ,  ! 

, / 



formcr Department of State Conference Officer, who will take over the,, , 
management of FDA's field Consumer Consultants a s  part of CPEHS Public. 
Affairs operations. 

. . .  
1 Summerson Retiring Jan. 24  

.i ; . r 
Meanwhile, Johnson,. Ley, CPEHS Associate Administrator Albert stevenson i .  

' 

and Keith Lewis, who will take over a s  acting director o f  FDA's Bureau of , 1 
Science when Dr. William W. Summerson re t i res  Jan; 24 (See FOOD,CHEMICAI 
NEWS, Sept. 16, Page 3), met with Wisconsin officials last week to get final : 
clearance for the transf,er of PHs1 milk and interstate ca r r i e r  programs from 
PHs to  FDA. The transfer  has been held up by objections from former Rep. 
Laird (R-Wis. ), now Department of Defense Secretary-designate, because of 
objections from Wisconsin milk producers and other industry officials (See 

.*.
FOOD CHEMICAL NEWS, Nov. 4, Page 2 ) .  . ,!'w 

. I, : 

Lewis, who headed the milk and food programs in,PHS, had been named deputy 
to Summerson, and now appears to be in line to succeed him. 

. ,  

Additional appointments were made last  week by President-elect Nixon, with 
the naming-of Georgia Agriculture Commissioner J. Phil Campbell a s  the 
Department of A'griculture Under Secretary and Clarence C. Palmby, executive 
d i r e d o r  of the U. S. Feed Grains Council, a s  Assistant USDA Secretary'for 
International Affairs and Commodity Programs. 

Campbell, has been a freauent critic of USDA 'policies, and:appeared at hearings 
on meat legislation to  condemn Con'$umer ,and Marketing Service inspection 
policies (See FOOD CHEMICAL N ~ W S ,  Nov. 20, 1967, Page 18). 

Congress convened with the usual rush of legislation covering dairy and meat 
imports,  pesticides regulation, establishment of a Department of Consumers, 
food supplement labeling restrictions, fish and egg mandatory inspection ~ o n t r o l  
'amone others. ,:k J- .. , .' ' r,; , 1- , *ll;,~,,([I!!' , .?%... !I" L i  

FDA, through CPEHS, submitted i t s  annual report on activities under the Fa i r  
Packaging a i d  Labeling Act in 1968, emphasizing coordination with, State and 
other Federal  agencies, and listing the numbers of extensions for revi'sing'label 

' it has granted plus exemptions provided to  industries from FPLA requirements 
! > ' .  I 
~ < 
, 

(See FOOD CHEMICAL NEWS, Dec. 16, Page 6).  . . , , .  ' 

In other Washington activity a s  the Johnson Administration prepared to depart, 
Betty Furriess', who resigned as.Special Assistant to the President for Consumer 
Affairs, took some pot shots at Nixon's reported plans to  abolish her office, and 
leave consumer responsibilities within the Departments holding traditi'onal juris 
diction. In her final p ress  conference Jan. 8, Miss Furness urged that her offic 
be se t  up permanently by statute, and continued independent in the executive and s t ,  
not buried in some Department. I 



I' I- She-was not sure that a Department of Consumers was necessary, continuing to 
reserve judgment on this point in line with Johnson policy (Se~e FOOD CHEMICAL 
NEWS, June 24. Page 2 ) .  She considered getting news of heb activities off the 
women's page and onto the business page a s  one of her major victories: ,, 

Miss Furness said she has not made any plans, and joked that she had made 
it impossible for Nixop to  reappoint her when asked if she would continue in 
the job,,if,,&ked. 

There was speculation last week that Miss Furness '  functions may be transferred 
to  HEW, with the appointment by Secretary-designate Finch of Patricia.  Reilly 
I-Iitt a s  Assistant Secretary in charge of community and field services ,  The job 
will focus on consumer protection, and will includk the Offica of Consumer 
Services and a Center for Community Planning, a s  well a s  liaison withthe HEW 
field activities. The Department recentlyupgraded consumed services by * 

establishing the Office of Consumer Scrviccs (See FOOD CHEIMICAL NEWS; 
NOV.25,  Page 7). Mrs. Hitt was co-chairman of the Nixon-Agnew campaign.  
Committee. She is a former Republican National Committeewoman from Californ 

8 , 

m i l one of HEW Secretary Cohen's final acts was the establishment of a 
National Institute of Environmental Health Sciences a s  one of Ithe National . ' 
Institutes of Health. Established a s  an NIH Division in 1966, the facility i s  
directed by Dr. Paul Kotin, and had appropriations of $17.8 million f o r t h e  
current fiscal year. 

RUMOR OF BURDITT FOR FDA JOB MAKES THE ROUNDS 

In a period of rumors  concerning Nixon Administration appointments, a rumor 
that Chicago Attorney George M. Burditt may be namkd Food and Drugs Com- 
missioner last  week s t i r red interest and emotion. 

FDA-ers, almost unanimously depressed by the sudden realiaation last  week 
that their agency is only a part of the larger  Consumer Proteation and Environ- 
mental Health Service (See preceding story), got at least a brief morale boost 
from the rumor. 

, k  : 
+.$ :,; ; , 

Burditt, who has been a member of the f i rm of Chadwell, Keck, ~ayse ; ; ;  Ruggles 
& McLaren and who has represented National Dairy Products' Kraft Foods for :! 

: : ,.
many years,  is highly regarded in both industry and FDA. I . ,' .  

The high feeling, running for Burditt does not mean there is a lack of regard for  
current commissioner Ley, who well may ,retain the top FDA position.' However, 
CPEHS Administrator Johnson's comments to FDA-ers last week , resulted i n  a 

. a 2'. .4
feeling that Ley is not able to maintain the independence of FDA. . 1' ! ; . I.. . , .

.; ..3 

The Burditt rumors  started withl:a column in the chicago Sun-Times, which was 
followed by an article in the Chicago Tribune. The stories said t h a t . ~ u r d i t t m a y  
be in line for the FDA Commissionership. There have been no confirmations of 
the rumors. Any denials have certainly not shut the door to  such an appointment. 

, , 
! 



I 1 8 s )  q % rI A 	strong recommendation that the Food & Drug Administration be restored to its:! 
! .  	pre-July status -- separated from the environmental health complex in which i t  now operates -- is reliably reported to have been transmitted to the incoming Nixon Administration t,hrour;> 

the "quickie" task force apparatus established bv the President-elect under the leaders hi^ nf-. 
~ e n r ;  Loomis, former official of the Voice of ~ m e r i c a . .  	  

~--c 

Included in the recommendations made by an informal task force on FDA, which 
worked quietly under pressure for 15 days a t  the request of Loomis, i s  a suggestion that the 
regulatory agency be given direct access to a t  least an asst. secty. or  someone in the "polltlcal 
responsibility" a rea  of the H-E-W topside ("The Pink Sheet" Dec. 2, page 28, and Dec. 9, page 
13). Other recommendations spanned a wide area of FDA responsibilities. 

,. I.!:! 
Thus, the status of FDA, an agency whose $60-mil.-plus annual budget represents 
only a small fraction of  the money andprograms managed by the vast dept., may bey 
come one of the first problems presented to new H-E-W Secty., 43-year old Robert 
H. Finch, Lt. Gov. of Calif. and one of the two men i n  the cabinet who are person- 
ally closest to President-elect Nixon. 

The FDA task force, reportedly was more strongly b r ib t ed  to the food field than to 
the drug industry. Those who participated in the study included a high percentage of people 
now working in industry who had previously been with FDA. Thus, the viewpoints Dresented.. 
were well rounded. Broadly speaking, the group is believed to be on the side of 

..:effective . . . .. .~FDA a s  the best way of protecting industry as well as.the public. 
" ! 1.' 
. :.. ? 

, 

,AF,ood &C&shetic'lndustries Stress Administrative Ability Over M D  Or Scientific Background , g  ;' 

:. <:. ,
i * 

Aside from the task force report that is understood to have gpne forward to Loomis 
over the week-end, individual representations on behalf of a relatively independent FDA have 
been presented in direct communications to President-elect Nixon from people who have been 
both personally and politically close to himjover the years. :i . I ,  , 

i 	 . I  

Also, Bryce Nathaniel Harlow , formerly director o f govt. relations for P&G who 
was one of the first men named by Nixon to the White House staff ("The Pink Sheet'!,.Nov. 18, 
page T&G 5), has an extensive background in FDA operations, particularly from the food and 
cosmetic viewpoints. C ,  -! 

. !  
, . Running through most of the Nixon-oriented commentary on the future of,FDA is; 

the feeling that the most important ingredient -- from the standpoint of the  public a s  well as 
the inbustry -- is a strong and able.administrator for the regulatory agbncy. On this point, 

there is somewhat of a gap between the thinking of the pharmaceutical in- p..,...,,_-.., . . ., .p., , ,dustry and others regulated by the agency, chiefly the food and cosmetic 
,,.+. ..-......J 	 ?:(:: mdustries. , .:2 .-. 	 . . ,.y : ?',.',. , ... ;. i 

Going all the way back to the Second Citizens Advisory Cmte. Report .t::j' ,,It i  
, . : 	 on FDA, whose deliberation. were strongly influenced by John Comer, form* 

head of M-S&D and at the time a leader on the Pharmaceutical Mfrs. Assn.. - ...
.* 
,<,>, ( P M )board, the pharmaceutical industry view has generally been regarded . .  , 

, :, , .7'a s  favoring an MD o r  a scientist to head FDA.97
 
N-. . . ... , I/ . 
I 	 I 

The food and cosmetic industries, however, have not had the same dedi- / cation to the view that the regulatory agency should be headed $b,yy]D). 
o r  scientist. The pharmaceutical industry, of course, had reason ~o'lb8lun- 

R O C E N  F l X H  happy with Dr. James Goddard, the f i r s t  MD to head SDA. h urging strong 
Kixan's U-E-WSecty. 

i 



byance  of a Goddard and strong o r  effective leadership for the regulatory agency. 

I " ; Leadership in the pharmaceutical industry has qiven indications it feels it can live . . I with an F D ~headed by Dr. Herbert Ley Jr., named to succeed Goddard when he left-last I 

i summer. But important people in the food and cosmetic industries have raised the question 
whethsr he has the administrative qualities needed to direct the activities of FDA? ,# ,

! . .4:,,
I .  Wisely, Ley did not seek to follow the Goddard style, particularly in the matter of d i - $ /! 

,,ll:,~,, , l l J ! '  
I livcring speeches. But this has served to prevent Ley from developing the kind of. 1 3  $ 1

a , . , .  , 
leadership imagethat might weigh heavily in  the mind,of the new Nixon ~dministration. i: 1 
In  fact, Ley has been caught between "loyalty" to the "lame duck"H-E-W which In- ; i. . ,sists on submerging t UA into the environmental health complex, ahd "loyalty" to n ~ s  ::-,
agency which needs an articulate voice to insure its tuture. . .,. 

I\'!X3X1S COdIAiE?JTS O# N A T L .  T V  A I 2 N O O N C I N G  
  
FING!I 'S APPOIIITPhERT AS SEGTY.  OF b-E-W 
 

Fo: H-E-W Secty. I turn to my home state of Calif. 
and to the younges: man i n  this Cabine t  team. 
Robcrt Finch has, howcver, lived a long time in  his 
4 4  years. I could mention the fact that he served 
as my administrative asst. as VP and that he has 
servcd two years as It. gov., with great distinction, 
of thc state of Calif. 

But here again I saw in  h i m  some extra dimensions 
--high intelligence, and then a passionate concern 
for excellerice in education. He demonstrated that 
as one of the regents of the U. of Calif. 

Beyond that, a passionate concern for better health 
for all our people,  and particularly for our older 
citizens. . 
And also a concern for a better welfare system. So 
that a welfare system is something to escape from, 
rather than to. All of these factors were of interest .. 
to me. 

One other thing mo:ivated me.' He is a lawyer. I am 
a lawyer. And we are proud of our profession. But 
we would both have to admit --as would all the 
lawyers in this room--that lawyers sometimes have 
one failing. They many times are how-not-to-do-it 
men. 

Robert Fincb is an.unusual lawyer. He's a how-to
do-it man. He has an imaginative creativity. He 
:./ill no: simply come up with the automatic solu:ions 
of adding billions to programs that have failed. But 
he will not stop ther$ and say that nothing can be 
done. 

He vrill provide a way. How we can meet these im
nense problems in our cities, i n  our  nation, in the 
ficlds of health, education and welfare.. 

,.
I __.. 

Key to the long-term future of FDA -- an 
to the personal position of Ley under the N i i  
Administration -- is the appointment of an ax 
H-E-W secty. to sucoeed Dr. Phil Lee. 

Curiously, there has been no significant 
Washington talk on who might get this job wh 
is of importance to the drug industry, not on1 
because of its relationship to the future of FI 
but also because of ibs impact on Medicare, 
Medicaid, NIH reseapch and education, and a 
other programs in the medical field.; 

d :, 
New H-E-W Secty. Finch has both politic 

ambitions and ability to administer. As one 
the closest friends and allies of Resident-e 
Nixon, he could have had his choice of czji?. 
or  key White House wsitions, but appare5: 
chose H-E-W a s  the dept. that has a direct 6 

fect on the lives of more people than any otk 
govt. agency. 

H-E-W also distributes more'money to 
more people than any other civilian agency 
i ts  total expenditures a r e  exceeded only by 
Defense Dept. Also, Finch probably realiz 
that cabinet posts, generally, a r e  not the.bl 
springboards for aduancement 
arena, but the H-E-W 
Rlbicoff (D-Conn.) as the basis for hls elec 
to the Senate. I Y. 

Finch, 43, was born in ~em+, 'Ariz. ,  b 
moved to Calif. when he was eight. He has 
AB in political science from Occidental Co 
and LLB and JD from the U. of Southern C; 
law school. A marine in World War 11, he 
recalled to service during the Korean war. 
and ruggedly handsome, Finch demonstrate 
appeal to Calif. voters by bein elected it. ( 

in 1966with a total m t e  gf 3.4&m91., more 
those received'by bov. Reaqan'or any othe~ 
publican running in a partisan race. 



' .  .- 0 - . . .. .. ' 
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NEW H-E-V! SECTY. FINCH'S COMMENTS ON FDA & PHs in rec& press interview a
... cates hw much he has to learn ,.. I . . . .wlina d e ~ t ,  Tne new secty. said therecars two H a - W  , 

-ration (FDA) and the PHS Surgeon General'rvOffice -- in 
which he is likely to rely almost entirely on strictly professional advice. In a special profile 
published in the WasYington Evening Star, Finch was quoted as saying: "Because they have 
to mzlce judgments on very specific things, I doubt that I wi.11 go behind the political scenes... 
O n c ~given the information, I will tend to bite the bullet.. ..They (FDA and PHS Surgeon Gen 

. eral)  should be able to count on me to. stand behind them and support them." 
, 

, . 
? 

This statement icdicates Finch's innocencelof the fact that, in the Y-E-W he i s  in- 
heritinq, recent reorqanizations have separated FDA from the sec t~ .% office and 
b r i e d  it under two levels of bureaucracy --also that the Public Health Service (PHs) 
Surgzon General has been reduced to a more functionary serving as a shadow to an 
H-E-W asst. secty. 

I
F 'Iherels little solid information in Washington on'who might be picked by Finch 

to succeed Dr. Phil Lee in the key spot of asst. secty. for health and scientific 
21'fairs. ?kro highly capable MD-administrators included on Finch's H-E-W ad- 
v;sory cmte. ("The Pink Sheet" Dec. 23) reportedly are  not available for the job. 
?his leaves the only other MD on the advisory cmte., Dr. Neil Soiomon of Balti-,, .L,, 

more, as  a prospect. Solomon reportedly has close professional'relations with thb.-l I 
fa,mily of Vr-elect Agnew. He is in private practiceliq Baltimore, has part-time 
medical school teaching assignments and has a majoi; interest in geriatrics; with 
emphasis on obesity. I& reia 

.... I N  B R I E F  .... 
I 

pharnzcy staff of the U. of Ala. Hospitals 
Ala. Pharnacy Board.. . . 

.. 

.,. , . & .  . 
. . , . . 

. . 
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: i I:? .IIINATIIAN SIW, \R solnhle---lwdlh and welfa~.r- prolllcms on thc nmple, nr? move lhan twlw th.? artu.4 spend-
U1.ZSI-IINC'I'ON .-. Robcrl I.'inch, ;\ smnrt national levcl, hut nlso trollhlrsome contro- In: Irrriucsts. 

nnd SO 1x1.SUCCCSS~IIIpolitician. ~ t e m shoncst- vcrsies in his home state al  Calilornia that Thus tho 

1. 

new sccretary is likely to dis. 
1s rnth~isinslie obolll the prospcrt nf becom- could impcde his wowed ambition to be a please HEWS own money.hungry constituem 

, ing Healt!l. Educirtioll and \\'elinre Secretary. U s .  Senator somcdny. The lieutenant gover. cy. The school supvlntendcnts. Universit 
1.1~hnr, nlwnd~'niastercd much of the lin:o nor of the Coldcn State may hnve welcomed presidents, welfare lobbyintr;, medical r e  

! -"eno~.lnour';nnd cscitinf challcll:c." "mas- the nlove to W;~sbIl~gLon in p:wL aa a way of scarcllcr~2nd puhlic I~calll~,?rolcnslonals as 
; in~iac hunmn potential." "construclive and dissociating himsclf from Gov. Ronald Rea. tcnd to judge the new man, against a,a!mplr 

viable p:~:.lncrship." And he Insi~tS thai liclp: coilservative elutchcri without a conflict. stsndard-hb succeris in  whicdling more l e t  
I ing peoplc. thc department's destiny, is v e r y  . . ~ ~ t Illation and more cash from,Congresi. 'Ever HEW will not afford its new secretary tho 
 

nuich what atlracts him to the national scene. , luxury avoiding cross.country wrangles 
 the Republlaan recretarles: such as Marlor 
Yet Abe Ribicoff, another smart  nnd suc- : his es-boss. 
 Folsom and Arthur Flemmlng, were movcc 

rcsslul politician, talked much tho same way . what, for instance, the pinch decisfon by these polltlcal pressures end publlc needs 
. b e l o l ~  he took over . . be on the dcp;wl~nenl'r pmopsal that, pend. to advocate ever-bigger budgets. : . , .. : 

IIEW'S bc ln~  in tbc , ,< i~~>&l  ing succcsslitl tests, necdy families next year Eut Mr. Finch nlso will Inevitably dinap 1 1 s t  P  a i t Of ............... be al lowd.to obtain public wclfare p a y n ~ e n b  point the conservatives who..expect the new : htln~ini!drnLlnnn in by signing a rimplr? "dwlnratlon" of nced? Administratin to succeed I n  'curtalllng thr 
1961, 'L%c OmlccLicut C,;'; .. cll:mgc is illtcndcd ! ' llic Lo nvoitl rl#?nis:uling rlc;~dy I in  I : spcnrlln~. Much o 
gwrrnnr  ....lenrned 'i:'-: \?)...- ' lnvestixationa, and ns such it Is flrtlcntly advo- HEW'S 450 bllllon budget (by far the biggcal n' 

) that the gaqantuan ;.,. 'v'..., ;' . 'cated by welfare rights pollps nnd liberal any domcstlc ngcncyj in no! nuhjcct to thf..,I.&;. , ,  ..I dc11:11'll?*'nl l i t s n r . i ~ .  ...;dl . ,.I!,poliliclans.of boll* parties. ..."dcciarstions" rcrrctary's control. It rlset in response lo in' 
; itim I I ~ I \ T  m w r  lh2n &. :,,,,. ,J', \ crcnses in Social Sccurily beneflts and mar* 
i rioublcd 

~?..%.;:,

nl P just a.5 ktrongly opposed hy GOY. Rfa::an %.:.;; 

since then) .-,, : . and other indeed.' eonscrvntivcs: th{ spending hy the s t ~ t e s  for public essistance paver\
; wx ~II.st!itcd fnr ad- nor recently scnt the state's own health snd vocational rehabilitation and medical care. ,.,.g< welfare secretary to Washington to voice bit. Federal public assistance paymenl*, inY\'
; n n c i n g  n politician's 
! an~hit iw~s.n'ithiu la' tcr nbjcclinn:i, calllnx the rhanxe an indllrc- rxnmple, almost $4 blllionnnw a year, arcmonti~s he was back home. running for the to fralrd, .% rising at n rele ol $300 million Lo 1400 mlllion 
I U.S. Senate. "There a re  no political plusses a t  Whatever he does: Mr. Finch 1s bomd to bredicaid expenses are seen jumplng $600 mil1 ,  
HEW." Sen. Ribicntf now ruefolly recalls.. lion in the next flscal year, to a 13.1 billion tc a n w  one side or the other. "Trying to nrhi. 

Lrnte tho differences between Nclron Rorkn- 
a The hllrc;ll,crats believe Bob ,vill un. 	 
; tal, and could reach $7 blllion ,annuBlly b 

1972. i i ,;: ,v 4dCrxO nlUCh awnlrening, once 
brpins jl,pglinr HEW's hot potxtocs. - ~ h ~, .fclicr and Ronald Reagan could be difficult. , 

10 pill it InlldlY," commcntr an nssistant to Sweeping solutions to the financial ' protproblems ,,.ill st.lrt the minllle he moves on 
20.u:

! 
war,ls melllhcr of ,he de. departing HEW Secretary Wilbur m m n .  lemn of the poor, such a s  a negative lncom 

could be tax or unlvetsal health insurance. are popula Another California controversypartmcnl'n old p a r d .  
. . rreatcd. bv the Finch decision on Gov. Rea. In academic circles, but there is no consenst: 

1 'Dispensing Dollars gan'r rcqocst lor touphcr a~iI.hovity to enntrol In the country or the Con.crcss about wha 
air  pollution. To help smog-laden I n s  Angc- course to lnllow. Meanwhile. Mr. Finch ha I n  thcovy, tile department should be a hap- I

I 
, 

les. California wants permission to impose the upalatabie task of persuading the polit 
strictcr-than-Federal standards on automobile C i m S  to nccept the inesorabie lncreise I

py plnce for an anlbilious politician: the sec- 
? retary's major duty is dispensing dollars to 

exhaust emissions. But some HEW expcrts HEW expenses. > ;  ..!make Anlericans healthier, wiser and. more, 
: content. 

In actuniily. I-IKW is an confusing and ire. . qucnrly fnmtrnting cnlicction 01. more than 200 
: scpnrale do.,-nod programs, so dlversa nnd 

deeply cnmeshcd in conflict that no secretary 
i csc:\pcs rnlircly i~nscalbctl. 
I The Iiihlcolf undoing. lor exnmplc, was hls 
: Inability to conx quiclr Congressional approv- 
I al of John Ihnnedy's ,New Frontier: debate 
, over h led ic~re  and major new aid to educa. 
 
: tlon dragxed on for live years. For  successor 
! Anthony Cclebresre, the cross to bear wns the 
:.department's open advocacy of birth control 
I durine hls 198?.65 tcniire: tho Roman Cathollc 
 . ~" 	~ 

: Cabinet member found it  dlflicult to reconcile 
I the dlclnlcs of hls conscience wlth the doslrca 
'i of Prcsidcnt Johnson to provide public sup- 
! port for contraception.
: hir. Finch's burden8 may be even greater. 
I He confronts not only mounting-some say in. 
I -,.=-
.-----.----.------.--.. 

question whether existing technology will sus. 
lain the proposed Calllornia standards. And 
the automobile nlakcrs will object, 01 course. 

California's costly ($7M)mlllion a year) 
"Medicaid" program, second largest in the 
nation, conld be mother annoyance. Mr. 
Finrh must attempt to hold down HT.:W'l 
soarin:: Medicaid spending natlonally; any el. 
fective' rcstrlction is sure to curtail Callfor. 
nla's share of Federal funds. 

B u d g e t  H n r d  to C u t  . ,
 
But Mr. Flnch faces more thnn Callfornln 
 

type troubles. He'll be expected to solve cost- 
 
ly'natlonal prohlems of poverty, Ill hcnlth rnd 
  
the like agalnst whlcli oven a llherbl Dcnin. 
 
crat like W i l b ~ ~ r  Cnhnn had trouble mnklnE
 
progress. The IiEW bedget Mr. Finch inher- 
 
Its., while a s  usual larger than lrut year's, in
 
hardly a spendthrift document: ConRr.rrtona1 
 
wthorlzations for education outlays, lor u.
 

-----'?*g~nL=?!?:----

Mr. Finch's current concept seems to b 
that HEW'S cssentlal need is not mors mone 
but greater elficiency and more orderly nr 
ministration, There's no doubt that tha dt 
Parlment'r cndcavors could be Improved b 
mnrc hnrdnoscd nudltlng, qulcker commun 
cation and less icgallsm and rc::ulallon.wr! 
In:. Ellt the ncw secrelary's opporlunltles l r  
ncllicvlnC cftective reorganl~nllon and relor, 
Will be llmltrd, a t  Ienst for some t h e .  . 

Already HEW has been shaken to 1ta bt 
reaucratlc mots by SecretariesJohn Gmrdnr 
and Wllbur ~Cohen, who sought to aubmer 
the narrowqisioned tradltlonul a ~ a e l e r ,  D! 
T c t l ~ a r ~ y  n e m l  Y C N I C ~  and trtnq PIIDII~ 
Wcllnre Adlnlnlstration in. ommer.&uug, 
more ndapt4ble orxanlzitions. But so fa r  11 
civil servants have lorind this moruy a d l  
nuraelne came of mlnlcal chars. , u r . ~ t n ,  

f l ~ k s  tolal ihmoblllmtlon 01. hls depa- 
h . a new r o u n n o  

.~, 



I Tlw ~:onsrrvnllnnlsW qucst lor tougher L I T
j pollution policies verslla the cstabllahed cco- :
i nornic interests and entrenched politlcai influ. t 

! ence of the coal industry. 
I 
1 

Thc consllnlcrs' dcmnnds lor 1nwer.cnst I

I drugs vcralls Lhe pharmaceutical Industry's I 

insislrl~cc that libcr:!l prolits are essential irr. 
i rcs r :~~chand innovatinn. 
I The mnyors' clamor for more Federal 
; nloney and lrccdonl nr nction to mccl lhe 

nceds ol LIi~ir urban poor vcrslla the ~ovrrr.: 
: nors' demands lor prcater cnntrol over F e d e r  ; 

a1 funds and activitirs nf[cctlng thrir stater. r 

The Riz Rattle 
But all lhesc contlicls may be bush league, 1 

In intensity nnd irnporlanrr, nion:side the 
c.onlinE cisiL rights fray. Seerotary Finch l 
must dccidn the exte,nt to which he will em

/ ploy HEW'S powrrs to compcl integration oC i 
 
' pubiic schoolc and other racilities. partieu1;rr- i 
 

ly in the South. The 1964 Civil Rights M t  ao- ' 
 
I thorites HEW to withhold Its lundr lrom dis- , 
 
' rrinlinalory aolivitlra. but ils use 01 this all. ' 


I tilority rouses Lhe ire of Dixie politicians. I
i 
 

: such as Sm. Stroni Thurmond 01 Soulh Cnroli. i 
 
na, wllo helped elect Richard Nixon Presl. I 
dent. The states' rights Southerners hold key !. 

!
lepislativn positions and excrt major Influ
ence on HEW'S budget. Northern politlclans, 
too, are becoming disenchnntcd; many of 
their conslituenls arc nngered by Negro mlll. 
tancy and oppose more government-fostered 
integration.

I 
5 Thus It would probably be smart stratccy 
 
j lor Mr. Finch to solt-pcdal civil rightr. HI 
 

might nttcmpt to have HEW'S cnlorcemcnt 
 
i role translerrcd to tho Justice Department. 
 

as Lhn more logicnl lcc;d agent. Or he cotlld 
 
I quietly allow the civil rights cffort to atrophy. 
 
) Either way, the liberal lorces-the NAACP. 
 

the nntional lnhor rrnions. antiqnvcrty organi. 

zationr, ancinlly minded private Inundations 

-would raise a N C ~ U S ,  TOO, the Federal 

coclits, t1irou:Ii forcclul pro-intejiratlon dcci. 

sions, could make such backsliding dilliCult. 


The ~ w u l t :  Mr. Finch may lind hlmscll 
pushed Into an agpressive civil rigbts role- 
fine, In principle, but poor In prxctice lor hlr 
Calllorn!a career. 

As Abe Riblcolf says. "There,are no politi- 
c@! nl~nseq a t  HEW." .;.. 

. 



, . 
Key to the future of not only FDA but also the Natl. Institutes of I-Iealth (NIH)and? 

the Healt!~ Services & Uental Health Administration (tIS&MHA) ?$st$ i r i  1arge.measurc on 
u 
 who is selectcd by new H-E-W Secty. Finch to succeed Dr. Phil, k e  in tie post of asst. secty. 

in charge of nleciical 2nd scientific affairs. 

3e:iaYk reports indicate that Lee was willing to stay a t  H-E-W -- a t  'least for 
three to six monlhs -- but apparently Finch has decided he would prefer 'to s ta r t  with his; 
own tel?.:. OSser.~ers noted :hat Lee was packing his personal effects on Friday Jan. 17, 
appare:ltly ir preparation for leaving shortly d t e r  Finch takes thy dept. over. 

.,IM cuer;ions relating to F3A or drzgrcgulation were asked o,f Finch during his 70
n!inc:e a!:p2:sr,cc Jzn. 1 4  beiorc the Swab  Finance Cmte. on liis confirn!a:ion as-- ,.
1:-5-W sc-ty. I here \:.as no doubt t k i  the Senate would apLrove. 

At t l e  same time, Dr. Neil Solomon, of Baltimore, a mernber 04 Finch's initial 
advisorv c,m.te.. ciisc!osed to uress that he had been oifered a chdnce to succeed : 

Lee in the asst. sec:y.'s post, but had Eecided not to take the federal job. 

Chances for Georce M. Eurditt, iood industry lawyer whose name has Seen men- 
tioned a s  E-E-W ceceral counsel o r  FDA commissioner, dimmed somewhat with the dis- 
closure that a mernbcr Of the Chicac;~ law firm, with whom aurditt had been associated until 
Ten. 1, .ms slated to be named asst. attorney general in the ustice Dept. in charqe of anti- 
trust e~fxccmen: .  This raised the q~es t ion  of whether the ixon Administration could name . 
two men i r o n  t.qc sa:ne 1% iirm for top govt. posts. . . 

Asst. Ii-E-W Secty.-Controller Kelly, who has long been an ad"ocate of submerging' 
p;lFDA, is b e i q  t rmsferred to the Defense Dch. where he will work under Secty. Lairdhim \ r  :.cevelo>d a orezt :.cspcct io r  his'capabilities during his a.ppearances in past years bi?ior& F,; 4. 

the Hoinu~2 n.?!,ro?rin.:ions subcmte. in charge of I-I-E-W appropriations; Laird v i a s  Ule;kcy 
~ i x r i t ymernScr of the apprcipriations subcmte. $ 1 ,  . : 1 

5 
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FOOD CHEMICAL mu 
- 1 . .: s q. . :y  !;$, 

I I ! z j . 5  ,.. 
appointments will be  announced a s  '? group th is  week; inc2uding Joh 

j , V C : I I L ~ I ~ ~ ! I ,C'all:'t):.~?iaJ'.,~::/is:St~r,, 
 !;:v"::.-:r:ns ',Jr,l-e:. Creed  C. Black, Chicago Daily: 
.X\'i:;vs executive cdi lnr ,  : : s  nn i\s::i.st;.!~!. Sec re t a ry ;  :.,. r i c k  Gray I ,  Connecticut lam 
\ v i ~ i )llas held sevc ra l  Defense Department posts ,  a s  Secre tary  Finch 's  Executive Assist: 
all(! George Brand, f o r m e r  California newsman, a s  HEW'S Director  of Public Informatic 
$ New York T i m c s  s t o r y  of ~ i n c t i ' sbriefing by f o r m e r  HEW Secre tary  Gardner  includet 
the  advice that FDA "had t o  b e  directed With special  effectiveness end strength.  I '  and 
as ide  f rom civil  r ights ,  Gardner  told Finch, 1 1It was the one, regulatory agency in the 

. Department that  was 'absolutely laden with trouble and conflict. I "  

CC P E H SP E H S  o r d e ro r d e r  toto  FDAFDA requir ingrequir ing i ti t  t ot o  approveapprove actualactual  subsistencesubsistence paymentspayments inin lieulieu ofof thlthl 
$16$16 perper  diem,diem, h a sh a s  beenbeen regardedregarded  a sa s  anotheranother attemptattempt t ot o  subvertsubvert  thethe agency ,andagency, and keepkeep FKFK 
officialsofficials awayaway f r o mf r o m  importantimportant meetings.meetings.  RequestsRequests f o rf o r  actualactual  subsibtencesubsibtence paymentspayments musmus 
be made t o  CPEHS a t  l eas t  10 working days in advance of a :trip, and "will be l imited tc 
unusual c i r cums tances  where the ind&id&l employee has  no  control over  . !.,
ca r ry ing  out official business ,  " CPEHS advised FDA. 

I , 

I 

F O O  D F A  C T 0 R Y f o r  FDA p e r e  k;l in an omnibus FDA bill  
~ e n tt o  the Hill  by before he (See FOOD CHEMICAL 
W , Dec. 2 ,  Page 13). 

S E N  . N E LS 0N (D-Wis. j 
Pubiic TIcalth ITazards 

, 
.. $ 
, ,;j * ! 

(S 365)' to es tab l iR9,a,I;iJ;!:Q~( 
'effects of:.! 

d rugs ,  cosmet ics ,  food additives, a n d  

A N I M A  L D R U G  law, a r e  expected t o  be  
issued a s  proposals  established by FDA's  Bure:: 
of Veter inary  effective by Aug." 1, 196 
(See FOOD * %  ,{t i .  

od Additive Petition t o  
equate by FDA, a s  was 
in the Jan. 20 i ssue  of 
r m  in which it was file 

Inc.:, under a contrac 
months f r o m  the  con 
0 del ivery and t h e : r e  
arold E. Crowther  t 
eek  (See FOOD CE-I 
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Jn:?uxy 2'1, l W S  F - ! - ikport:; 	 ,
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r 
1 ' .  	 Soh:isonls statement or ?'ir;c!~'s ;'.s;!ir?.iic?l; ct~ri bc intcrprete-l as  inclic$inr~'tnr 

. \  	 I-:-F,-LV secly .Is i:itectio:i to keep I'lM ':;~iutni;~.!jc:c;in CP?z.ZI-IS, but it  :~l.:;o c:i.n";nr::o.n ' t h :  i 
iiico~nicg head of tlic iept .  was only pro:nii.:ji:ig Jnhn:;oa thzt he would hu called irlto any c 
zussions s!l the sepxation sl kUA irol:: Lilt: newly iorrnca L?arhq:;. r mch n2.s not yet 1c 
the ii:l! iorce of all the pressures that :1.re 'Jeiri(~.z?:crtcd on the Nixor. Adminiztration to ; 
verse the subn1err;inr; of FDA into CI>SsEi-E. , , 

.- 
I .I 

For LIE post of asst. secti .  in churrje of licalh and {cientific afiair;, the top ?. 
at press tims was Dr. Francis Land, li,?.l;id of X-I{-W'i ?.h./lc.dic:aid.?operation8.Land, 4 8 , : ~ ~  
GP at  Fort Wayne, h d  ., for 15 years ~ ~ O I ' C  ~~n:;ul.i.anlfor t h :joiiii:ir~ 11-L-W 	 il;t.dic:IS :I, 

proc;rn:n in Scpt. 10S. i i~:w z :  na1~1i:dlo his prc::cnt job, csrnmi$sioxr of t'n; iiCcdica.1 
ices .4dministration, in Aug. 1567. A dclc&c to the AMA I:!ome ior 10 y'ears, Lard con. 
to serve on the AMA's Council oii Medical mucation. He is a past president,of the I d .  
emy oi General Practice, anci was on the board oi the American Academy of General Pr; 
i0r iour years, scrving a s  VP in 1965-68. He rece ivd  his MD from Indiana U. in 1950. 

111addition :O Land 2nd Ed%:ds,:(:OSC niciiiioncd for asst. K-E-\V secty. include 
D r .  Cariutl; LVaqrier, ;etireddircctor of the old Public :ical;h Scrvicc's Eureau of . 

" 

I-!ca!i!~Scrviccs; Nail. Caiicci. Il~stitutc Director'Dr::' l<c~'incLh Endicott; and Dr. i 
Ricl;xd Wilbur of St;lnfo;d,. Calif., nephcw of AMA Picsideat Dviiqh: Wilbur.. .,, 

. .. , 

Appuictment of Wa.gncr would hxvc a. dramatic a x p c t  in that hc would become 
boss over PdSlie I<ealth Service Suqeon General William Stewart under whom he serve1 
an asst .  smqeon (;enera1 until several years ago. Wil'oar would s e e n  to kave a iOt goin( 
him if he wants ine job, except that he comes from Calif. a d  tnere is a limit to the nun 
oi  people Finch can appoint to high posts from his home state. 

7 
 
.J 

C:'%d Black, A Newsliiali, Asst. H-E-W Secty. For Legislition; Vencl~!on May Ee Undersecty. 

Bwards ,  44, has been Booz ~ l l e i l ' k  hamilto; V P  for health & medical affair: 
early 1937, when he left the A m  staff after iive years a s  director of its div. of socio-e 
activities. He is a Re~ublican. and his  wife is a niember of t fe  Cowles iani lv ,  which ov 
r'7Look'i magazine and a number of nswspapers. 

Aiter receiving his MD from the U. of Colo. in i948, Xdwards won masters c 
in physiology arid surgery. He was a general surgeor. a t  the Mapo Clinic uzitil 1957,wh 
returned for five years to his native Des Moines to se t  up a surgical group?~Ed.wards 2 
spent m e  year in Washington on the Georgetown U .  iaculty and a s  a consulthnt f0 Surge 
General Stewart, whose boss Edwards would be if he becomes H-E-W asst.*,secty.!..' ; 1 1 / I t t '  

I , ,!,I,$ L 1 1 .  ! 
In  iine to be H-E-W asst. secty. for legislaiion is C:ecd Black, 43 ,  ci:cc'cdi!or of 
the Cliicaqo Daily Ncws. A native of i<c~~tucl(yand a carccr nevrsman,. elack entered 
the ~ I ~ O ~ C S S ~ O I Iat the Chicar;o Sun-Tinics. I-lc later held various l~osilioi~s :on newsi 
papers in  Nashville, Tenn., Savannah,.Ga., and Wilmington, Del. Black, became I 
rnanzging editor of the Daily Ncws in 1964, and excc editor in Jan. 1768'.!4 . , j. . 	 . . . '3 : 

!.J;,, .
Ficch is expected to name the 3-E-W topsideas a grorp in the ne?:.. re* days 

stronq ?ossiji!ity for  the major position of 1%-E-Wundersecty. is John ~eneiin'an, a Cal 
le~is l t i tor  who nesded his s ta ters  joint cmte. on Medi-Cal administration an i  who i s  ra  
a s  having a basic knowledge of how I-i-E-W1s.major medical programs a r e  ad:uinisters 
state level. Vsneman has been working closely with Finch in taking over the 5-E-W iZ 
was a member o i  his advisory cmte. ("The Piilk Sheet" Dec. 23, page 24). '7 : 

-3 
	 I I I Y  ' a r m . .  i. ' 7 '  

The only topside appointment Finch had announced aslof bats1 ~ri!!l?an; 23, W 
Patricia Hitt, a G-0-Plcxler,  a.s nsst. secty. for community & field services.] ii,calsc 
Gooryo P,r:ml, 45, cditor of thc San Luis Obispo (Calif.) ~e l e~ ram-~r ibu : io ; ' a s  dirccto 

. ".. " '" * " hh-mc,tititi,“ ‘ "" ' . '~~ l -b" , i '"  f i l ' f l~i)~qp1/1;1!(V!iLli liinch fn the M;lrino Corp:j dul . . . . .... 



 

, , 
a;.2 :.,:I ::.:,:!;, . :.,.]~,>:.t;; ti!:,.t hi:; job !I;X b c w  urlder consideration. . , .. ' 4 : .4 . 4 ".(I

1 . ti,
; ' 2 .  

L.,.:;.'s jo!) h-:: bcen.l~ie:!l;iorlcd as a possible alternative in discussionz with pr%pcC- 
& '~ i v ec?-?did:!!?:; 

-. 
for :!I<> y s i t i o : ~~f m ~ t .sccly. for h(!nltll and :;cicnti.fic; nf?rir::, ::TI/ h"!!: Vj.Dr. 

!I >-<.- . s ; . . ~ .  4.,%.. .,,..I. -.. .. . . . . ....*  :. -.,, o!' If- E- i V  q~!!lc!r:d cbun::c!l has alre;~.rlyi,~:r:rt S!!':fi 1rt:s~::!.c ' 
- .., ........
. ..: . .~. .. . 
 . . ....., .:a tnc o:i!y job that v~oulil in1crc::L George M.Zwditt ,  GCP rne rnkr.:-:. . " '  . . .. . .. . . ,' .. . .... .. . . . : m i  Food illdustry 1awycr who headed the special task force on FDA f o r .  
++,:-., -.., 
.,.,.,*..,..;..$,~,..,SLxm Administration. 

' . ,  : 
' 7 , 

12:xon~:the can3:dates f o r  the asst.  E-E-W secretaryship who also have been dib- : 


.-::ss:-.;. as :xssi?:e successors  to Ley is Dr. Charles Edwards, V P  of the management con- . 

%;ti::;: 3 x 1  o: Goo:, Allen & EIami!ton and Iormer member of the AMA .headquarters 'staS in 


!, ' 'charqe o i  the socio-ecsnomic div. 
;?. ' 

. . q 

At  :;~e present writing, :he odds are that Ley wi l l  becontinueh in  the FDA commis- j;: 
sioncrship, b::t indications that the position and the man are being seriously weighed .,i ; 
were coctained i n  a presnant comment made by Finch during an interview with the . i"  
NY Times. 

.> 

Teliinc; 3: t!le process  by which he decided to accept the job of H-E-W secty., Finch 
 
related in :he 33' T i x e s  interview~that he had consulted former  Secty. John Gardner, Who 
 
cotinsekd j.:2t F2;i nzd to be directed witn special effectiveness and strength. Aside from 
 .,r.-E-W's c i v 2  r;gi;ts b:.anch, Finch was told, FDA was the one agency in the dept. that was 

"absolutely la ien  with trouble and conilict." 


, 

CP&EkiS Head Johzsoil Deiieves !<is Control Over FDA Is Safe, B u t .  . . .. 


*-I I- ;! : 
Tied into Lh:? selection of a new H-IT-W secty. for  health and scientific a:fairs is 

, t h e  status of FDA as a semi-a.utonomous ac;ency, separated from thc environmental health , 
groupir.5 into v/!iich iL vias rnerycd as:p;?.rt o: the H-E-bV Dcpl. reorganization 

: iby fo rmer  Secty. Cohcn. 
: a  ?I. , 

The task force  r e p w t  submitted by Eurditt he:ore the Nixon Administration ,took' 
 
&:ice called for  a s t rons ,  effective and rela.tively independent FDA that would report  to an /

K-E- W asst: seety. instead of thn head of L!c new environmental health grouping. ; Theistreng 
 
and visor of th i i  recommendation sc rves  to offset the Pact that Burditt has been a lawyer for  
  
Krd:  Fc~odc, and other industry clients. Also cited in Burditt 's favor is Lhe fact that the FDA 
 
commissionership had riot 'seen held by an MD until 19M when torrrier Corn. JamesGoddard 
  
w 2 s  namsd. /, 
 

7 , .  

C. C .  Johr.son, head of..t'ne Consumer Protection & Environ~llental Health Service 
(CP&EiiS) into which FDA w,is si~l)~nc;g<das par: of the H-E-W reorganization 
under Secty. Cohen, apparectly is confide!^; that he w i l l  cotitinue in  his post and . 
that FDA will be continued utl,&r his juisdlctioll. 

I .i 
... I I : !;At a Jan. 23 rjoodby party held. i o r  FDA Eureau of Science Director Dr. W.H.S m 

mer?ion, Corn. Lcy invited Johnson to spczk. The CPGdMS head, in the course of his hLh'ir k  ' 
disc losci  tha t  hc had Seen called into a conlcrence with Finch((apld the new H-E-W secty. h2d 
!gld him: "I h a m  no precent plans to reorganize CP&.EHS,.and if such plans come up in the 
f u h r e ,  you *:/illbe i n  on the di:;ccs:;ions." 

. '  ;i;''j ! , ,  
!p;,y;.I 

. . t tb  

, . .q 
 
, .r $~ , a 

. . ' ' 
  <. ,.%,..- ., _. . . . 
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Fcb rax -y  3,  10G9 

cros5  under the 

LEY PLEDGES STXONG, UKIFORM LAW ENFORCEMENT 

Food and Drugs Commissioner Lcy last weck plcdged that his agcncy'will condt 
a uniform law enforcement program in the interest of toconsumers and industrie 
alike. I I 

. , 
. . 

The pledge to  the National ~ s s o c i a t i o n  of ~ h a r m a c & t i c a l  Manufacturers last wi 
was similar  to the promise he made recently t o  ihe'Nationa1 ~ k n e r s : l b s o ~ i a t i ~  
to  conduct a f a i r . .  but f irm enforcemeri policy (See FOOD CHEMICAL NEWS, I 

Jan. 2 7 ,  Page I.;). !I 
I .  

i 
I 

The emphasis on uniform legal actions by Ley is  in contrast to informal advice 
Consumer Protection and Environmental Healtin Service Administrator Johnson 
reportedly gave FDA-ers recently, when he questioned the need for l a q ~  f i )~~

?,) 
of enforcement actions by FDA. I , p!r 

L 

sanctions. ji i 

* 
, 

... . , .  .I 
Ley told the drug group in Washington that "I ,can't think of anything that woulc 
be more disrilptive to this great industry of yours than to  have an oversight 
agency that i s  indecisive, o r  indulges in non-uniform law enforcement. , " a *He 
continued: 

/I!!/ , . 
IP.. 

"If we in the FDA ,go soft on regulation, we not 'only will '  
 
! do tremendous damage to  the rnnsumer, but also we will 
 

thoroughly disrupt the drug manufacturing industry. 
 ! 
I am committed to  the concept that enforcement is in the 
best izterest  of business a s  well as  the conspmer. Good 
enforcement is what a r e  going to  'have. 

III beiieve in honesty, fair  play, in law and order, and I 
pledge t o  you, a s  I pledged a ievr days ago 'io a national. 
food grbUp, that this nation will have full, fair ,  enforcement 

o f  the f S d  and drug laws, in the interest of all, consumers 
and industries alike. I '  

. .  , , 

. . .  
... 

~ 

4 



/-

I in iheir own way, of stimuiatiilg gr6at str ides in FDA's science progralns: and
! It.. .he ;;rornised to carry  r n l s  excellence forward, 11 saying he would "resist any ! 

.. 
efforts to  destroy its acknowledged competence. I t  . 

, 
, . 
, 4 
 

"i wtll do everything in my power to insure the continued evolution of the FDA;
\

as  a science-based agency, " h e  said, declaring that "FDA has a great tradition 
I I ,: .;:,,.: , t ] $  :to  live up to. , ,I.' ,. .  < .'. I ,. 1' 

S f  

t '  7I !. . 
? .  . i  

Ley has told repor ters  he will not resign, unless requested t o  by secretary  
_ 

'Finch (See FOOD CHEMiCAL NEWS, Jan. 13, Pages 30 and 38).  .. : . I' 

i ., , 

Xeanwhile, additional Health, Education, and Welfare and Agricul ture .~&art-  
ment qpointments became known during the week (See FOOD CHEMICAL:. , 

NEWS, Jan. 2 7 ,  Page 2 ) .  
- I ...- . . . 

Health Secretary ' ,Massachusettst Knowles ~ e 1 e c t e d f o r " ~ s s t .  
Y h 

Dr. John H.. Iinowles, director of the Massachusetts General Hospital, is  
expected to  be named Assistant HEW Secretary for Health and Scientific Affairs, 
despite a battle b5tween the American Hospital,Association, which supports him 
and the American Medical Association, which i's reportedly attempting to  block 
the appointment. 

Other HEW staffers selected include: Leon Panetta, former legislative assistar: 
t o  ex-Sen. Kuchel (R-Calif. ), as  a legislat),ve aide: B: Michael Kahl, Californi 
Senate aide, t o  Secretary Finch's policy staff, and Agws Waldron. Nixon 
campaign worker, a s  a special welfare assistant. 

Roy M. Lennartson, a ca reer  USDA -er  who has been serving a s  Associate ,;. :I.', 
Administrator of the Foreign Agricultural Service, has been namedcoasumer  

, ,and Marketing Service Administrator. ; :  

George V. Eansen, former Idaho Republican Congressman 
in a bid t o  unseat Sen. Church (D-Idaho), was named 
Liaison Officer. , , .  , , I , . 

. ,...,. 3 . : I ,!, 

Wiiiiam E. Galbraith, a Beemer, Neb., fa i rner , :  has been selected Adminis- 
t ra to r  of the Agricultural Stabilikation and Conse~vationService. . : :@:$~:~~~l

! .-, r  
i ,..Agric l i l t~ rc  Secretary Hardin and Unler Secretary J. .Phil Campbell met  

recenGY with members of the National Food Inspecti'on Advisory Conim;ttee 
. I

' 
t o  ciiscuss implementation of new meat and pouitry laws. Hardin.emphasized2... 
:he need for eifective: Federal -State cooperatidn to  ca r ry  out the programs.., , . . 

. . . . 

0 
, , 
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SE~~IIS Of FDA 
 8% 'IT,Oa Status 01pDA
;
 
 I &Jei.I. .
\ ~ r ~ ~ s l l ~ s c ~ o s - R c v i c vof;
 t h c
 / 

, , 	 ~ C S D U ~ C C S - W I Ix ~ i v i t i r sits i ~ i i ~ i o n i ~ l  I I I I I I I S ~ I . ~ I ~ O ~ S  
t i f 0 1, 01.  5 )  , ' that the rcgional assistant ad-

control the held 
l>eccmlrcr 19(iS order of I l ea l t l~ ,
l,;,luc:lli,,,l all,l \\relcnrc Seere

] ~ i l i ) , , ~J. collcn,,.hiell jhas :lac Kntionel ~ r n t c r  for  l ) r u g  act~vl t jes  ot t h e  tllrcc a d m m s 
:\n:~Iysis in St. Lmais; thc pro- lo ' r. olmson sa i  . ; 

:
 IYI
	 : rt l lc  ,.lrcct of  , ~ c s ~ r o y i n g  vend 
~pnscd Sntionnl Ccnter Inr Micro- 'Tkc:iskll :;ot h ive  any  dire: nnrl ] ) rug Administration's 

'1 inclopentlm,t st:llus "will bc o n c  ,, liolozical Analysis, in Xinnenpo. line i.cspnnsibilitics, .but will a c t  
li" tllc I'csliciilcs 1:csearch Lab-.:..as coordinators . of thc totalof 	 first thinZS 1 ~ ~ 1  incoll,- ;I do;


! i n r  Sacl.st:try Robcrt H. Finch urntorics, in Wcnntchcc, Wash., CPEHS effortr, a t .  the regional/

Ni&tinni~lFood 

"1'11 ~ i v c  i t  high priority," Mr. ;anal I l rug Training Institute. directors will rcport dircct to the 
I told 111tu(;TL\IW NEWS. 	 a1111 tlw I I I ~ ~ I M I S C ~  ICVCI. The rcgional food and drui: 
1 	 1I l:ineI~ sitid. A n s w c r i ~ ~ za (ILICS- IFl?h n r w  rcsoerces wnnld con~mirsinncrs, a s  1 will the
i tion, hc sni,l ilc 1,:,,1 aslccti to : COIISIS~Sof "a wide variety of in- repionbl directors of . t h e  other  
i ],,,,l; o,.cr tllll (,,.,lUI. to ctlucntion:d 
 5I i11~~ctiol1il~,]:~i~0rilt0ry, urlminiatrations." 

; \.crsa it, to tila c s ~ c l l t  of 
 

in^ In'1);\ L o  i ts rormcr st:ites. 
 

I of Administrator 

-Ed.). 	 . . 
. . 

. .. . 
~ ' ,  . 
. ,  . 

i lncaning of  the words "leader
: 	 go, and Rill V. McFarland, who ship nsd su~)ervision" would indi.. ' I . ., 
: cate tha t  the regional assistants I held a similar post in Dallas, , 

Tex. 	 iI would be in charge of the field; I 	 :.The other new &ional assist-I activities of FDA, the National 
nnt adn~inis tratolr .  their former I Air Pollutibn Control Adminis

tration a12d the Environn~ental  	  connections. .and their hcndguar- 
 . ,
 

te?s citics a ~ , c  Frank  Tetzlaff,
Control Administration. 
Environmental Control Adminis-	 ,, .! The comn~issioners' represen- tmtion,  noston: Gcrlnnd M. Han tntivcs (in FDA's case the f w d  
slcr, ECA, NewlYork: John D./ and d r u z  directors) should rap- 
Faullcncr. ECA,: Charlotksville, 	 ., 

,I rcscnt thcir resncctive con~nlis. 	 . .  
i sioncrs, the task forcc stntcd, a n d  I Va.; Hnwnrd. \V. Chapman, 	 . .,,, , t, 	 Atlallta; P. Hay-	 1 ! 

exercise such managerial func- .i 	 ! ' 1j ward, 	tions a s  planning, organizing and 
" 	 Serviccs 73ranch. Indian Health . .
d i r c c t i n ~  area resources i n  thc 	  : w,tService, Kansas City, Mo.: Don
rcgion." Direction of national ald F. Duhois, assistant to tho , , I l l!li. ,I 	 ' '  
rcsnurccs-as distinguished fro,,, nssocinte adniinistrator, CPEHS. 

, urca rcsourccs-should be from 	 ii1 	 ncnvcr, and Russell W. Hart ,
hcndquartcrs, thc ;tnsk force ECA. Snn Frnncisco. 
 
S I ~ .  "Tl~osc words menn what  I s a y 


I ts  rclmrt listcd 'lhrcl? FDA L h e p w w ~  und they don't mcnn
If1f4!ili!!~vl~l"11 jluun :Ill. raljt~#,6,.4.k ' . . -----. .. ,  .:. ..-r 

. . 

semi-



Uy JACK KIESSER 
~ : ~ ~ r d . ~ u l l r  cor.crt)ondcm\ ~ n ~ l ~ l w t o n  

\VASHINGTON-A group of food 
and drug industry cxccutivcs and Iaw- 
ycrs has callcd for a stronger Food 
and Drug Administration, with more 
cmphasis on inspection and cnforce- 
mcnt and an cflcctive voluntary com- 
pliancc program. 

FDA should be "frcc from burcau- 
cratic or political control and mcrit- 
ing thc confidence and rcspcct of 
consumcrs, industr). and govcrnment" 
and shotlld have regulatory programs 
~ c a t c d  towards encouraging voluntary 
conrpliancc, according to a memoran- 
dum submitted to the Nixon Admin- 
islr$tion by a "Committee of 16" per
sons from tho food, drug and legal 
ficlds. The mcmo was oKercd as a 
"prcliniinary guidclinc" for uso. by 
thc new adminisbation. I t  said PDA 
should ncl cooperatively, but still 
carry a big stick. 

Among key recommendations of 
the panel, headed by Chicago lawyer 
Gcorze hl. Rurditt, was a suggestion 
that FDA be re-established as an  
indcpcndcnt agency within the Health, 
Education 6r Wellare Department. 
Since last July 1, F D A  has operated, 
along with the Environmental Con
trol and lhz h'ational Air Pollution 
Control administrations as part of the 
new Consumer Protection 6r Environ
ment Health Service of HEW. 

Old Statt~s S o u ~ h t  
Burditt and his committee felt 

FDA would be stronger and more 
efictive if the Ninon administration 
would restore it to its old status. 

The FDA commissioner should re- 
port directly to the HEW assistant 
secretary for health and scientific af
fairs, it said. Presently, the FDA com-. 
missioner reports to the administra
tor of CPEHS, who is an assistant 
surgcon general presuniably reporting 
in turn through the surgeon general 
to the assistant secretary. The com
~ l ica ted  new structure has bccn under 
&ong criticism from may quarters, 
including FDA staff members, who 
believe CPEHS reprcsents another 
level of burcaueracyand a downvad- 
ing of thcir agcncy and its progclms. 

Burditt, a niember of the, Illinois 
state legislature and chairmati of the 
state's. food and drug commission. 
was Illinois chairman of thc Lawyers 
for Nixon-Agnew in the presidential 
campaign, and has bccn mentioned 
as a possible HEW gcneral counsel 
o r  even FDA comm~ssioncr, if the 
new aadministralion decidcs to replace 
Commissioner Herbcrt,L. Lcy.. ..- .... -...,,. . . . . ...-

i Of the "Comrhillce bf 16:' five are 
, 

I 	 food firm officials. four arc from
1 	 drug firnrs, lour i r e  lawycrs who 

spccialize in FDA mallcrs and jhlce 
arc consultants or  trade assoc~at~on 
ollicials. Scvcrnl of thcm wcte said 
to be former high FDA staff mem
bcrs. Namcs are. not being disclosed. 

Burdilt told Fccdslufis no one from 
tho Nixon camp hns talked 10 hlm 
about a job a t  HEW or FDA, and 
that, if nskcd. hc docsn't know what 
his rcsponsc would be. "it would dc- 
pcnd on thc conditions." Ilurditt said 
hc'd like to scc a very strong FDA 
and gave the iniprcssion he thinks 
thcre's plenty of room for improve- 
mcnt. H e  said ho'd prcfcr not to com- 
mcnt on what is in the mcmorandum. 
since he had simply bccn asked to 
prcparc it and subniit it to Henry 
Loomis, a former director of the 
Voice of America, who scwed as ex- 
ccutivc dircctor for tho various .task 
forccs crcatcd since Nov, 21 by Prcsi- 
dent Richard M. Nixon. Burditt said 
hc was tho only person to sign thc 
nicmo scnt to Immis .  

Tiic mcmo indicatcd that, FDA 
shoultl be dedicated to protcctmg the 
Iicalt!i and best ccononric intcrcsls of 
cnnsuniers by assuring co~iipliance
\\.ilIi 1:1ws and by cncowaging itch. 
nological aclwnccs. If this is done, 

then the rrgulaled induslrics will bene- 
lit, is was mentioned. 

Nixon and the new HEW official
dom were callcd upon to cnunciatc 
lheir programs and policies for the 
best interest of consumcrs and to 
promote scientific and technological 
progress in the rcgulatcd industria. 

More emphasis, it was noted. 
should be put on execution of the 
congressional mandate to protcct con- 
sumcrs through cnforccnient actions 
in order to promote voluntary corn-. 
bliance with food and d m c  laws. 

I 
The "Cornmiltee of 16" callcd 

an cllicient and simplified intci 
FDA organization. with clear dclc 
tion of authority to stsff and line 
ficers. I t  also said the new admi 
tration should reassess the scienl 
function of determining the sal 
and clficacy of drugs, particularly r 
drugs. I t  recommended a finer 
bctwecn the scientific and , en fo~  
men1 functions. :B 

Proccdures and practices in t 
dling new drug applications M 

criticized as being . unsatisfact~ 
"either from the publrc's or  from 
industry's viewpoint." More exp 
tious review and scientifically sol 
decisions were suggested in detern 
ing the safety and efficacy of pf 
ucts spbmilted. ". . i ScienlisLc she 
be remeved of any responsibilitv fc 
enfordement action, arid, conv&.el: 
enforaement ollicials should not mak 
scientific decisions." .3.f . I 

Tha mcmo asked for consideratio 
of an ~dministrative review procedur 
for scientific decisions, not only bc 
cause of the difliculty of such dec 
sions but also "because ' o f  loss c 
confidtnce in FDA!'.$ '>!it . )

Administrative changes suggqte 
for FDA included: ' W -;!hi; r i b., 

-4cceptance of the mandates c 
Congrtss without attempting to e, 
pand #he agency's powcr and activit 
beyond that authorized. 

-Acccptnnce of IFoul): ;!dcdiklon 
without attempting ib  avord or  evad 
judicial interpretations. 

-Termination of "enforcement b 
news release or  threat of news rt 

-Reconsideration of the policy c 
publicieing voluntary rccalls not ir 
volvin a public heallh hazard. 

-~gin>ination of the ofice of FD, 
rcgiondl assistant commissioner. 

(Turn I* FDA. pw. L l )  ;...,I1 : 



(Cmtlnuod from paps 7) 

pertinent to safcty or  cllcctivcncss in 
ncw drug ap lications (XDhs), s u p
plemcntal JDAs,  in\.cstigstional
NDAs and food additive pcti~ions. 

--Consult;ltion with consumer and 
industry groups in prcparation of 
proposed regulations. 

-Establishment of an cficiency rc- 
vicw ulrit responsible to the commis- 
sioner. 

-Emphasis on improved inspector 
training. 

VoIuntnry Program 
Thc committce said the dc-cmphnsis 

of rcgulntory actions during thc last 
few years has undcrmincd the vol
untary enforccmcnt program,at FDA. 
It produced figures sliow~ng that 
while thc FDA budgct was incrcascd 
from SIS.S million in 1961 to $71 
million in 1963, scizurcs, criminal 
prosecutions and injunctions arc 20% 
smaller. "Firms which undcrtakc vol- 
untary conipliance at considcrablc cx- 
pcnsc and competitive disadvantage
arc entitled to expect vigorous action 
anainst non-comoliers." it was mcn. . 
t i k d .  

The official FDA magazine should 
be continued, it was said, but the em- 
ohasis should be sl~iltcd from beina 
H propaganda pieco to a v o l u n t a ~  
coriiplrance tool with industry and 
consumer cornmenu and with the au- 
thor of all articles idcntilicd. 

The panel called for more emphasis 
on inspection and enforccmcnt, and 
reevaluation of h e  expcnswe "and 
probably unsuccessful" cxpcrimcnt in 
self-ccrlififation. 

In  the long run, le~s la t ivo  steps 
may be  needed to eliminate duplica- 
tion of effort between FDA and other 
federal agencies, it was pointed put, 
but in the meantime, some admmis- 
uative steps can be taken. For ex
ample, coordinated regulations regard- 
ing meat and p o u l t r y  and food 
between FDA and USDA were sug- . 
gested. 

As  a final recommendation, thp
"Committee of 16" suggcslcd Prcst- 
dent Nixon set up a range ad- 
visory group for FDA with govcrn- 
mcnt oficia!~: consumers, industry 
and acadcm~c~ansparticipating, and 
it called for consultation with the 
Drug Rcsearch Board of the National 
Academy of SciencnlNallonal Re
search Council. 

I t  was argued that the. problems 
of FDA arc so p a t  "diat ~mmcdiatc 
attention to thrs important agency
should be given by tho Nixon Admin- 
istration." 




