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INTRODUCTION 

Th is  i s  a  t r a n s c r i p t i o n  o f  a  taped i n t e r v i e w ,  one o f  a 

s e r i e s  conducted by  Rober t  G .  P o r t e r ,  Fred I. L o f s v o l d ,  

and Ronald T. O t t e s ,  r e t i r e d  employees o f  t h e  U .  S .  Food 

and Drug A d m i n i s t r a t i o n .  The i n t e r v i e w s  a r e  be ing h e l d  

w i t h  F.D.A..employees, b o t h  a c t i v e  and r e t i r e d ,  whose 

r e c o l l e c t i o n s  may se rve  t o  e n r i c h  t h e  w r i t t e n  r e c o r d .  

I t i s  hoped t h a t  t h e s e  n a r r a t i v e s  o f  t h i n g s  p a s t  w i l l  serve 

as source m a t e r i a l  f o r  p r e s e n t  and f u t u r e  researchers ;  t h a t  

t h e  s t o r i e s  o f  i m p o r t a n t  accomplishments, i n t e r e s t i n g  events,  

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

o r i e n t a t i o n  o f  new employees, and may be u s e f u l  t o  enhance 

t h e  m o r a l e  o f  t h e  o r g a n i z a t i o n ;  and f i n a l l y ,  t h a t  t h e y  w i l l  

be df v a l u e  t o  Dr .  James Harvey Young i n  t h e  w r i t i n g  o f  t h e  

h i s t o r y  o f  t h e  Food and Drug A d m i n i s t r a t i o n .  The tapes and 

t r a n s c r i p t i o n s  w i l l  become a  p a r t  o f  t h e  c o l l e c t i o n  o f  t h e  

N a t i o n a l  L i b r a r y  o f  Med ic ine ,  and c o p i e s  o f  t h e  t r a n s -  

c r i p t i o n s  w i l l  be p l a c e d  i n  the  L i b r a r y  o f  Emory U n i v e r s i t y .  
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T h i s  i s  a r e c o r d i n g  i n  t h e  FDA o r a l  h i s t o r y  p r o j e c t .  T h e  

r e c o r d i n g  t o d a y  i s  w i t h  M r .  James  N a k a d a  a t  h i s  r e s i d e n c e  i n  

B u r l i n g a m e ,  C a l i f o r n i a .  T h e  d a t e  i s  J u n e  16 ,  1 9 8 2 .  I n t e r -

v i e w e r  i s  F r e d  L o f s v o l d .  

F L L :  M r .  N a k a d a  w o u l d  y o u  b r i e f l y  s k e t c h  y o u r  e d u c a t i o n ,  how 

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

A g e n c y .  

JN: I was b o r n  O c t o b e r  1 8 ,  1 9 2 6  i n  L o s  A n g e l e s ,  C a l i f o r n i a .  

My e a r l y  e d u c a t i o n  was i n  C a l i f o r n i a  u n t i l  W o r l d  War I 1  b r o k e  

o u t  a t  w h i c h  t i m e  I was  p u t  i n t o  a c o n c e n t r a t i o n  camp b e c a u s e  

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

i n  Oak P a r k ,  I l l i n o i s  a n d  w e n t  t o  t h e  U n i v e r s i t y  o f  I l l i n o i s .  

I e n l i s t e d  i n t o  t h e  Army a n d  was  i n  t h e  s e r v i c e  f o r  s e v e r a  

y e a r s  d u r i n g  w h i c h  t i m e  I d i d  a t t e n d  t h e  U n i v e r s i t y  o f  I 1 1  

n o i s  i n  e l e c t r i c a l  e n g i n e e r i n g  a n d  t h e  P e n n s y l v a n i a  S t a t e  

U n i v e r s i t y  i n  e l e c t r i c a l  e n g i n e e r  n g .  A f t e r  t h e  s e r v i c e  I 

r e t u r n e d  t o  t h e  U n i v e r s i t y  o f  I 1 1  n o i s  a n d  r e c e i v e d  my B a c h e -  

l o r  o f  A r t s  D e g r e e  i n  P s y c h o l o g y .  I a l s o  c o m p l e t e d  p r e - m e d  

d u r i n g  t h a t  t i m e  a n d  was  n o t  f o r t  n a t e  e n o u g h  t o  g e t  i n t o  

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

o f  S o u t h e r n  C a l i f o r n i a  i n  1 9 4 9 - 1 9 5 0 .  I d i d  n o t  r e c e i v e  my 

M a s t e r s  D e g r e e ,  a l t h o u g h  I d i d  a l l  o f  t h e  c o u r s e  r e q u i r e m e n t s  

f o r  t h a t  d e g r e e .  

I w o r k e d  a s  a s o c i a l  w o r k e r  f o r  L o s  A n g e l e s  C o u n t y  i n  


1 9 5 0 - 5 1 ,  f o l l o w i n g  w h i c h  I was  e m p l o y e d  b y  t h e  FDA i n  A p r i l  o f  




1 9 5 1 .  I w o r k e d  f o r  t h e  a g e n c y  i n  L o s  A n g e l e s  f o r  a p p r o x i -

m a t e l y  6 m o n t h s  a n d  i n  O c t o b e r ,  1 9 5 1  I was R I F ' d  o r  r e m o v e d  

f r o m  t h e  a g e n c y  b e c a u s e  o f  a c u t  i n  a p p r o p r ' i a t i o n s .  A t  t h e  

t i m e  t h e  e x p r e s s i o n ,  I was " t a b o r i z e d "  was u s e d .  I w o r ~ e d  f o r  

t h e  N a v y  as  a n  i n s p e c t o r  f o r  3 1 1 2  y e a r s  i n  L o s  A n g e l e s ,  a n d  

t h e  San  F e r n a n d o  V a l l e y  a r e a .  I n i t i a l l y  I d i d  w o r k  i n  t h e  

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

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

a n d  o t h e r  p a r t s  f o r  t h e  m i l i t a r y .  U p o n  i n c r e a s e d  a p p r o p r i a -

t i o n s  f o r  FDA i n  1955 I was r e e m p l o y e d  a n d  h a d  b e e n  i n  c o n -

t i n u o u s  s e r v i c e  f r o m  t h e n  u n t i l  my r e t i r e m e n t  J a n u a r y  8 ,  1 9 8 2 .  

My r e e m p l o y m e n t  b y  FDA was a t  L o s  A n g e l e s  a n d  I w o r k e d  

t h e r e  as  an i n s p e c t o r  f r o m  1 9 5 5  t o  1 9 6 0 .  D u r i n g  t h a t  t i m e  t h e  

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

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

a n d  f o o d  p r o d u c t s .  I was t r a n s f e r r e d  t o  S t .  L o u i s  D i s t r i c t  i n  

1 9 6 0  w i t h  my p r o m o t i o n  t o  G S - 1 1 .  

W h i l e  i n  S t .  L o u i s  I w o r k e d  o n  a n u m b e r  o f  d i f f e r e n t  

c a s e s  i n c l u d i n g  t h e  P e p s i  C o l a  p r o s e c u t i o n ,  t h e  V i o b i n  s e i z -

u r e s  a n d  a n u m b e r  o f  o t h e r  l e g a l  a c t i o n s .  W h i l e  a t  S t .  L o u i s  

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

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

t u r e r .  D u r i n g  t h i s  e r a  we w e r e  t o l d  t o  g e t  as  much  f o o d  a d d i -

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

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



i n s p e c t i o n .  T h e  i n s p e c t i o n  l a s t e d  s e v e r a l  m o n t h s  w h i c h  was  a 

p r e c e d e n t  a t  t h e  t i m e .  I t  was i n t e r e s t i n g ,  a n d  I b e l i e v e  i t  

i n c l u d e d  a b o u t  1 6  o r  1 7  d i f f e r e n t  f a c i l i t i e ? .  When I a s k e d  

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

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

s p e c t i o n  f o r  s e v e r a l  m o n t h s .  T h e y  u s e d  e x c u s e s  s u c h  a s ,  i t ' s  

i n  a r e m o t e  a r e a ;  i t ' s  d i f f i c u l t  t o  g e t  t o ,  f i n a l l y  w h e n  I 

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

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

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

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

w e n t  t o  W a s h i n g t o n ,  a n d  n o  o n e  r e a l l y  w a n t e d  t o  r e v i e w  i t  b e -

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

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

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

d a t a .  T h i s  i n s p e c t  o n  t o o k  p l a c e  i n  1 9 6 1 .  

I n  1 9 6 1  I w a s  n s t r u c t e d  t o  t r a n s f e r  t o  h e a d q u a r t e r s  i n  a 

t w o  y e a r  m a n a g e m e n t  t r a i n e e  p r o g r a m .  I was  p r o b a b l y  o n e  o f  

t h e  f e w  i n  FDA who e c e i v e d  a  w r i t t e n  r e q u e s t  w i t h  a t i m e  

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

h e a d q u a r t e r s ,  I was t o l d  t h a t  I h a d  n o  c h o i c e ,  t h a t  I h a d  t o  

go .  W h i l e  a t  h e a d q u a r t e r s  I s e r v e d  a s  a F o o d  a n d  D r u g  O f f i c e r  

i n  t h e  B u r e a u  o f  F i e l d  A d m i n i s t r a t i o n .  T h e  e a r l y  p a r t  o f  t h a t  

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

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



s o m e w h a t  f a m i l i a r  w i t h  b u t  was c e r t a i n l y  n o t  my a r e a  o f  e x p e r -

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

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

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

P e o p l e  who w e r e  i n s p e c t o r s  b a s i c a l l y  d i d  n o t  g e t i n v o l v e d  

i n  t h o s e  a r e a s .  I f  y o u  w o n d e r  w h y  I ' m  r a i s i n g  o r  b r in g i  n g  

t h i s  i s s u e  up ,  i t  was t h a t  i n  t h e  summer o f  1 9 6 2 ,  when  I r e -

t u r n e d  f r o m  a v a c a t i o n ,  I was i m m e d i a t e l y  t o l d  t o  m o n i t o r  t h e  

T h a l i d o m i d e  p r o j e c t .  T h i s  p a r t i c u l a r  p r o j e c t  h a d  p r e v  i o u s l y  

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

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

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

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

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

l e d  t o  r e g u l a t i o n s  o n  new d r u g s ,  on  c l i n i c a l  r e s e a r c h ,  on  

i n v e s t i g a t i o n s ,  a n d  a w h o l e  new a r e a  f o r  FDA i n v e s t i g a t o r s ,  

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

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

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

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

l a r l y  t o  t h e  B u r e a u  D i r e c t o r ,  M r .  R a y f i e l d  a n d  t o  M r .  H a r v e y ,  

D e p u t y  C o m m i s s i o n e r  a n d  M r .  L a r r i c k ,  t h e  C o m m i s s i o n e r  a n d  i n  

f a c t  a n u m b e r  o f  my r e p o r t s  w e n t  t o  S e c r e t a r y  C e l e b r e z z e .  I 

w o r k e d  w i t h  M r .  R a n k i n  p e r s o n a l l y  s i n c e  h e  was t h e  p r i m a r y  

l i a i s o n  b e t w e e n  BFA a n d  t h e  c o m m i s s i o n e r ,  t h i s  i n c l u d e d  p r e -  



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

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

o f  t h e  i n f o r m a t i o n  a n d  k e p t  t r a c k  o f  a l l  o f ' t h e  d a t a  t h a t  was 

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

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

T h e  i n v e s t i g a t i o n  o f  R i c h a r d s o n  M e r r e l l  was made  t o  d e -

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

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

w e r e  a s  t o  w h y  FDA d i d  n o t  r e c e i v e  t h e  i n f o r m a t i o n  o n  d e f o r m -

i t i e s  i n  E u r o p e  a n d  t h e  USA i n  a t i m e l y  m a n n e r .  T h i s  n e c e s -

s i t a t e d  my r e v i e w  o f  new d r u g  a p p l i c a t i o n s ,  i n c l u d i n g  a  r e v i e w  

o f  R i c h a r d s o n  M e r r e l l ' s  p o r t i o n  i n  German,  w h i c h  I h a d  t o  

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

p r o b l e m .  I t  i n v o l v e d  w o r k i n g  w i t h  D r .  K e l s e y  a t  t h e  t i m e  t o  

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

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

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

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

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

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

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

c u l t . N o t  o n l y  t h a t ,  t h e r e  w e r e  a t  l e a s t  f o u r  o t h e r  f i r m s  

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

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

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



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

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

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

how much w e n t  o u t ,  how much was r e t u r n e  , o r  how much was c o n -

sumed,  c o u l d  b e  d e t e r m i n e d .  

L a t e r  o n  I was d e p o s e d  i n  c o n j u n c t  o n  w i t h  o n e  o f  t h e  i n -  

f a n t s  who was d e f o r m e d ,  t o  v e r i f y  t h a t  was i n v o l v e d  i n  t h e  

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

t h e  m a t t e r  a n d  h a d  d e t e r m i n e d  t h a t  t h e  i n f a n t ' s  f a m i l y  d i d  i n  

f a c t  r e c e i v e  t h e  t h a l i d o m i d e .  I was i n v o l v e d  i n  t h e  m o n i t o r -  

i n g  t h e  c o o r d i n a t i o n  a n d  i n  a s e n s e  t h e  d i r e c t i n g  t h e  a c t i v i t y  

i n v o l v i n g  t h a l  i d o m i d e .  Do y o u  w a n t  a n y m o r e  in f o r m a t i o n ?  

F L L :  A t  t h a t  t i m e ,  i f  I r e c a l l  c o r r e c t l y ,  we d i d  n o t  h a v e  a 

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

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

t h e  p a s s a g e  o f  t h e  6 2 '  Amendments  a n d  FDA e s t a b l i s h e d  w h a t  now 

we r e f e r  t o  as t h e  I N D  p r o c e d u r e . ,  

JN: T h a t ' s  c o r r e c t .  W e l l ,  t h i s  i s  t h e  n e x t  p h a s e  t h a t  I was 

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

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

I s e r v e d  a t  h e a d q u a r t e r s  f o r  a p p r o x i m a t e l y  3 1 / 2  y e a r s  

a f t e r  w h i c h  I was p r o m o t e d  t o  t h e  C h i e f  I n s p e c t o r  a t  P h i l a -

d e l p h i a .  T h i s  was  f r o m  A u g u s t  o f  1 9 6 6  u n t i l  J a n u a r y  1 9 7 4 .  I n  

1 9 7 4  I was t r a n s f e r r e d  t o  t h e  D a l l a s  D i s t r i c t  a s  t h e  S t a t i o n  

C h i e f  o r  D i s t r i c t  D i r e c t o r  o r  w h a t e v e r  t h e  o o s i t i o n  was 



c a l l e d .  B a s i c a l l y ,  I was  i n v o l v e d  i n  t h e  m a n a g e m e n t  o f  t h e  

I n v e s t i g a t i o n s  B r a n c h  a n d  t h e  C o m p l i a n c e  B r a n c h  a t  D a l l a s .  I 

s e r v e d  f o r  t w o  y e a r s  i n  D a l l a s  a f t e r  w h i c h  1 was  t r a n s f e r r e d  

t o  San  F r a n c i s c o  t o  t h e  R e g i o n a l  o f f i c e  a n d  s e r v e d  a s  t h e  

A s s i s t a n t  R e g i o n a l  D i r e c t o r  f o r  C o m p l i a n c e  f r o m  F e b r u a r y  1 9 7 6  

u n t i l  my r e t i r e m e n t  J a n u a r y  8,  1 9 8 2 .  

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

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

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

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

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

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

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

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

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

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

a p p a r e n t  r e l a t i o n s h i p .  T h i s  t y p e  o f  i n f o r m a t i o n  w a s  c o o r d i n -

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

T h e  f i e l d  was  a l s o  i n v o l v e d  i n  t h e  i n s p e c t i o n  o f  a l l  o f  

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

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

r e p o r t e d  t o  FDA h e a d q u a r t e r s .  T h e r e  was  some i n d i c a t i o n  t h a t  

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

t o  how s o o n  s u c h  p r o b l e m s  h a d  t o  b e  r e p o r t e d  t o  h e a d q u a r t e r s .  

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



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

l e m s  a n d  o n e  o f  t h e m  i n v o l v e d  MER-29 f o r  w h i c h  R i c h a r d s o n  

M e r r e l l  was e v e n t u a l l y  p r o s e c u t e d .  

F L L :  As I r e m e m b e r  o u r  k n o w l e d g e  o f  d i s t r i b u t i o n  was  s o  

s k e t c h y  t h a t  we a c t u a l l y  w e n t  t o  t h e  B u r e a u  o f  V i t a l  S t a t i s -

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

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

we c o u l d  f i n d  some d i s t r i b u t i o n  t h a t  we h a d n ' t  f o u n d  f r o m  o u r  

v i s t s  t o  m a n u f a c t u r e r s .  

JN: T h a t  i s  c o r r e c t .  I n  f a c t  t h e  f i e l d  r e a l l y  h a s  t o  b e  com-

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

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

t h e r e  was some r e l a t i o n s h i p  b e t w e e n  a b n o r m a l  b i r t h s  a n d  t h e  

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

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

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

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

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

t u t i o n ,  o r  d o c t o r s .  T h e y  v i s i t e d  many  p e d i a t r i c i a n s  a n d  o b -  

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

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

i t  was d e t e r m i n e d  t h a t  many  d o c t o r s  g a v e  t h e  d r u g  t o  o t h e r  

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

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

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



F L L :  I n  r e t r o s p e c t  i t ' s  h a r d  t o  r e m e m b e r  t h a t  o u r  c o n t r o l  

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

t h e y  w e r e  a t  t h a t  t i m e .  

JN: T h a t  i s  c o r r e c t ,  a n d  y e t  t h e y  w e r e  c o n s i d e r e d  t h e  m o s t  

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

F L L :  T h a t ' s  r i g h t .  

JN :  T h e  T h a l i d o m i d e  e p i s o d e  r e a l l y  r e s u l t e d  i n  n a t i o n a l  a n d  

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

e x p e r i m e n t a l  d r u g s .  I was  s o m e w h a t  i n v o l v e d  i n  t h e  r e v i e w  a n d  

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

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

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

K e f a u v e r - H a r r i s  D r u g  A m e n d m e n t s  o f  1 9 6 2 .  I w a s  i n v o l v e d  g e n -  

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

r e g a r d  t o  new d r u g s ,  e x p e r i m e n t a l  d r u g s ,  f o o d  a d d i t i v e s ,  p e s -

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

t i o n .  W i l l i a m  3 ,  C o n w a y  who i s  now A s s i s t a n t  R e g i o n a l  

D i r e c t o r  f o r  C o m p l i a n c e  i n  P h i l a d e l p h i a  a n d  I w e r e  m u c h  i n -  

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

R e g u l a t i o n s .  We w e r e  t o l d  a t  t h e  t i m e  we d o n ' t  h a v e  a n y  s u c h  

r e g u l a t i o n s  a n d  w e r e  a s k e d  w h a t  we t h o u g h t  s h o u l d  b e  r e q u i r e d ?  

We w o r k e d  w i t h  J u l i u s  H a u s e r  a n d  s e v e r a l  o t h e r  p e o p l e  i n  t h e  

B u r e a u  o f  D r u g s  a n d  f r a n k l y  s a t  down a n d  w o r k e d  o n  a l l  t h e  

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

m a n u f a c t u r i n g  p r a c t i c e s .  We w e r e  v e r y  h a p p y  t h a t  many  o f  w h a t  



we t h o u g h t  w e r e  g o o d  i d e a s  e n d e d  u p  i n  t h e  r e g u l a t i o n s .  T h e  

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

some t h o u g h t  t h a t  i t  d i d n ' t  g o  f a r  e n o u g h  a'nd o t h e r s  f e l t  t h a t  

i t  was g o i n g  t o o  f a r .  G e n e r a l l y  i t  was f e l t  t h a t  we d i d  r e a c h  

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

q u i r e .  T h e  e a r l y  h e a r i n g s  o n  t h e  r e g u l a t i o n s  d i d  n o t  c r e a t e  

t h e  c o n t r o v e r s y  t h a t  s u b s e q u e n t  r e w r i t e s  h a v e  i n v o l v e d .  T h e  

i n d u s t r y  was g i v e n  a n  o p p o r t u n i t y  t o  q u e s t i o n ,  t o  a d d  o r  d i s -

p u t e  some o f  o u r  p r o p o s e d  r e g u l a t i o n s .  B u t  i n  r e a l i t y  o t h e r  

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

t h e  r e g u l a t i o n s .  E v e n  t h e  new o n e s  a r e  r e a l l y  a r e f i n e m e n t  o f  

t h e  r e g u l a t i o n s  t h a t  we d i d  i n  a h u r r y  i n  1 9 6 2 .  

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

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

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

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

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

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

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

f r o m  1 9 6 3  t h r o u g h  1 9 6 6  i n  t h e  o u t l i n e  a n d  p r e p a r a t i o n  o f  t h e  

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

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

F L L :  T h a t  w o u l d  i n c l u d e  b a s i c  d r u g  s c h o o l  t h a t  was c o n d u c t e d  

a t  t h e  U n i v e r s i t y  o f  R h o d e  I s l a n d  a n d  a l s o  t h e  a d v a n c e d  d r u g  

s c h o o l  t h a t  we h a d  b o t h  a t  h e a d q u a r t e r s  and  a t  P i t t s b u r g h ?  



J N :  I t a u g h t  a t  t h e  U n i v e r s i t y  o f  R h o d e  I s l a n d  a s  w e l l  a s  a t  

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

h e a d q u a r t e r s  a n d  U n i v e r s i t y  o f  P i t t s b u r g h  ' f o r  t h e  a d v a n c e d  

d r u g  c o u r s e s ,  wh i c h  i n v o l v e d  c l i n i c a l  i n v e s t i g a t i o n s .  T h e  

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

t h a t  we r e v i e w  a 1 1  o f  t h e  i n s p e c t i o n s  t h a t  w e r e  d o n e  d u r i n g  

t h i s  e r a  t o  g a i n  n a t i o n a l  u n i f o r m i t y  s i n c e  t h i s  was an  e n -

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

e i t h e r  c o r r e c t i o n s  w e r e  made o r  p e r h a p s  l e g a l  a c t i o n  was p u r -

s u e d .  D u r i n g  t h i s  e r a  o n e  p a r t i c u l a r  f i rm, E .  R. S q u i b b  & 

S o n s ,  New Y o r k  h a d  many v i o l a t i o n s  i n v o l v i n g  g o o d  m a n u f a c t u r -  

i n g  p r a c t i c e s .  E v e n  t h o u g h  t h e y  w e r e  a w a r e  o f  t h e  r e q u i r e -  

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

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

i n v o l v e d  i n  l e g a l  a c t i o n s .  

FLL: T h a t  was a t  t h e  o l d  B r o o k l y n  p l a n t ?  

J N :  A n d  i t  a l s o  e n d e d  u p  a t  t h e  new p l a n t  a t  New B r u n s w i c k .  

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

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

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

T h e  f i r m  was s u b s e q u e n t l y  p r o s e c u t e d .  

FLL :  T h a t  p r o b l e m ,  w h i c h  o t h e r  f i r m s  a l s o  h a d ,  i n v o l v e d  

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

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

JN:  T h a t  i s  c o r r e c t ,  o r  i n a d e q u a t e  c l e a n i n g  o r  i m p r o p e r  



m a i n t e n a n c e  o f  e q u i p m e n t .  F o r  i n s t a n c e  t h e  F i t z  M i l l s  i n  some 

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

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

e r .  

F L L :  T h e s e  w e r e  t h e  m i l l s  t h a t  g r o u n d  m a t e r i a l s ?  

JN: T h a t  i s  c o r r e c t .  T h e  p h a r m a c e u t i c a l  f i r m s  g e n e r a l l y  r e a -

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

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

w o u l d  o n l y  l a s t  t w o  y e a r s ,  I d i d  e n d e a v o r  many  t i m e s  t o  r e t u r n  

t o  t h e  f i e l d  s i n c e  I f e l t  t h a t  my e x p e r t i s e  was i n  f i e l d  m a n -

a g e m e n t  a n d  n o t  i n  d i r e c t i n g  h e a d q u a r t e r s  t e c h n i c a l  a c t i v i -

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

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

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

same p r o b l e m s  t h a t  R i c h a r d s o n  M e r r e l l  h a d  i n  t e r m s  o f  t h e i r  

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

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

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

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

T h e  a d v a n c e d  d r u g  s c h o o l  a l s o  was  g e a r e d  t o  t r y  t o  

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

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

l e g a l  a c t i o n  c o u l d  b e  c o n s i d e r e d .  My a r e a  o f  i n v o l v e m e n t  

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

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



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

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

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

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

q u i r e m e n t s .  Among t h o s e  d r u g s  w e r e  t h o s e  t h a t  w e r e  o n  t h e  

m a r k e t  p r i o r  t o  1 9 3 8  a n d  w e r e  p r e s c r i p t i o n  d r u g s  a n d  c e r t a i n  

d r u g s  t h a t  w e r e  on  t h e  m a r k e t  p r i o r  t o  1 9 6 2  w h i c h  w e r e  n o t  

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

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

new d r u g  p r o c e d u r e s  b e f o r e  t h e y  c a n  b e  m a r k e t e d .  

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

e m e r g i n g  A b b o t t  L a b o r a t o r y  p r o b l e m  i n v o l v i n g  l a r g e  v o l u m e  

p a r e n t e r a l s ,  M r .  C o n w a y  who w a s  i n  c h a r g e  o f  p r e s c r i p t i o n  

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

p r o b l e m  b r o k e .  When M r .  C o n w a y  r e t u r n e d  f r o m  v a c a t i o n  we w e r e  

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

w i t h  i t .  T h e  A b b o t t  L a b s  p r o b l e m  was  r e a l l y  a p r o b l e m  o f  

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

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

p r o b l e m s .  

F L L :  Was t h i s  t h e  f i r s t  t i m e  t h a t  we h a d  a p r o b l e m  w i t h  

A b b o t t ' s  l a r g e  v o l u m e  p a r e n t e r a l s ?  

J N :  T h e r e  h a d  b e e n  i s o l a t e d  e p i s o d e s ,  b u t  i t  was t h e  f i r s t  

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

o n e  l o t  o f  b u l k  s o l u t i o n s  i n  w h i c h  5 0 0  l a b e l s  o f  a n o t h e r  



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

s h o w e d  t h a t  i t  was  n o t  i s o l a t e d  t o  t h a t  o n e  b a t c h .  T h e r e  w e r e  

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

u l t i m a t e l y  was  r e q u e s t e d  t o  r e c a l l  a l l  o f  t h e i r  b u l k  s o l u -

t i o n s .  I was  i n v o l v e d  i n  many  o f  t h e  d i s c u s s i o n s  w i t h  t h e  

f i r m  a n d  w i t h  t h e  C o m m i s s i o n e r ,  D e p u t y  C o m m i s s i o n e r  a n d  M r .  

R a y f i e l d ,  i n v o l v i n g  t h e  p a r t i c u l a r  p r o b l e m .  I was  d i r e c t l y  

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

t e l e g r a m  w h i c h  s t a r t e d  o u t  ''Do n o t  u s e  a n y  A b b o t t  l a r g e  v o l u m e  

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

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

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

r e m e m b e r  D r .  R u s k i n  a n d  p o s s i b l y  D r .  W e i n s t e i n . . . s a t  i n  o n  i t  

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

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

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

t h e r e  was  i n  some c a s e s  d e x t r o s e ,  5%, t h a t  was  l a b e l e d  as  

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

t h a t  w e r e  l a b e l e d  a s  d e x t r o s e .  I r e m e m b e r  p o s i n g  t h e  q u e s t i o n  

t o  o n e  o f  t h e  d o c t o r s  ' 'What w o u l d  h a p p e n  i f  y o u  h a d  a d i a b e t i c  

w h o  was t o  r e c e i v e  d i s t i l l e d  w a t e r  a n d  i n s t e a d  g o t  5 %  d e x -

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

a s k e d ,  " W h a t  w o u l d  h a p p e n  t o  a  woman who was  s u p p o s e d  t o  

r e c e i v e  d e x t r o s e  a n d  i n s t e a d  g o t  t h e  i s o t o n i c  s o l u t i o n ? "  I 

c i t e d  s e v e r a l  o t h e r  e x a m p l e s  a n d  t h a t ' s  w h e n  t h e  d o c t o r s  



a g r e e d  t h a t  i t  was a v e r y  s e r i o u s  s i t u a t i o n  and t h e y  a f f i r m e d  

t h a t  a l l  of t h e  bulk s o l u t i o n s  had t o  be r e c a l l e d  u n t i l  t h e  

problem was c l a r i f i e d .  

In  o t h e r  r e c a l l s  I u s u a l l y  e v a l u a t e d  what I c o n s i d e r e d  t o  

be t h e  problem and a l s o  d i s c u s s e d  i t  a t  l e n g t h s  w i t h  t h e  doc-  

t o r s .  I f  I d i s a g r e e d ,  I would q u e s t i o n  t h e i r  o w n  e v a l u a t i o n  

and c i t e d  examples  t h a t  might  be e x t r e m e .  For i n s t a n c e ,  i n  

most of t h e  d e l i b e r a t i o n s  a t  t h a t  t i m e  t h e y  f e l t  t h a t  any 

normal h e a l t h y  male  r e c e i v i n g  a  mixed u p  d rug  might  no t  r e a l l y  

be h u r t .  However, I remember i n  one  c a s e  i n v o l v i n g  p e n i c i l l i n  

and D i a b i n a s e ,  I s a i d ,  " W h a t  happens  i f  a p e n i c i l l i n  s e n s i t i v e  

d i a b e t i c  r e c e i v e s  p e n i c i l l i n  i n s t e a d  of D i a b i n a s e ? "  A n d  t h e y  

a g r e e d  t h a t  t h a t  was a ve ry  s e r i o u s  prob lem.  T h i s  c o n c e p t  of 

a l a y  p e r s o n  c h a l l e n g i n g  a d o c t o r  has  s i n c e  been changed s o  

t h a t  t h e  agency  now h a s  a n  i n s t i t u t i o n a l i z e d  e v a l u a t i o n  of 

which l a y  p e o p l e  a r e  n o t  r e a l l y  g i v e n  an o p p o r t u n i t y  t o  q u e s -  

t i o n  t h e  d e l i b e r a t i o n s  of t h e  p h y s i c i a n s .  My own p e r s o n a l  

o p i n i o n  i s  t h a t  I t h i n k  i t  i s  u n f o r t u n a t e  b e c a u s e  you c a n  

e v a l u a t e  problems i n  many d i f f e r e n t  ways. 

G e t t i n g  back t o  t h e  Abbot t  p rob l ems ...t h e  e v o l u t i o n  of  

t h e  r e c a l l  which s t a r t e d  w i t h  one l o t  ended u p  t o  where  a l l  of 

t h e i r  bulk s o l u t i o n s  were  r e c a l l e d  and a g a i n  t h e  f i e l d  was 

much i n v o l v e d  i n  f o l l o w i n g  u p  o n  t h e  d i s t r i b u t i o n .  A t  t h i s  

p o i n t  t h e r e  was a r e q u i r e m e n t  f o r  c e r t a i n  r e c o r d s  t o  be main-  

t a i n e d  f o r  d i s t r i b u t i o n .  However, a g a i n  t h e r e  was s u b d i s t r i -



b u t i o n  a n d  s u b - s u h d i s t r i b u t i o n  a n d  i t  was t h e  i n v e s t i g a t o r s  

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

a b i l i t y .  I c a n  r e c a l l  t h a t  i n  some c a s e s  t h e  i n v e s t i g a t o r s  

p u r s u e d  d i s t r i b u t i o n  w i t h i n  a m a j o r  i n s t i t u t i o n  t o  t h e  o p e r a t -  

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

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

n a t e d  r i g h t  i n  t h e  m i d d l e  o f  a n  o p e r a t i o n .  I d o n ' t  f e e l  t h a t  

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

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

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

c o r r e c t e d .  

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

h a v i n g  G M P  p r o b l e m s .  I n  t h e  p a s t  i t  was  f e l t  t h a t  i t  was  t h e  

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

n o t .  My own v i e w  i s  t h a t  t h e  s i z e ,  t h e  d o l l a r  v o l u m e ,  t h e  

r e p u t a t i o n ,  t h e  m e m b e r s h i p  i n  a  n a t i o n a l  o r g a n i z a t i o n  i s  n o t  

t h e  c r i t e r i a  f o r  c o m p l i a n c e  b u t  r a t h e r  t h e  a t t i t u d e  o f  man-

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

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

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

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

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

T h e  A b b o t t  e p i s o d e  u l t i m a t e l y  l e d  t o  t h e  F o u n t a i n  H e a r -  

i n g s  i n  1 9 6 4 - 6 5 .  W h i l e  I was i n v o l v e d  i n  t h e  m a n a g e m e n t  o f  

t h e  r e c a l l ,  t h e  i n s p e c t i o n s ,  a n d  i n v e s t i g a t i o n s ,  I was  n o t  



i n v o l v e d  i n  t h e  h e a r i n g s  i n i t i a l l y .  T h e  r e a s o n  b e i n g ,  t h e  

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

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

p r o c e s s .  I n  f a c t  o n e  o f  F o u n t a i n ' s  i n v e s t i g a t o r s ,  M r .  D o n a  

G r a y ,  t a l k e d  t o  me a t  l e n g t h  a n d  t h e n  s a i d  t h a t  I w o u l d  n o t  

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

a s  r e l a t e d  b y  M r .  G r a y ,  d i d  n o t  f i t  t o g e t h e r  a t  a l l ,  t h e r e  

w e r e  t o o  many  m i s s i n g  l i n k s  t h a t  t h e y  c o u l d  n e v e r  r e a l l y  come 

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

f u r t h e r .  A t  some p o i n t  a f t e r  t h e  h e a r i n g  a p p e a r e d  t o  b e  a l -  

m o s t  o v e r  M r .  M o r r i s  Y a k o w i t z  came t o  me a n d  s a i d  t h a t  s i n c e  I 

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

n o t  i n  t h e  r e c o r d  t h a t  h a d  t o  made c l e a r .  1 d i d  n o t  w i s h  t o  

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

Y a k o w i t z ,  I t h e n  c o m p l e t e d  c e r t a i n  d o c u m e n t s  - n a m e l y  a f f i d a -  

v i t s  a n d  memos t o  t i e  i n  t h e  r e l a t i o n s h i p  b e t w e e n  M r .  H a r v e y ,  

M r .  L a r r i c k ,  M r .  R a y f i e l d ,  C l i f f  S h a n e ,  J e r r y  B r e s s l e r ,  J o h n  

G u i l l  a n d  o t h e r s ,  w h i c h  u n t i l  t h e n  w e r e  n o t  r e a l l y  c l e a r .  As 

s o o n  a s  t h e y  w e n t  i n t o  t h e  r e c o r d  a n d  I w o n d e r  i f  M r .  G r a y  o r  

t h e  F o u n t a i n  C o m m i t t e e  w e r e  n o t  a d v i s e d  b e c a u s e  i t  was  a  m a t -  

t e r  o f  d a y s  a f t e r  I p r e p a r e d  t h e  d o c u m e n t s  t h a t  h e  was a t  my 

d e s k  i n s i s t i n g  t h a t  I come c l e a r .  I i n d i c a t e d  a t  t h e  t i m e  

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

i t y  a n d  p e r h a p s  h e  d i d  n o t  a s k  some o f  t h e  r i g h t  q u e s t i o n s .  

He a g r e e d  t h a t  t h a t  was  p r o b a b l y  c o r r e c t .  T h a t  r e s u l t e d  i n  my 



a p p e a r i n g  b e f o r e  t h e  F o u n t a i n  C o m m i t t e e ,  b u t  n o t  a t  my r e -

q u e s t .  I t  was n o t  a t  a l l  v o l u n t a r y .  I n  f a c t ,  I a s k e d  f o r  

i n s t r u c t i o n s  f r o m  M r .  R a n k i n ' s  a s s i s t a n t  t o ' b e  g u i d e d  a s  t o  

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

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

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

r e p r e s e n t e d  b y  G e n e r a l  C o u n s e l .  T h e  a n s w e r  was  n o ,  I w o u l d  

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

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

h a v e  d e n i e d  k n o w  i n g  a n y t h i n g .  H o w e v e r ,  I saw t h a t  M r .  S h a n e  

a n d  M r .  B r e s s l e r  i n  C h i c a g o  b a s i c a l l y  w e r e  p u t  i n t o  a p o s i t i o n  

w h e r e  t h e i r  t e s t i m o n y  made n o  s e n s e  a t  a l l .  A f t e r  m u l l i n g  t h e  

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

t h e  r e c o r d s .  W i t h  M r .  Y a k o w i t z  i n s i s t e n c e  t h a t  I d o  so ,  I d i d  

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

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

C o m m i t t e e  a l s o  p u t  me i n  a v e r y  u n f o r t u n a t e  p o s i t i o n  i n  t h a t  

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

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

F i f t h  Amendment ,  a n d  t h a t  a n y t h i n g  I d i d  n o t  d i s c u s s  o p e n l y  

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

a d v i s e  me as  t o  w h a t  my r i g h t s  w e r e  o r  w h a t  1 c o u l d  o r  c o u l d  

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

A l s o  i n  t h e  s e c o n d  h e a r i n g  t h a t  I was i n v o l v e d  i n . . .  

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



a d v e r s a r y  i n  t h e  h e a r i n g  . . . I t r i e d  t o  a n s w e r  t h e  q u e s t i o n s  t h e  

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

k n o w l e d g e  t h a t  M r .  H a r v e y  i n  a n y  way  i n t e r v b n e d  o n  b e h a l f  o f  

t h e  a g e n c y  f o r  A b b o t t  L a b s  o r  h i s  b r o t h e r  who was  t h e n  V i c e  

P r e s i d e n t  o f  A b b o t t  L a b s .  T h e  q u e s t i o n s  t h a t  t h e  F o u n t a i n  

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

l e d g e .  I f e l t  v e r y  b a d l y  t h a t  w h e n  M r .  H a r v e y  r e t i r e d ,  t h a t  

h e  s a i d  I was h o n e s t  b u t  I was w r o n g  i n  my a s s e s s m e n t .  And  

r e a l l y  i t  was i n  a s e n s e  t h e  F o u n t a i n  C o m m i t t e e  t h a t  p u t  t h e  

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

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

i n v o l v i n g  t h e  e a r l i e r  A b b o t t  r e c a l l ,  s t a t i n g  t h a t  t h e r e  c o u 1  d  

b e  c o n f l i c t  o f  i n t e r e s t  a n d  t h u s  M r .  L a r r i c k  was  t h e  p e r s o n  

t h a t  I w e n t  t o  t o  d i s c u s s  a n d  g e t  a p p r o v a l  f o r  t h e  r e c a l  1 .  

M r .  H a r v e y ' s  i n v o l v e m e n t  was  s o m e w h a t  l a t e r  w h e n  we w e r e  i n -

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

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

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

e f f o r t .  I t h i n k  t h i s  was  b l o w n  o u t  o f  p r o p o r t i o n  b y  t h e  

F o u n t a i n  C o m m i t t e e  a n d  i t  u l t i m a t e l y  r e s u l t e d  i n  e m b a r a s s m e n t  

t o  M r .  H a r v e y ,  t o  M r .  R a y f i e l d ,  t o  M r .  J o h n  G u i l l  a n d  t o  M r .  

F r a n k  C l a r k .  I n  r e t r o s p e c t ,  p e r h a p s  I d i d  t h e  r i g h t  t h i n g ,  

p e r h a p s  I d i d  t h e  w r o n g  t h i n g .  I c e r t a i n l y  d i d  n o t  e n h a n c e  my 

c a r e e r  b y  d o i n g  w h a t  I d i d .  I k n e w  i t  a t  t h e  t i m e ;  h o w e v e r ,  

i n  r e t r o s p e c t  I h a v e  n o  r e g r e t s  f o r  h a v i n g  made  t h e  d e c i s i o n s  

a n d  d o i n g  w h a t  I d i d .  



F L L :  A t  t h e  t i m e  o f  t h i s  t e s t i m o n y ,  t h a t  w o u l d  o f  b e e n  w h i l e  

y o u  w e r e  a t  Ph i l a d e l p h i a ?  

JN: No, I was  a t  h e a d q u a r t e r s .  T h i s  was  a l l  a t  h e a d q u a r t e r s .  

F L L :  A b o u t  w h a t  y e a r ,  L 9 6 3 ?  

JN: 1 9 6 5 ,  I b e 1 i e v e .  I w e n t  t o  P h i l a d e l p h i a  i n  1 9 6 6  a n d  M r .  

R a y f i e l d  h a d  r e t i r e d  i n . . . I  t h i n k  i n  e a r l y  ' 6 6  o r  l a t e  ' 6 5  a n d  

t h e  h e a r i n g  t o o k  p l a c e  i n  t h e  f a l l ,  I b e l i e v e  i n  ' 6 5 .  

F L L :  T h e s e  w e r e  o f  c o u r s e  t h e  c u l m i n a t i o n  o f  a w h o l e  s t r i n g  

o f  h e a r i n g s  t h a t  we h a d  a b o u t  t h a t  t i m e .  F i r s t  w i t h  S e n a t o r  

K e f a u v e r  a n d  t h e n  w i t h  S e n t a t o r  H u m p h r e y  a n d  t h e n  w i t h  t h e  

F o u n t a i n  C o m m i t t e e ,  a l l  o f  w h i c h  w e r e  c r i t i c a l  o f  FDA m a n a g e -  

m e n t .  

JN :  T h a t  i s  c o r r e c t .  I t h i n k  i t  was  u n f o r t u n a t e  t h a t  i t  w e n t  

t h e  w a y  i t  d i d  a n d  I r e a l l y  f e e l  b a d l y  t h a t  I h a d  t o  g e t  i n -

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

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

w r o n g  p r o j e c t s  a n d  g o t  s t u c k  w i t h  i t ,  a n d  s u b s e q u e n t l y  M r .  

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

F L L :  Was Y a k o w i t z ' s  i n s t r u c t i o n  h i s  own i d e a  o r  was  t h a t  f r o m  

t h e  C o m m i s s i o n e r ' s  o f f i c e ,  d o  y o u  t h i n k ?  

JN: I d i d n ' t  a s k  h i m  t h a t  q u e s t i o n .  A l l  I k n o w  i s  h e  came t o  

me a n d  h e  s a i d  t o  me, "N a k a d a ,  y o u ' v e  g o t  t o  w r i t e  t o  s e t  t h e  

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

t h e  F o u n t a i n  C o m m i t t e e  i s  u p s e t  b e c a u s e  t h e y  c a n ' t  t i e  t h e  

l o o s e  e n d s  t o g e t h e r . .  .I w o u l d  s a y  h e  o r d e r e d  me t o . . . t o  p r e -



p a r e  t h e  documents .  I t o l d  him a t  t h e  t ime  I d i d  no t  want t o .  

He may n o t  r e c a l l  t h a t .  T h i s  was a v e r y . . . v e r y  d i f f i c u l t  

t i m e .  

F L L :  The d i s c r e p a n c i e s  w e r e . . . t h e  t e s t i m o n y  of t h e  f i e l d  

p e o p l e  v e r s u s  t h e  t e s t i m o n y  of t h e  h e a d q u a r t e r s  p e o p l e ?  

JN: Yes, e s s e n t i a l l y  t h a t  . . .a c t u a l l y  t h e  c o n t r o v e r s y  i n  t h e  

t e s t i m o n y ,  one i n v o l v e d  whe the r  o r  no t  Mr. Harvey had d i r e c t e d  

t h e  r e c a l l  no t  be p u r s u e d ,  which r e a l l y  was a minor  p o i n t .  

The g r e a t e r  d i s c r e p a n c i e s  o c c u r r e d  when Mr. R a y f i e l d  o r d e r e d  

J e r r y  B r e s s l e r  a n d  h i s  i n v e s t i g a t o r s  o u t  of t h e  Abbot t  a l a n t  

i n  t h e  midd le  of t h e i r  i n s p e c t i o n .  Again I was i n  t h e  wrong 

p l a c e  a t  t h e  wrong t i m e  i n  t h a t  I was s i t t i n g  i n  t h e  room when 

Mr. R a y f i e l d  was t a l k i n g  t o  t h e  Chicago  d i s t r i c t ,  and I be-

l i e v e  he was t a l k i n g  t o  Mr. G u i l l  o r d e r i n g  t h e  i n s p e c t i o n  

t e r m i n a t e d .  I saw Mr. S h a n e ' s  memo on t h e  s u b j e c t  l a t e r  s i n c e  

he had p r e p a r e d  such  a document .  A t  t h e  t i m e  I a g r e e d  t h a t  

what he s a i d  was f a c t u a l l y  c o r r e c t .  

L a t e r  on when ...i n v o l v i n g  Mr. Harvey and Mr. R a y f i e l d ,  

Mr. R a y f i e l d  d e n i e d  t h a t  he had made a c a l l  t o  rank C la rk  who 

was t h e n  A c t i n g  Bureau D i r e c t o r  t o  t e r m i n a t e  a1 f u t u r e  r e -

c a l l s  w i t h  t h e  f i r m .  A t  t h e  t ime  o t h e r  mix ups  and problems  

were  b e i n g  e n c o u n t e r e d  a t A b b o t t .  I f e l t  i t  wa my r e s p o n s i -  

bi  1 i t y  t o  b r i n g  them t o  t h e  a t t e n t i o n  of t h e  Bureau D i r e c t o r ,  

who a t  t h e  t i m e  was A c t i n g  D i r e c t o r  Mr. C l a r k .  I was i n  h i s  

o f f  i c e  when he c a l l e d  Mr. R a y f i e l d ,  who I b e l i e v e  was on 



l e a v e  o r  o n  d u t y  i n  M i s s i s s i p p i  o r  A l a b a m a .  M r .  C l a r k ' s  

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

a n  a f f i d a v i t  s t a t i n g  t h a t  s h e  p l a c e d  t h e  c a l l  a n d  t h e  t e l e -  

p h o n e  c o m p a n y  v e r i f i e d  t h a t  t h a t  c a l l  was made o n  t h a t  d a t e  

f r o m  W a s h i n g t o n .  I t  p r e t t y  much  s u p p o r t e d  my p o s i t i o n  a n d  

w h e n  b o t h  M r .  R a yf i e l d  a n d  M r .  C l a r k  d e n i e d  t h a t  s u c h  a c a l l  

w a s  made  a n d  t h e n  d e n i e d  h a v i n g  a n y  k n o w  l e d g e  o f  i t ,  I t h i n k  

t h a t ' s  w h e r e  t h e i r  c r e d i b i l i t y  was q u e s t i o n e d .  I t  r e a l l y  was 

n o t  o v e r  t h e  m a j o r  p o r t i o n  o f  t h e  r e c a l l .  As y o u  k n o w  t h e  

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

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

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

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

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

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

F L L :  What  was R a y f i e l d ' s  r e a s o n  f o r  c a l l i n g  B r e s s l e r . . . o r  

c a l l i n g  C h i c a g o  t o  s t o p  t h e  i n v e s t i g a t i o n ?  

JN: I d o n ' t  r e c a l l  t h e  f a c t s  b u t  I h a d  a f e e l i n g  t h a t  t h e  

f i r m  m a y  h a v e  t a l k e d  t o  M r .  R a y f i e l d  a n d  q u e s t i o n e d  . . . p e r h a p s  

t h a t  t h e r e  was  h a r a s s m e n t  i n  t h e  i n s p e c t i o n ,  t h e  i n s p e c t i o n  

h a d  a l r e a d y  b e e n  g o i n g  o n  f o r  some t i m e .  B r e s s l e r ,  I t h i n k  

t h o u g h t  t h a t  t h e y  h a d  f i n a l l y  come t o  a p o i n t  t o  w h e r e  t h e y  

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

I d o n ' t  k n o w  b u t  I was  t h e r e  a t  t h e  t i m e  t h a t  t h e  i n s t r u c t i o n s  

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



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

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

t h a n  t h a t  w h i c h  t r a n s p i r e d .  

F L L :  You a n d  I k n o w i n g  A l l e n  R a y f i e l d  a n d  h i s  s t y l e ,  h e  w a s  

n o t  t h e  man t o  g i v e  s u b o r d i n a t e s  r e a s o n s  f o r  t h i n g s ,  h e  j u s t  

i s s u e d  o r d e r s .  He e x p e c t e d  t h e m  t o  b e  c a r r i e d  o u t .  

JN:  And  i f  y o u  r e m e m b e r  i n  t h e  e a r l y  p a r t  o f  t h e  t e s t i m o n y  i t  

was S h a n e  a n d  B r e s s l e r ' s  w o r d  a g a i n s t  M r .  R a y f i e l d ' s ,  a n d  a t  

t h a t  p o i n t ,  M r .  R a y f i e l d ' s  p o s i t i o n  was  a f f i r m e d ,  t h a t  h e  d i d  

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

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

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

s u p p o r t .  W h a t  w o u l d  y o u  h a v e  d o n e ?  

F L L :  T h a t ' s  q u i t e  a h a r d  q u e s t i o n  t o  a n s w e r  u n l e s s  y o u ' r e  

t h e r e .  You  h a v e  t o  m a k e  t h o s e  d i f f i c u l t  d e c i s i o n s  a t  t h e  t i m e  

f r o m  w h a t e v e r  y o u  k n o w .  

JN: I c o u l d  n e v e r  u n d e r s t a n d  my r e l a t i o n s h i p  i n  h e a d q u a r t e r s  

t o  p e o p l e  s u c h  a s  M r .  R a y f i e l d  a n d  M r .  H a r v e y  a n d  M r .  L a r r i c k ,  

s i n c e  I was a G S - 1 3  a t  t h e  t i m e  a n d  a t  l e a s t  t h r e e  o r  f o u r  

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

b a s i s  t o l d  t o  g o  m e e t  w i t h  t h e m .  T h i s  i n  a s e n s e  v i o l a t e s  

m o s t  m a n a g e m e n t  p r i n c i p l e s .  

F L L :  I t ' s  n o t  t o o  s u r p r i s i n g  t h o u g h ,  J i m . . .c o n s i d e r i n g  t h a t  

t h e s e  p e o p l e  t h a t  y o u ' r e  r e f e r r i n g  t o ,  h a d  g r o w n  u p  i n  a s m a l l  

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



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

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

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

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

i t  was n o  l o n g e r  a p r a c t i c a l  way  t o  m a n a g e .  

JN: I t  c o u l d  b e .  T h e r e  w e r e  t i m e s  w h e n  I f e l t  v e r y  b a d l y  

b e c a u s e  I h a d  a s u p e r v i s o r ,  a n d  h e  h a d  a s u p e r v i s o r ,  a n d  h e  

h a d  a s u p e r v i s o r .  A l l  b e l o w  Mr .  R a y f i e l d ,  a n d  y e t  M r .  

R a y f i e l d  w o u l d  c i r c u m v e n t  t h e m  a n d  come d i r e c t l y  t o  me a n d  

l e a v e  t h e m  i n  t h e  d a r k .  I k n o w  t h i s  h a p p e n e d  i n  T h a l i d o m i d e  

w h e n  h e  wou I d  come d i r e c t l y  t o  me o r  M r .  R a n k i n  w o u l d  come 

d i r e c t l y  t o  me f o r  i n f o r m a t i o n .  A n d  c e r t a i n l y  i n  t h e  A b b o t t  

e p i s o d e  w h e r e  I d i d  n o t  d e a l  w i t h  t h e  t h r e e  l e v e l s  b e t w e e n  me 

a n d  M r .  R a y f i e l d .  

F L L :  I o b s e r v e d  i t ,  d u r i n g  a 3 0  d a y  d e t a i l  t h e r e  i n  1 9 6 5  i n  

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

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

w h e r e  R a y f i e l d  was  g i v e n  r e s p o n s i b i l i t y  f o r  b o t h  f i e l d  s u p e r -  

v i s i o n  a n d  t h e  e n f o r c e m e n t  a c t i v i t i e s  a n d  I r e m e m b e r  i n  c a s e s  

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

was  t o  g o  d i r e c t l y  t o  L e s  B a u k i n  who was  t h e  i n d i v i d u a l  r e -

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

v i s e d  L e s  i n  t h e  p r o c e s s .  I t h i n k  t h a t  i t  was m o r e  o f  a 

p r o b l e m  o f  m a n a g e m e n t ,  p r o b a b l y  t h a n  a n y  o t h e r  t h i n g .  

JN: T h i s  I a g r e e .  I t  was a p r o b l e m  i n  m a n a g e m e n t  a n d  I f e l t  



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

t o  b e  t h e r e .  My b o s s ,  o r  h i s  b o s s  o r  h i s  b o s s  s h o u l d  b e  t h e  

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

t i m e  a n d  t i m e  a g a i n .  

F L L :  A t  l e a s t  i f  y o u  w e r e  t h e r e ,  t h e y  o u g h t  t o  h a v e  b e e n  

t h e r e  w i t h  y o u .  

J N :  Y e s .  A n y w a y  t h e  A b b o t t  h e a r i n g s  w e r e  a v e r y  t r a u m a t i c  

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

I w a s  s u b s e q u e n t l y  s e l e c t e d  a s  C h i e f  I n s p e c t o r  i n  P h i l a d e l -  

p h i a . .  ...... 
F L L :  And  was  g l a d  t o  l e a v e  n o  d o u b t .  


JN:  . ...i n  1 9 6 6  a n d  I was v e r y  h a p p y  t o  l e a v e  h e a d q u a r t e r s .  


I f e l t  t h a t  I ' d  p u t  i n  a n  e x t r a  y e a r  a n d  a h a l f  a t  h e a d q u a r - 


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


was  a b l e s s i n g .  H o w e v e r  s h o r t  l i v e d .  


F L L :  W h i l e  y o u  w e r e  t h e r e ,  t h e r e  was a n o t h e r  e v e n t  t h a t  I 


t h i n k  was  s i g n i f i c a n t  t o  FDA a n d  i t s  f u t u r e ,  a n  i n t e r n a l  


e v e n t ,  t h e  r e o r g a n i z a t i o n  o f  1 9 6 4 ,  I b e l i e v e  i t  t o o k  e f f e c t  


a b o u t  J a n u a r y  o f  6 5 '  w h e n  t h e  b u r e a u  s t r u c t u r e  was  r e v i s e d  a n d  


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


b e 1 ie v e .  


JN :  Yes ,  I was t h e r e  a t  t h e  t i m e  a n d  b e i n g  q u i t e  a l o w l y  p e r -  


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


t i o n  b u t  I r e a l l y  w o n d e r e d  a b o u t  t h e  r a t i o n a  l e  o f  t h e  r e o r g a n - 


i z a t i o n .  S i n c e  t h e  t w o  b i g  e n f o r c e m e n t  a r m s  n a m e l y  t h e  F i e l d  




I 

O p e r a t i o n s  a n d  E n f o r c e m e n t  O p e r a t i o n s  w e r e  p u t  i n t o  o n e  u n i t  

a n d  y e t  a u n i t  c a l l e d  E d u c a t i o n  a n d  V o l u n t a r y  C o m p l i a n c e  h a d  

t h e  same s t a t u r e  a s  t h a t  p a r t  o f  t h e  a g e n c y ' a l o n g  w i t h  t h e  

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

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

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

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

M a l c o l m  S t e p h e n s  a n d  M r .  R o b e r t  Roe w e r e  I w o u l d  s a y  d e m o t e d  

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

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

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

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

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

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

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

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

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

t i m e  a g a i n ,  w h e r e a s  I b e l i e v e  i n  t h e  5 0 ' s  a n d  e a r l y  6 0 ' s  t h e  

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

i n  t h e  g o v e r n m e n t  i f  n o t  t h e  c o u n t r y .  

FLL :  A n d  i n  some a r e a s ,  p e s t i c i d e  m e t h o d o l o g y  a n d  s o  o n ,  t h e y  

w e r e  w o r l d  l e a d e r s .  

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

D r .  Lehman,  F D A  was c o n s i d e r e d  t h e  l a s t  w o r d  i n  p h a r m a c o l o g y  

a n d  I d o n ' t  t h i n k  t h a t ' s  t r u e  t o d a y .  



F L L :  Do y o u  t h i n k  t h a t  t h a t  r e o r g a n i z a t i o n . .  . b r i n g i n g  v o l u n -

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

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

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

H u m p h r e y  commi t t e e s ?  

JN:  M a y b e  s o .  I d i d  n o t  t a l k  t o  F r .  H a r v e y  a b o u t  i t  b u t  I 

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

z a t i o n .  T h e r e  c e r t a i n l y  w e r e  a l o t  o f  p r e s s u r e s  f r o m  n a n y  

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

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

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

h a d ,  " m a t u r e d "  t o  t h e  p o i n t  w h e r e  t h e y  now s h o u l d  p u r s u e  o t h e r  

w a y s  o f  g a i n i n g  c o m p l  i a n c e  w i  t h  t h e  l a w .  B e i n g  b a s i c a l l y  an 

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

some o f  t h e  c h a n g e s  t h a t  d i d  t a k e  p l a c e .  

F L L :  Now, a f t e r  y o u  l e f t  W a s h i n g t o n  b e h i n d ,  a n d  w e n t  t o  

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

t o  c o m m e n t  o n ?  

JN:  I w o u l d  s a y  t h e r e  a r e  p r o b a b l y  s e v e r a l  e v e n t s .  T h e  f i r s t  

p r o b a b l y  was t h e  P h i l a d e l p h i a  L a b s  i n j u n c t i o n  a n d  p r o b l e m s .  

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

s e n s e  i t  c o n t r i b u t e d  t o  w h a t  we l a t e r  c o n s i d e r e d  t o  b e  t h e  

I D I P  o r  i n  d e p t h  i n s p e c t i o n s  o f  p h a r m a c e u t i c a l  f i r m s .  A l s o ,  I 

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

p e r s p e c t i v e ,  t h e  ID I P  i n s p e c t  i o n s ,  t h e  m u s h r o o m  r e c a l l s  a n d  

s e v e r a l  o t h e r  u n r e l a t e d  t h i n g s .  

I 



F o r  i n s t a n c e ,  a t  o n e  p o i n t  I h a d  e s s e n t i a l l y  113 o f  a l l  

t h e  women i n v e s t i g a t o r s  i n  t h e  c o u n t r y  a t  P h i l a d e l p h i a .  T h i s  

was  l o n g  b e f o r e  w o m e n ' s  l i b  a n d  t h e  p u s h  f o ?  e q u a l  r i g h t s  was 

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

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

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

woman i n v e s t i g a t o r  a n d  t h a t  was a b o u t  as  f a r  as  t h e y  p u s h e d .  

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

t h e  d i r e c t i o n  o f  women a n d  b l a c k s  a n d  I r e c r u i t e d  a f a i r  num-

b e r  o f  b o t h .  I f r e q u e n t l y  h i r e d  m o r e  women t h a n  men a n d  I 

t h i n k  t h e r e  w e r e  f a c e t i o u s  r e m a r k s  s u c h  a s  " N a k a d a ' s  H a r e m "  

s o m e t h i n g  l i k e  t h a t .  I ' m  v e r y  h a p p y  t o  s a y  t h a t  t h e  f i r s t  

woman C h i e f  I n s p e c t o r  i s  o n e  t h a t  I h i r e d ,  t r a i n e d  a n d  h e l p e d  

a l o n g  i n  h e r  c a r e e r  a n d  t h e r e  a r e  now,  I b e l i e v e ,  4 o r  5 s u -

p e r v i s o r y  i n v e s t i g a t o r s  who w e r e  r e c r u i t e d  a n d  t r a i n e d  b y  me 

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

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

c r e d i t  o r  r e c o g n i t i o n .  

T h e  P h i l a d e l p h i a  L a b s  e p i s o d e  r e a l l y  p o i n t e d  t o  t h e  f a c t  

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

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

c o r r e c t i o n  h a d  t o  b e  e f f e c t e d  if t h e  f i r m  was  t o  b e  a l l o w e d  t o  

c o n t i n u e .  When I a r r i v e d  i n  P h i l a d e l p h i a  t h e  d i s t r i c t  was  i n  

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



P h i l l i p s  was  t h e  p r i m a r y  m o n i t o r  a n d  h e  d i d  a n  e x c e l l e n t  j o b  

i n  g e t t i n g  t h e  f i r m  s t r a i g h t e n e d  o u t .  T h e  m e s s a g e  t h a t  t h e  

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

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

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

t o t a l  n u m b e r  t o  a b o u t  1 0  o r  1 2  d r u g s ,  w h i c h  i s  a n  a m o u n t  a 

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

F L L :  How many  h a d  t h e y  b e e n  m a k i n g  b e f o r e ?  

JN: I ' m  o n l y  g u e s s i n g  b u t  I w o u l d  t h i n k  a b o u t  1 0 0  t o  1 5 0 .  You 

w e r e  t h e r e  a t  t h e  t i m e  t h e y  w e r e  i n  t h e  m i d s t  o f  t h e i r  h e y  d a y  

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

a b l e  w i t h  v i r t u a l l y  n o  c o n t r o l s .  T h e  e x p e r i e n c e  o f  t h e  P h i l a -  

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

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

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

r e a l l y  was t h e  b e g i n n i n g  o f  w h a t  we e n d e d  u p  d o i n g  a s  I D I P  

i n s p e c t i o n s .  

T h e  s u p p o r t  f r o m  t o p  m a n a g e m e n t  i n  t h a t  M r .  B e r c h  d i d  n o t  

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

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

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

p h i a  L a b s .  I g u e s s  y o u  w a n t  t o  h a v e  me d i s c u s s  a l i t t l e  b i t  

o f  I D I P  a t  t h i s  p o i n t ?  

F L L :  I t h i n k  i t  w o u l d  b e  w e l l  t o  p u t  s o m e t h i n g  i n t o  t h e  

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



JN: P h i l a d e l p h i a  L a b s  was p r o b a b l y  o n e  o f  t h e  f i r s t  f i r m s  

i n v o l v e d  i n  l e a d i n g  t o  t h e  I D I P  c o n c e p t .  When C o m m i s s i o n e r  

G o d d a r d  came o n  b o a r d  we w e r e  i n  t h e  m i d s t  d f  many  d r u g  h e a r -  

i n g s  a n d  t h e r e  w e r e  q u e s t i o n s  r e g a r d i n g  t h e  s t a t e  o f  t h e  

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

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

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

t h a t  t h e  p u b l i c  w o u l d  h a v e  c o n f i d e n c e  i n .  T o  t h a t  e n d  h e .  . . I  

b e l i e v e  c a l l e d  i n  a n u m b e r  o f  b u r e a u  a n d  f i e l d  p e o p l e  t o  e x -

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

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

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

d i d  n o t  w o r k  t o o  w e l l .  T h e  f i r m s  w e r e  m o r e  i n t e r e s t e d  i n  g e t -  

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

i t y .  When M r .  B e r c h  r e t u r n e d  f r o m  a  c o n f e r e n c e  a n d  s a i d  t h a t  

t h e r e  was a new p r o g r a m ,  a n d  t h a t  we s h o u l d  p u r s u e  i t  w i t h  

e n t h u s i a s m ,  we o f  c o u r s e  a s k e d  h e a d q u a r t e r s  f o r  i n s t r u c t i o n s  

a n d  d i r e c t i o n s .  When t h e  c o n c e p t  o f  I D I P  s t a r t e d  we a s k e d  

h e a d q u a r t e r s  a t  w h a t  p o i n t  d o  y o u  t e r m i n a t e ,  a t  w h a t  p o i n t  d o  

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

s t a t i s t i c s ?  I s  i t  b a s e d  o n  n o n - v i o l a t i v e  GMP f i n d i n g s ?  I s  i t  

b a s e d  o n  t o t a l  c o r r e c t i o n  o f  e v e r y t h i n g ?  W h a t  i s  i t ?  I n  t h e  

e n t i r e  t i m e  t h a t  I D I P s  w e r e  g o i n g  o n  we r e a l l y  d i d  n o t  r e c e i v e  

d i r e c t i o n s  f r o m  h e a d q u a r t e r s  a s  t o  how t o  p u r s u e  t h e  p r o b l e m s .  

T h u s ,  e a c h  d i s t r i c t  w e n t  i t s  own w a y .  I t h i n k  i t  was v e r y  



u n f o r t u n a t e .  A t  P h i l a d e l p h i a  we s o r t  o f  t o o k  t h e  p h i l o s o p h y  

t h a t  I D I P s  w o u l d  c o n t i n u e  i n  f i r m s  u n t i l  we f e l t  t h e  f i r m  

s h o u l d  b e  t a k e n  t o  c o u r t ,  o r  u n t i l  t h e  f i r m ' i n  o u r  m i n d  was 

e s s e n t i a l l y  i n  t o t a l l y  c o m p l i a n c e  w i t h  t h e  GMP's .  We w e r e  

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

a n d  r e c e i v e d  a M a s t e r s  i n  p h a r m a c e u  t i c a l  s c i e n c e s  a n d  h i s  

s p e c  a l i t y  was  i n  s t a t i s t i c s .  T h u s  we a p p r o a c h e d  GMP s t a t  

t i c a  l y  a s  w e l l  a s  f r o m  i n s p e c t i o n a l  v i e w p o i n t .  We s e t  u p  

s  amp i n g  p r o g r a m  f o r  d r u g s  t o  t r y  t o  d e t e r m i n e  i f  t h a t  wou 

b e  t e b e s t  way  o r  w h e t h e r  t h e  i n s p e c t i o n  r o u t e  w o u l d  b e ,  t h e  

t w o  w e n t  p r e t t y  much  p a r a l l e l  a n d  s u r p r i s i n g l y  c o n s i s t e n t .  I n  

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

a l s o  c o u l d  c o m p l y  w i t h  GMP's .  T h i s  was  n o t  a c c e p t e d  a t  h e a d -

q u a r t e r s ,  t o  my k n o w l e d g e ,  e v e n  a f t e r  t h e  p r o g r a m  e n d e d .  We 

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

s i n c e  we h a d  t o o  many  f i r m s  t o  i n s p e c t  i n  t h e  f i r s t  6 m o n t h s  

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

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

h i s t o r y ,  i . e .  t h e  k i n d  o f  p r o b l e m s  t h e y  h a d .  O f  c o u r s e ,  we 

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

g a t o r s  t o  d o  t h e  i n s p e c t i o n s .  We t h u s  e m b a r k e d  o n  a p r o g r a m  

t o  t r a i n  i n v e s t i g a t o r s  a n d  we h a d  J o e  P h i l l i p s  u s i n g  h i s  c o n -

c e p t s  a t  P h i l a d e l p h i a  L a b s  t o  t r a i n  i n v e s t i g a t o r s .  We a l s o  

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

t o  g i v e  u s  a s s i s t a n c e  i n  t h i s  a r e a .  We c a l l e d  o n  G e n e r a l  



E l e c t r i c  and t h e i r  c l e a n  l a b  used by t h e  s p a c e  i n d u s t r y  t o  

p r o v i d e  t r a i n i n g  t o  u s .  We p r o v i d e d  t r a i n i n g  t o . . . I  d o n ' t  

remember how many i n v e s t i g a t o r s  b u t  t o  m o r e ' t h a n  h a l f  of t h e  

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

t r a i n i n g  and we hoped t h a t  t h e y  l e f t  w i t h  some of t h e  f l a v o r  

of P h i l a d e l p h i a ' s  app roach  t o  I D I P .  T h i s  was d o n e  n o t  b e c a u s e  

we f e l t  t h a t  we were t h e  l e a d e r s ,  b u t  we'd a s k e d  h e a d q u a r t e r s  

f o r  g u i d a n c e  i n  t r a i n i n g ,  a s  w e l l  a s  i n  IDIPs and t h e r e  was a 

vacuum. I d o  n o t  k n o w  i f  you r e c a l l  t h a t  p a r t i c u l a r  vacuum i n  

t h a t  we r e c e i v e d  v i r t u a l l y  n o t h i n g  f rom h e a d q u a r t e r s .  

F L L :  I was i n  Denver by t h e n  where we had o n l y  one pharmaceu-

t i c a l  f i r m ,  C u t t e r  L a b o r a t o r y  i n  S a l t  Lake C i t y ,  so i t  w a s n ' t  

much of a problem f o r  u s .  B u t ,  I t h i n k  a t  t h a t  t ime  t h a t  was 

f a i r l y  t y p i c a l  b e c a u s e  i n  e a r l y  G o d d a r d  r eg ime ...h i s  i d e a  was 

t o  t o t a l l y  d e c e n t r a l i z e  t h e  f i e l d  and t h a t  i n c l u d e d  j u s t  abou t  

a1 1  forms  of a d v i c e  and g u i d a n c e  from h e a d q u a r t e r s .  

JN: Tha t  c o u l d  very  w e l l  be and t h a t  c o u l d  be why we d i d  n o t  

g e t  any g u i d a n c e  t h a t  we were  hoping  f o r .  

F L L :  Another  t h i n g  p r o b a b l y  was t h a t  t h e y  d i d n ' t  have any 

b e t t e r  i d e a s  t h a n  you d i d .  

JN: I would s a y  my e x p e r i e n c e  i n  l e c t u r i n g  a t  Rhode I s l a n d  

and h e a d q u a r t e r s  i n  d rug  m a n u f a c t u r i n g ,  c e r t a i n l y  h e l p e d  i n  

t h a t  I was a b l e  t o  p r o v i d e  a l o t  of i n f o r m a t i o n  t h a t  maybe 

some of t h e  o t h e r  d i s t r i c t s  d i d  n o t .  B u t  t h e  f a c t  t h a t  more 

t h a n  h a l f  of t h e  d i s t r i c t s  s e n t  p e r s o n n e l  t o  P h i l a d e l p h i a  t o  



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

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

I n  t e r m s  o f  s e l e c t i o n  o f  f i r m s ,  we s t a r t e d  o u t  u s i n g  

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

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

g e t  t h e m  i n  c o m p l i a n c e  o r  t o  t a k e  t h e m  t o  c o u r t .  We s o u g h t  

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

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

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

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

o u t  o f  b u s i n e s s .  T h e  b i g g e s t  s u c h  f i r m  was  N a t i o n a l  D r u g .  

T h e  f i r m  i s  a member  o f  t h e  P h a r m a c e u t i c a l  M a n u f a c t u r e r s  A s s o -  

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

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

d o o r s .  

F L L :  T h a t  was  a p a r t  o f  t h e  R i c h a r d s o n  M e r r e l l  c o m p l e x ?  

J N :  Y e s .  T h e r e  w e r e  o t h e r  s m a l l  f i r m s  t h a t  a l s o  w e n t  o u t  o f  

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

a p p r o a c h  t h e  f i r m s  b e c a u s e  t h e y  w e r e  l a r g e  o r  s m a l l  o r  P M A  

f i r m s  o r  m e m b e r s  o f  N A P M ,  b u t  r a t h e r  t h e i r  t r a c k  r e c o r d  a n d  

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

w h a t  m a n a g e m e n t ' s  a t t i t u d e  was  - t h e s e  w e r e  j u s t  a n u m b e r  o f  

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

q u o t e  " r e p u t a b l e "  o r  " n o t  r e p u t a b l e " .  We h a d  some l a r g e  

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



some s m a l l  f i r m s  f o r  s e v e r a l  y e a r s .  Someone  m i g h t  a s k ,  w e l l  

why  d i d  y o u  g o  t h i s  l o n g ?  S i n c e  h e a d q u a r t e r s  d i d  n o t  t e l l  u s  

hat was  s u f f i c i e n t ,  we f e l t  t h a t  we h a d  t o * i n s p e c t  t h e m  s u f -

f i c i e n t l y  s o  t h a t  we h a d  a d e q u a t e  s a m p l e s  a n d  d o c u m e n t a t i o n  t o  

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

I f  h e a d q u a r t e r s  t u r n e d  u s  down b e c a u s e  o f  i n s u f f i c i e n c y ,  t h e n  

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

o u r  f i n d i n g s  w e r e  i r r e l e v a n t ,  t h e n  we m i g h t  t e r m i n a t e  t h e  i n -

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

t h e  l e g a l  a c t i o n s ,  i n  w h i c h  c a s e  we d i d .  T h e  f i r m s  t h a t  c h o s e  

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

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

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

w i t h  h e a d q u a r t e r s  t o  d e t e r m i n e  w h e t h e r  o r  n o t  t h e i r  v i o l a t i o n s  

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

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

o p e r a t i n g .  I f e e l  t h a t ...c e r t a i n l y  i n  P h i l a d e l p h i a  t h e  p r o -  

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

a c t i o n s  t h a t  we m i g h t  h a v e  b e e n  a b l e  t o .  We c e r t a i n l y  t o o k  

q u i t e  a n u m b e r  o f  t h e m .  We c e r t a i n l y  e n c o u r a g e d  t h e  v o l u n t a r y  

c o m p l i a n c e  r o u t e  w h e r e v e r  we c o u l d .  F o r  i n s t a n c e ,  we h e l d  

w o r k s h o p s  w i t h  e a c h  f i r m  b e f o r e  we s t a r t e d  t h e  I D I P  i n s p e c -

t i o n  a n d  t h a t  was  a l m o s t  u n h e a r d  o f ,  i n  t h e  p a s t  w i t h  F D A .  

am n o t  s u r e  t h a t  we a r e  d o i n g  i t  t o d a y .  We h a d  r e g u l a r  m e e t -

i n g s  w i t h  t o p  m a n a g e m e n t .  We i s s u e d  t h e . . . w h a t  we u s e d  t o  

I 



c a l l  a FD483 ,  t h e  F D 2 2 7 5  now,  o n  a r e g u l a r  b a s i s .  

F L L :  T h e  r e p o r t . .  . 
JN: T h e  r e p o r t  o f  f i n d i n g s .  And  t h i s  c o u l d  l e a d  t o  a c o n -

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

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

t i o n s  we r e q u e s t e d  i m m e d i a t e  c o r r e c t i o n .  We t o o k  a c t i o n s  s u c h  

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

o t i c  f i r m s  d u r i n g  t h e  c o u r s e  o f  t h i s  I D I P  p r o g r a m .  T h i s  was 

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

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

t o  e f f e c t  c o r r e c t i o n .  One o f  t h e  f i r m s  i n v o l v e d  i n  t h i s  was 

W y e t h  L a b s .  T h e y  w e r e  p r o d u c i n g ,  I b e l i e v e ,  a b o u t  2 0  t o  2 5 %  

o f  a l l  t h e  p e n i c i l l i n  p r o d u c e d  i n  t h e  U n i t e d  S t a t e s  a t  t h e  o n e  

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

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

m e n t s  a n d  t h e  GMPs. T h e  f i r m  v e r y  q u i c k l y  g o t  t h e m s e l v e s  i n  

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

T h u s ,  n o t  a l l  a c t i o n s  w e r e  f o r m a l ,  l e g a l  a c t i o n .  We a l s o ,  i n  

a n  u n r e l a t e d  a r e a ,  t o o k  a  s e i z u r e  a c t i o n  a g a i n s t  SKF i n  t h a t  

e r a .  Some o f  t h e  p e o p l e  s a i d  t h a t  t h e  I D I P  p r o g r a m  was p r i -

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

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

a c t i o n  was t a k e n  w i t h o u t  r e g a r d  t o  t h e  s i z e  o f  t h e  f i r m s .  We 

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

f i r m s .  



F L L :  W h a t  y e a r  d i d  we a c t u a l l y  s t a r t  t h e  p r o g a m ?  

JN: ' 6 8 .  

F L L :  ' 6 7 . . . ' 6 8  . 
JN: ' 6 7 ,  ' 6 8  t h a t  was t h e  e r a .  

F L L :  And  i t  l a s t e d  f o r  how l o n g ?  

JN: A b o u t  2 t o  2 112 y e a r s .  I n  some d i s t r i c t s  i t  o n l y  l a s t e d  

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

h a d  o v e r  100  f i r m s .  When I came t o  P h i l a d e l p h i a  we o n l y  h a d  

a b o u t  4 o r  5 d r u g  i n s p e c t o r s ,  s o  we h a d  t o  t r a i n  q u i t e  a num-

b e r  o f  t h e m .  I b e l i e v e  d u r i n g  t h a t  t i m e  I was  a b l e  t o  t r a n s -

f e r  i n  e n o u g h  i n v e s t i g a t o r s  s o  we h a d  a b o u t  2 0  o f  t h e m  d o i n g  

t h e  i n s p e c t i o n s .  We d i d  a 1 o t  o f  i n - h o u s e  t r a i n i n g  a s  w e l l .  

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

a s  I b e l i e v e  t h a t  P h i l a d e l p h i a  d i s t r i c t  h a s  p u r s u e d  l e g a l  

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

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

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

p u r s u e d  t o d a y .  T h e y  a r e  s t i l l  t a k i n g  q u i t e  s i g n i f i c a n t  l e g a l  

a c t i o n s  i n  o t h e r  a r e a s  a n d  i t  i s  b a s e d  o n  k n o w i n g  w h a t  t o  d o ,  

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

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

I D I P  w a s n ' t  j u s t  a p r o g r a m  t h a t  s t a r t e d  a n d  e n d e d  a n d  e v e r y -  

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

p e o p l e  t o d a y  who w e r e  i n v o l v e d  i n  t h e  I D I P  p r o g r a m  a n d  a r e  



s t i l l  c a r r y i n g  o n  many  o f  t h e  p r i n c i p l e s  o f  I D I P .  

F L L :  D u r i n g  y o u r  s t a y  i n  P h i l a d e l p h i a  y o u  h a d  p r o b l e m s  n o t  

o n l y  w i t h  d r u g s .  I r e m e m b e r  t h a t  t h e r e  wer; some m u s h r o o m s ,  

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

JN: Yes .  T h e  m u s h r o o m  e p i s o d e s  c o n t i n u e  t o  t h i s  d a y .  B u t  

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

As a n  a m u s i n g  s i d e  e p i s o d e  t o  t h i s ,  i n  1 9 6 7  o r  ' 6 8  I h i r e d  a 

woman i n v e s t i g a t o r ,  t h e  o n e  who i s  now C h i e f  I n s p e c t o r .  When 

we w e r e  s t a r t i n g  u p  t h e  I D I P  p r o g r a m  s h e  was new a n d  t h u s  was  

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

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

H e a d q u a r t e r s ,  B u r e a u  o f  F o o d s ,  w a n t e d  t o  r u n  a s u r v e y  o f  t h e  

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

t o  s e n d  e x c e p t  t h i s  new r e c r u i t .  She  a c c o m p a n i e d  t h e  h e a d -  

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

t o l d  t o  w r i t e  a l l  o f  t h e  r e p o r t s .  I t  was  h e r  w o r k  t h a t  

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

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

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

f a c t s  s u f f i c i e n t  t o  p u r s u e  t w o  y e a r s  l a t e r .  

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

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

b e l i e v e  o f  t h e  s m o k e d  f i s h  p r o b l e m s  i n  New Y o r k ,  w h e r e  t h e r e  

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



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

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

c o u l d  d e v e l o p  i n t o  t h e  t o x i n s .  I c a n n o t  r e L a l l  w h a t  r e a l  1Y 

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

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

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

f r o m  a l l  o v e r  t h e  c o u n t r y ,  b e c a u s e  I t h i n k  we h a d  a b o u t  3 1 4  o f  

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

3 o r  4 p e o p l e  who c o u l d  d o  t h e  i n s p e c t i o n s .  A g a i n ,  we h a d  t o  

p r o v i d e  a q u i c k  c r a s h  c o u r s e  o n  i n s p e c t i o n s  a n d  t h i s  r e s u l t e d  

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

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

( H a z a r d  A n a l y s i s  a n d  C r i  t i c a 1  C o n t r o l  P o i n t )  a n d  l o w  a c i d  c o n -

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

p r o d u c t s  w o u l d  n o t  c o n t a i n  " b o t "  t o x i n s .  I n  f a c t ,  a n u m b e r  o f  

f i r m s '  p r o d u c t s  d i d  c o n t a i n  t h e  t o x i n s .  Why t h e r  w e r e n ' t  

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

t h e  l o w  a c i d  p r o g r a m  , I g u e s s  t h e  B o n  V i v a n t  s o u p  c a s e  a l o n g  

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

HACCP a n d  l o w  a c i d  i n s p e c t i o n s .  

F L L :  I t  c o n v i n c e d  FDA t h a t  t h e r e  o u g h t  t o  b e  a n  i n v e s t i g a t i o n  

o f  t h e  c a n n i n g  o f  1 ow a c i d  f o o d s  b e c a u s e  we d i d n ' t  r e a l l y  k n o w  

t h e  a n s w e r s  y e t .  

JN: L e t  me r e l a t e  o n e  p a r t i c u l a r  e p i s o d e ,  t o  s h o w  t h e  i n t e r -

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



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

t h a t  had  q u e s t i o n a b l e  p r a c t i c e s  and  was v e r y  r e l u c t a n t  t o  

r e c a l l  and t h e y  would move t h e i r  p r o d u c t  d u t  of  t h e  p l a n t  by 

n i g h t  when o u r  i n v e s t i g a t o r s  w e r e n ' t  t h e r e .  Our i n v e s t i g a t o r s  

w e r e  s u f f i c i e n t l y  a l e r t  t o  p u r s u e  and f o l l o w .  We u s e d  some 

o v e r - t h e - c o u n t e r ,  O T C ,  t e c h n i q u e s .  

I n  t h i s  p l a n t  we had i n v e s t i g a t o r s  o b s e r v i n g  on d o u b l e  s h i f t s  

t o  s e e  where  mushroorns were  s h i p p e d .  We f o l l o w e d  t h e i r  t r u c k s  

t h r o u g h  e a s t e r n  P e n n s y l v a n i a  by a number of  d i f f e r e n t  r o u t e s .  

We were  a b l e  t o  e f f e c t  mass s e i z u r e s  of w h o l e  w a r e h o u s e s  f u l l  

o f  mushrooms.  As a r e s u l t  of t h e s e  many e f f o r t s  t h e  d i s -

t r i c t ,  t h e  i n v e s t i g a t o r s  were  g i v e n  a C o m m i s s i o n e r ' s  S p e c i a l  

C i t a t i o n  f o r  which I was v e r y  p l e a s e d .  I was a b l e  t o  g e t  c a s h  

a w a r d s  f o r  many of  t h e  i n v e s t i g a t o r s  a t  t h e  t i m e .  I f e l t  t h a t  

t h e r e  was c o n c e r n  f rom h e a d q u a r t e r s ,  b u t  I d o n ' t  t h i n k  we had 

v e r y  good s u p p o r t .  C e r t a i n l y  t o  p u r s u e  t h e  t y p e  of l e g a l  

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

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

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

g e t  h e a d q u a r t e r s  t o  s h a r e  o u r  v i e w s .  I n  my own p e r s o n a l  

o p i n i o n  some of t h e  s u b s e q u e n t  p r o b l e m s  i n v o l v i n g  mushrooms 

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

F L L :  F a i l u r e  t o  d r i v e  home t h e  i m p o r t a n c e  of  t h e  r e g u l a t i o n s ?  

JN: T h a t  i s  c o r r e c t .  You d o n ' t  h a v e  t o  p r o s e c u t e  a l l  t h e  

f i r m s  o r  t a k e  l e g a l  a c t i o n .  B u t  i f  you show them t h a t  you 



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

t h e y  w o u l d  k n o w  t h a t  we a r e  s e r i o u s .  We d i d  t a k e  i n j u n c t i o n  

a c t i o n  a g a i n s t  some f i r m s .  B e i n g  s o m e w h a t  e n f o r c e m e n t  m i n d e d  

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

s t o p p e d .  

I n  t h i s  w o r k ,  I f e e l ,  we e n h a n c e d  o u r  r e l a t i o n s h i p s  w i t h  

t h e  l o c a l  a g e n c i e s ,  t h a t  i s  t h e  s t a t e  a n d  c i t i e s  and  c o u n t i e s .  

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

T h e y  w e r e  a b l e  t o  mesh t h e i r  r e c a l l  e f f o r t s  w i t h  o u r s  s o  t h a t  

t h e  d a t a  r e p o r t e d  was i n c l u d e d  w i t h  F D A ' s  n o t  d u p l i c a t e d .  

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

a g e n c i e s ,  t h e  c i t i e s ,  t h e  c o u n t i e s  a n d  FDA t o  b e  s u r e  t h a t  t h e  

i n f o r m a t i o n  was o b t a i n e d  a n d  r e p o r t e d  i n  e x a c t  y t h e  same way .  

I k n o w  t h i s  h a s  b e e n  d o n e  s i n c e  b y  o t h e r  d i s t r  c t s  a n d  r e -

g i o n s .  I t h i n k  t h e  m u s h r o o m  c r i s i s  was o n e  o f  t h e  f i r s t  t i m e s  

t h a t  i t  was d o n e .  I t  was n o t  d o n e  d u r i n g  B o n  V v a n t ,  w h i c h  

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

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

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

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

a n d  t h e  s u p e r v i s o r s  v i e w p o i n t .  T h e  a g e n c y  h a d  t e n d e d  t o  t r a i n  

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

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

i n  t h e  l o w  a c i d  c a n n e d  f o o d  f i e l d  a n d  I t h i n k  t o  some e x t e n t  

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



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

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

a s s i n g  s i t u a t i o n s .  

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

p l a c e  d u r i n g  my a s s i g n m e n t  t h e r e  i n v o l v e d  L a c e y  0 .  Ward.  He 

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

d i r e c t o r ,  m y s e l f  a n d  o t h e r s .  He a l s o  i n c l u d e d  a l l  p e o p l e  who 

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

y e a r s  b e f o r e  my a r r i v a l .  I f e l t  t h a t  I t o o k  t h e  b r u n t  o f  t h e  

a b u s e .  When I f i r s t  a r r i v e d  i n  P h i l a d e l p h i a ,  h e  h a d  t u r n e d  i n  

h i s  r e s i g n a t i o n  a n d  t h e n  w i t h d r e w  i t .  He s a i d  h e  d i d n ' t  k n o w  

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

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

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

n o t  g e t  v e r y  d e f i n i t i v e  i n f o r m a t i o n  f r o m  h i m .  P r i o r  t o  my 

a r r i v a l  a t  P h i l a d e l p h i a ,  I t a l k e d  w i t h  p e o p l e  i n  t h e  p e r s o n n e l  

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

a g e n c y ' s  n u m b e r  o n e  p e r s o n n e l  p r o b l e m  i n  P h i l a d e l p h i a ,  i n  

L a c e y  0 .  Ward.  I w a s  m i n d f u l  o f  t h e  p r o b l e m  a n d  y e t  I c o n -

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

When L a c e y  W a r d  was  u p  t o  h a v e  h i s  f e d e r a l  d r i v e r ' s  

l i c e n s e  r e n e w e d ,  i t  was d e t e r m i n e d  t h a t  h e  h a d  f a l s i f i e d  h i s  

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

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

S t a t e  o f  P e n n s y l v a n i a  a n d  when  h e  was a d v i s e d  o f  t h i s  h e  a s k e d  



i f  we w e r e  g o i n g  t o  f i r e  h im,  o r  wha t  we g o i n g  t o  d o .  We 

i n d i c a t e d  t h a t  we had s e t  t h e  r e c o r d  s t r a i g h t  b u t  t h a t  he  

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

In  my o p i n i o n  t h e  t h i n g  t h a t  l e d  up t o  h i s  d e c i s i o n  t o  

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

l a t e  6 0 ' s  w i t h  t h e  a c t i v i t i e s  o f  b l a c k s ,  n o t  o n l y  i n  P h i l a -

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

and i t  a p p e a r e d  t o  be  a t i m e  when a c t i o n  c o u l d  be  p u r s u e d .  

A l s o  d u r i n g  t h e  l a t e  6 0 ' s  when t h e  IDIP p r o g r a m  was b e i n g  

g e a r e d  u p ,  I s e l e c t e d  a number o f  p e o p l e  f o r  GS-12 Drug I n v e s -

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

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

t h e  p o l i c y  was t h a t  f o r  a 65 -12  p o s i t i o n  o n e  n e e d e d  m u l t i - d i s -

t r i c t  e x p e r i e n c e .  Thus  p e o p l e  i n  P h i l a d e l p h i a  whose  e n t i r e  

c a r e e r  was s p e n t  t h e r e  d i d  n o t  h a v e  t h e  d e p t h  of  e x p e r i e n c e  

t h a t  was d e s i r e d .  A number of  o t h e r  i n v e s t i g a t o r s  a t  P h i l a -

d e l p h i a ,  who w e r e  a t  t h e  6 s - 1 1  l e v e l ,  c o n s i d e r e d  w h e t h e r  t h e y  

wou ld  f i l e  some t y p e  o f  a c t i o n  a g a i n s t  me and c h o s e  n o t  t o  d o  

s o .  I c a n  remember  o n e  h e a t e d  m e e t i n g  i n  w h i c h  t h e y  w e r e  com-

p a r i n g  t h e i r  q u a l i f i c a t i o n s  and e x p e r i e n c e  w i t h  some of  t h e  

p e o p l e  t h a t  I had  s e l e c t e d  f o r  GS-12 Drug I n v e s t i g a t o r s .  

N o n e t h e l e s s ,  I h e l d  t o  my p o s i t i o n  and  m o s t  of t h e s e  p e o p l e  

n o n e  o f  whom- w e r e  B l a c k  c h o s e  t o  t r a n s f e r  t o  o t h e r  d i s t r i c t s  

s u c h  a s  New York ,  B u f f a l o ,  C h i c a g o ...and t o  h e a d q u a r t e r s  w h e r e  

t h e y  c o u l d  a l s o  be p r o m o t e d  t o  a  GS-12. Mr. Ward d u r i n g  t h i s  



t i m e  d e c i d e d  t h a t  h e  was  g o i n g  t o  g e t  h i s  G S - 1 2  a t  P h i l a d e l -  

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

h i s  d e c i s i o n  t o  f i l e  a c a s e ,  I h a d  a d i s c u s ; i o n  w i t h  h i m  r e -

g a r d i n g  h i s  c a r e e r .  He i n d i c a t e d  t h a t  h e  s t i l l  h a d  n o t  made  

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

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

s o  t h a t  h e  c o u l d  s e e  w h a t  t h e  h e a d q u a r t e r s  e x p e r i e n c e  w a s .  

When h e  r e t u r n e d ,  h e  i n d i c a t e d  t h a t  h e  d i d  n o t  w i s h  t o  b e  

a s s i g n e d  t o  h e a d q u a r t e r s  b u t  w a n t e d  h i s  6 5 - 1 2  a t  P h i l a d e l p h i a .  

When t h a t  d i d  n o t  come f o r t h ,  h e  f i l e d  h i s  a c t i o n .  M r .  Sam 

H o s t o n ,  a B l a c k  a t  h e a d q u a r t e r s  HEW, w h o  i n v e s t i g a t e d  o r  was  

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

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

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

t i o n  t o o k  p l a c e  c o n c u r r e n t l y  w i t h  t h e  I D I P  i n s p e c t i o n s .  T h e  

f i n d i n g s  a s  I r e c e i v e d  t h e m ,  w e r e  t h a t  t h e r e  was d i s c r i m i n a -

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

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

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

e m p l o y e e s  i n v o l v e d  i n  f i l i n g  a  c a s e .  U n d e r  t h e  E E O  p r o g r a m  

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

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

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

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

i n s t a n c e  M r .  Ward  s t a t e d  t h a t  " d i s c r i m i n a t i o n  t o o k  p l a c e  



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

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

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

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

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

t o  i n f e r  t h a t  h e  w o u l d  e a t  m u s t a r d  g r e e n s .  I n  M r .  W a r d ' s  d i s -

c r i m i n a t i o n  s t a t e m e n t  h e  a l s o  i n d i c a t e d  t h a t  h e  was d i s c r i m i n -

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

w a s  f i l e d .  He i n c l u d e d  p a s t  C h i e f  I n s p e c t o r s ,  p a s t  D i s t r i c t  

D i r e c t o r s  a n d  p a s t  i n v e s t i g a t o r s  a n d  i n s p e c t o r s  i n  h i s  c a s e .  

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

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

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

B r a n c h .  Among t h e  p o s s i b i l i t i e s  w e r e  t o  b e  made a F o o d  a n d  

D r u g  O f f  c e r ,  a n o t h e r  was t o  b e  s e n t  t o  a r e s i d e n t  p o s t  i n  

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

s p e c i a l i s t  i n  t h e  S p e c i a l  P r o g r a m s  B r a n c h .  T h i s  was n o t  t o  

i n d i c a t e  t h a t  h e  m e r i t e d  t h e  GS-12 or  p r o m o t i o n  b u t  m e r e l y  t o  

f i n d  a  w a y  t o  s e t t l e  a c a s e .  M r .  W a r d  r e f u s e d  t o  t a k e  t h e  

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

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

p r i m a r i l y  t o  t a k e  t h e  p o s i t i o n  a s  t h e  s p e c i a l i s t  i n  c o n s u m e r  

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

t i o n .  A n d  s u b s e q u e n t l y  a t t a i n e d  h i s  GS-13 ,  6 5 - 1 4  a n d  f i n a l l y  

D i s t r i c t  D i r e c t o r  o f  P h i l a d e l p h i a  f o r  CPSC. H o w e v e r ,  i t  i s  my 



I 

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

e r s  t o  t h e  a g e n c y .  W h i l e  i t  was  u n f o r t u n a t e ,  i t  d i d  n o t  s u r -

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

t r u t h  d u r i n g  t h e  t i m e  h e  was t h e r e .  H o w e v e r ,  t h e  a g e n c y ,  

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

a c a s e  a n d  t h i s  a c t i o n  w e n t  t h e  w a y  i t  d i d .  

I k n o w  i n  t w o  r e c e n t  i n t e r v i e w s  w i t h  M r .  O t t e s  o f  EDRO, 

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

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

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

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

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

F L L :  I n  t h e  s e t t l e m e n t  o f  t h e  W a r d  c a s e ,  was  t h e  p o s i t i o n  i n  

p r o d u c t  s a f e t y  a f t e r  p r o d u c t  s a f e t y  h a d  b e e n  r e m o v e d  f r o m  FDA? 

JN:  No, r e m e m b e r ,  i t  was  a s p e c i a l  p r o g r a m .  W h i l e  i t  was  a 

s p e c i a l  p r o g r a m  h e  was  s t i l l  i n  FDA. 

F L L :  And  s u b s e q u e n t l y  h e  d i d  t r a n s f e r  w i t h  t h e  p r o g r a m  w h e n  

i t  w e n t  t o  t h e  C o n s u m e r  P r o d u c t  S a f e t y  C o m m i s s i o n .  

JN: T h a t  i s  c o r r e c t .  

F L L :  I w a s n ' t  c l e a r  o n  t h a t .  

JN:  T h e  r e c o r d s  o f  P h i l a d e l p h i a  i n d i c a t e  t h a t  M r .  W a r d  e i -  

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

h i s  p r o m o t i o n  t o  GS-9 a n d  t o  GS-11 .  I n  t a l k i n g  t o  p e o p l e  f r o m  

C P S C  a f t e r  h i s  t r a n s f e r  t o  t h a t  a g e n c y ,  i t  was  my u n d e r s t a n d -

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



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

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

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

W h i l e  a t  P h i l a d e l p h i a ,  i n  a d d i t i o n  t o  t h e  l a r g e  n u m b e r  

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

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

w i t h  t h e  s p i r i t  o f  E E O .  I n  f a c t  t h e r e  w a s  o n e  B l a c k  woman w h o  

was a d i s h w a s h e r  i n  t h e  l a b o r a t o r y ,  M r s .  N i c h o l s ,  who w a n t e d  

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

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

d i d .  She  e n d e d  u p  b e i n g  a n  e x c e l l e n t  t e c h n i c i a n  a n d  I u n d e r -

s t a n d  s h e  i s  now a n  i n v e s t i g a t o r .  D u r i n g  t h e  c o u r s e  o f  h e r  

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

t h e  t i m e  i t  was r e q u i r e d .  We r e c e i v e d  w o r d  t h a t  s h e  f i n i s h e d  

n u m b e r  o n e  i n  h e r  c l a s s .  

A l s o  d u r i n g  my t i m e  i n  P h i l a d e l p h i a ,  many  o f  t h e  p e o p l e  

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

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

e n d e a v o r  i n  P h i l a d e l p h i a .  T h e  C o m m i s s i o n e r  C i t a t i o n  w a s  o n l y  

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

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

t h e  y e a r s  a n d  h a v e  b e e n  p r o m o t e d  t o  p o s i t i o n s  h i g h e r  t h a n  my-

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

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

d o n e  v e r y  w e l l .  



I f e e l  t h a t  w i t h  t h e  u p s  a n d  d o w n s  i n  P h i l a d e l p h i a ,  t h a t  

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


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


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


FLL :  When y o u  f i n i s h e d  a t  P h i l a d e l p h i a ,  y o u r  a s s i g n m e n t  


t h e r e ,  y o u  w e n t  o n  t o  D a l l a s ?  


JN: T h a t  i s  c o r r e c t .  A n d  t h e  a s s i g n m e n t  a t  D a l l a s  w a s . . .  


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


i n  t h e  p o s i t i o n  o f  C h i e f  I n s p e c t o r .  I w a s  w i l l i n g  t o . . .e n d  my 


c a r e e r  a t  P h i l a d e l p h i a .  


M r .  W h i t e  a t  D a l l a s  c a l l e d  me a n d  s a i d  t h e r e  i s  g o i n g  t o  

b e  a n  o p e n i n g  i n  D a l l a s  a n d  i f  I w a n t e d  t o  p u r s u e  my c a r e e r ,  I 

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

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

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

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

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

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

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

t h e  b e s t  i n t e r e s t  o f  FDA i f  I l e f t  P h  i l a d e l p h i a  a n d  a p p l i e d  

f o r  t h e  D a l l a s  p o s i t  i o n ,  e s p e c i a l l y  if I w a n t e d  t o  c o n s i d e r  my 

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

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

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

p r o m o t i o n  t o  G S - 1 5  i n  t h a t  p o s i t i o n ,  s i n c e  i t  q u a l i f i e d  f o r  

s u c h .  



My a r r i v a l  a t  D a l l a s  w a s  t o  a new p o s i t i o n  c r e a t e d  a s  a 

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

w h i c h  w a s  c a l l e d  b o t h  D a l l a s  S e c t i o n  a n d  D a l l a s  D i s t r i c t .  And  

i t  c o n s i s t e d  O F  a n  I n v e s t i g a t i o n s  B r a n c h ,  c l e r i c a l  s t a f f  a n d  

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

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

n u m b e r  o f  p e o p l e  I s u p e r v i s e d  e x c e e d e d  h o t h  H o u s t o n  a n d  New 

O r l e a n s  c o m b i n e d .  

I n  t h e  t w o  y e a r s  t h a t  I was i n  D a l l a s ,  I d i d  n o t  r e c e i v e  

a p r o m o t i o n  a n d  t h e  p o s i t i o n  r e m a i n e d  c o n f u s e d  as  a D i s t r i c t  

a n d  S e c t i o n .  D u r i n g  my s t a y  a t  D a l l a s ,  I d i d  o r g a n i z e  t h e  

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

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

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

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

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

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

s e q u e n t l y  a d j u d i c a t e d  i n  D a l l a s ,  i n c l u d e d  t h e  " F r o g  L e g s  C a p -  

e r " .  T h i s  i n v o l v e d  c o o r d i n a t i o n  w i t h  m a n y  o t h e r  d i s t r i c t s  a n d  

r e g i o n s ,  a n d  r e s u l t e d  i n  a  c o n s p i r a c y  c o n v i c t i o n .  E s s e n t i a l l y  

t h i s  i n v o l v e d  t h e  f o l l o w i n g .  F r o g  l e g s  w e r e  i m p o r t e d  f r o m  

I n d i a  t o  Mew Y o r k .  I n  New Y o r k  t h e y  w e r e  a n a l y z e d  a n d  f o u n d  

t o  b e  s a l m o n e l l a  c o n t a m i n a t e d .  T h e  i m p o r t e r  a g r e e d  t o  r e e x -

p o r t  t h e  f r o g  l e g s  t h r o u g h  B r o w n s v i l l e ,  T e x a s  i n t o  M e x i c o .  

T h e y  w e r e  n o t  t o  b e  r e e n t e r e d  i n t o  t h e  U n i t e d  S t a t e s  u n l e s s  



t h e y  w e r e  r e c o n d i t i o n e d  a n d  r e l a b e l e d .  New Y o r k  D i s t r i c t  

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

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

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

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

same t i m e  H o u s t o n  S e c t i o n  was c r e a t e d  o u t  o f  D a l l a s  D i s t r i c t ,  

a n d  n o r m a l l y  B r o w n s v i l l e  w o u l d  b e  h a n d l e d  b y  H o u s t o n  S e c t i o n .  

H o w e v e r ,  s i n c e  t h i s  was s t a r t e d  a t  D a l l a s ,  i t  was d e c i d e d  t o  

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

m e n t s  a n d  s u b s e q u e n t l y  made s e i z u r e  a c t i o n s  i n  a n u m b e r  o f  

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

s h o u l d  h a v e  g o n e  t o  M e x i c o  b u t  d i d  n o t .  We d e v e l o p e d  t h e  c o n -

s p i r a c y  c a s e  s h o w i n g  t h a t  t h e  p e r s o n  i n  M e x i c o  d i d  i n  f a c t  r e -

s h i p  some o f  t h e  p r o d u c t s  i n  i n t e r s t a t e  c o m m e r c e  i n  t h e  U n i t e d  

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

As an  i n t e r e s t i n g  s i d e  l i g h t ,  t h e  i n d i v i d u a l  who was s u b s e -

q u e n t l y  p r o s e c u t e d ,  was a p e r s o n a l  f r i e n d  o f  t h e  j u d g e ,  a n d  we 

a t t e m p t e d  t o  h a v e  t h e  j u d g e  d i s q u a l i f i e d  b e c a u s e  o f  h i s  r e l a -  

t i o n s h i p  w i t h  t h e  d e f e n d a n t .  T h e  j u d g e  r e f u s e d ,  b u t  t h e  j u d g e  

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

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

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

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

a p p r o v a l  o f  M r .  H i l e  a n d  t h e  G e n e r a l  C o u n s e l ,  s o  t h a t  t h e y  

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



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

e x e c u t e d  t h r o u g h  t h e  D a l l a s  D i s t r i c t .  

A n o t h e r  c a s e  t h a t ' s  n o t e w o r t h y ,  i n v o l v e s  a w a r e h o u s e  i n  

D a l l a s  D i s t r i c t ,  w h i c h  was i n v o l v e d  i n  i n j u n c t i o n ,  p r o s e c u t i o n  

a n d  s e i z u r e  a c t i o n s  a n d  c o n t i n u e d  t o  b e  v i o l a t i v e .  I n  a n  i n -

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

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

a g a i n s t  t h e  f i r m .  We m i s s e d  t h e  3 0 - d a y  d e a d l i n e  b e c a u s e  we 

s u b m i t t e d  o u r  c a s e  t o  h e a d q u a r t e r s  2 d a y s  b e f o r e  t h e  d e a d l i n e .  

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

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

t h e  3 0 t h  d a y ,  i t  w o u l d  n o t  b e  c o n s i d e r e d .  We r e i n s p e c t e d  t h e  

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

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

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

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

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

d e v e l o p e d  t h e r e  w i t h  New M e x i c o ,  O k l a h o m a  a n d  T e x a s ,  w i t h  F D A  

i n v e s t i g a t o r  t r a i n i n g  i n  t h e  t e c h n i c a l  a r e a s .  T h i s  was e s p e -

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

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

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

U n i v e r s i t y  o f  T e x a s ,  S c h o o l  o f  P h a r m a c y  a t  A u s t i n ,  T e x a s ,  i n  

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

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

s i t y .  



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

f o r  a n  o r g a n i z a t i o n  w h i c h  h a d  as  i t ' s  o b j e c t i v e  t o  f a c i l i t a t e  

c o o p e r a t i o n  b e t w e e n  t h e  U n i t e d  S t a t e s  a n d  t h e  M e x i c a n  g o v e r n -

m e n t  w i t h  r e g a r d  t o  i m p o r t a t i o n  O F  p r o d u c t s  t o  t h e  U n i t e d  

S t a t e s ,  t o  o p e n  c o m m u n i c a t i o n s ,  t o  p r o v i d e  t r a i n i n g ,  e s p e c i a l -

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

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

o f  o p e r a t i o n s  o f  FDA i n  t h e  U n i t e d  S t a t e s .  I a t t e n d e d  a num-

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

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

l y  t h e  p r o g r a m  was  s e t  u p  t o  e n a b l e  M e x i c a n  p r o d u c e  t o  come t o  

t h e  U n i t e d  S t a t e s ,  m e e t i n g  t h e  p e s t i c i d e  t o l e r a n c e s  e s t a b l i s h -

e d  i n  t h e  U n i t e d  S t a t e s ,  and  t o  a v o i d  t h e  i l l e g a l  o r  m i s u s e  o f  

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

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

d u e s  o f  p e s t i c i d e s  l e g a l  i n  M e x i c o  b u t  i l l e g a l  i n  t h e  U n i t e d  

S t a t e s  o r  n o t  r e g i s t e r e d  i n  t h e  U n i t e d  S t a t e s  w e r e  b e i n g  d e -  

t a i n e d .  T h e  M e x i c a n  g o v e r n m e n t  w a n t e d  t o  p u r s u e  t h e  c a p a b i l -

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

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

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

i e s ,  a n d  we p r o v i d e d  t r a i n i n g  i n  a n a l y t i c  a1 m e t h o d s .  We a l s o  

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

d e t e r m i n e  t h a t  t h e y  w e r e  F i n d i n g  t h e  same r e s i d u e  a s  o u r  1  a -  

b o r a t o r i e s .  



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

g r o w i n g  a r e a s  i n  M e x i c o ,  s o  t h a t  t h e y  c o u l d  s h i p  t h e i r  r a w  a n d  

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

N a t i o n a l  S h e l l F i s h  C e r t i f i c a t i o n  P r o g r a m .  

F L L :  W e r e  y o u  a l s o  i n v o l v e d  i n  t h a t  w o r k  a f t e r  y o u  l e f t  

D a l l a s  a n d  came t o  S a n  F r a n c i s c o ?  

JN:  A c t u a l l y ,  i t  was  g o i n g  o n  i n  D a l l a s  b u t  i t  f i n a l l y  came 

t o  a c u l m i n a t i o n  w h e r e  i t  was c e r t i f i e d  a f t e r  I r e a c h e d  S a n  

F r a n c i s c o .  

F L L :  A f t e r  y o u r  s t a y  i n  D a l l a s  y o u  w e r e  t r a n s f e r r e d  h e r e  t o  

S a n  F r a n c i s c o  w h e r e  y o u  f i n i s h e d  y o u r  c a r e e r ?  

JN:  T h a t  i s  c o r r e c t .  I l e f t  D a l l a s  i n  e a r l y  1 9 7 6  a n d  w o r k e d  

i n  t h e  San F r a n c i s c o  r e g i o n a l  o f f i c e  u n t i l  J a n u a r y  o f  8 2 ' .  

A g a i n ,  t h i s  was n o t  a t  my c h o o s i n g ,  I h a d  r e c o n c i l e d  my d i f -  

f e r e n c e s  w i t h  m a n a g e m e n t  a t  D a l l a s ,  a n d  f e l t  t h a t  I was w e l l  

o n  my way  t o  c o m p l e t i n g  my c a r e e r  i n  D a l l a s .  I n  R e g i o n  I X  M r .  

B e r c h  l o s t  h i s  A s s i s t a n t  R e g i o n a l  D i r e c t o r  f o r  C o m p l i a n c e  a n d  

h e  a s k e d  i f  I w o u l d  c o n s i d e r  a l a t e r a l  t r a n s f e r  t o  San  F r a n -  

c i s c o ,  s i n c e  C a l i f o r n i a  was  my home b a s e  a n d  t h a t  t h e r e  was  

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

l e a r n e d  t h a t  my d e p a r t u r e  f r o m  D a l l a s  a l s o  e n a b l e d  t h e  D a l l a s  

r e g i o n  t o  r e c t i f y  some o f  i t ' s  r e o r g a n i z a t i o n  p r o b l e m s ,  i n  

t h a t  my v a c a t i n g  t h e  o s i t i o n  i n  D a l l a s  e n a b l e d  t h e  r e g i o n  t o  

r e a s s i g n  M r .  A n d e r s o n  a s  D i s t r i c t  D i r e c t o r  o v e r  t h e  l a b o r a -  

t o r y ,  c o m p l i a n c e ,  a n d  i n s p e c t i o n ,  a n d  M r .  K e n  H a n s e n ,  t r a n s -

f e r r e d  t o  S e a t t l e  as  h e  D i s t r i c t  D i r e c t o r .  



F L L :  I n  o t h e r  w o r d s  t h e y  r e v e r t e d  t o  t h e  m o r e  s t a n d a r d  s o r t  

o f  o r g a n i z a t i o n  w i t h  t w o  d i s t r i c t s  a n d  H o u s t o n  S e c t i o n  r a t h e r  

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

JN: T h a t  i s  c o r r e c t .  I t  e l i m i n a t e d  t h e  R e g i o n a l  D i r e c t o r  o f  

I n v e s t i g a t i o n s  a n d  t h e  R e g i o n a l  L a b o r a t o r y  D i r e c t o r ,  b o t h  

GS-15s,  w i t h  my l e a v i n g  t h e  d i s t r i c t .  I d i d  n o t  q u e s t i o n  M r .  

B e r c h  b u t  I w o n d e r  i f  p e r h a p s  h e a d q u a r t e r s  d i d n ' t  c o n s i d e r  

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

p o t e n t i a l  p r o b l e m .  

F L L :  P l u s  t h e  f a c t  t h a t  t h e y  n e e d e d  s o m e b o d y  w i t h  y o u r  t a l -

e n t s  o u t  h e r e .  

JN:  W e l l ,  m a y b e .  I n  S a n  F r a n c i s c o  my p o s i t i o n  r e q u i r e d  n o t  

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

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

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

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

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

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

S t a t e  c o n t r a c t s  w e r e  a s i g n i f i c a n t  i t e m  i n  R e g i o n  I X ,  e s p e -

c i a l l y  w i t h  C a l i f o r n i a ,  s i n c e  t h e y  h a d  d e v e l o p e d  t h e  c a p a b i l i -  

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

t r a c t  p r o g r a m .  

I n  r e c e n t  y e a r s  p e r h a p s  t h e  m o s t  s i g n i f i c a n t  t h i n g  t h a t  

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

s m a l l  b u s i n e s s  a c t i v i t i e s .  T h e  D e v i c e  A m e n d m e n t s  o f  1 9 7 8 ,  

I 



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

d e v i c e  m a n u f a c t u r e r s .  H e a d q u a r t e r s  c r e a t e d  t h e  p o s i t i o n  f a i r -  

l y  e a r l y  a n d  d e c i d e d  t h a t  t h e r e  h a d  t o  b e  sdme f i e l d  a c t i v i t y  

a s  w e l l .  H e a d q u a r t e r s  made t h e  d e c i s i o n  t o  i n i t i a l l y  s t a r t  a 

p i l o t  p r o g r a m  o f  f o u r  s m a l l  b u s i n e s s  a s s i s t a n t s  u n i t s .  R e g i o n  

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

m e d i c a l  d e v i c e  i n v e n t o r y  i n  t h e  U n i t e d  S t a t e s .  I n  R e g i o n  I X  

we o p e r a t e d  s o m e w h a t  d i f f e r e n t l y  i n  t h a t  t h e  sma 1 1  b u s i n e s s  

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

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

h i s  i m m e d i a t e  o f f i c e .  A l s o ,  we o p e n e d  o u r  o f f i c e  i n  a r e s i -

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

a d d i t i o n a l  c o s t  t o  t h e  a g e n c y .  T h e  p o s i t i o n  was  a n n o u n c e d  a n d  

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

s t i l l  m e e t i n g  t h e  o b j e c t i v e s  o f  t h e  p r o g r a m .  We w e r e  a b l e  t o  

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

t h e  r e s t  o f  t h e  c o u n t r y .  F o r  i n s t a n c e  a t  n o  t i m e  d i d  o u r  r e p -

r e s e n t a t i v e  f a l l  b e l o w  2 5 %  o f  t h e  t o t a l  a c t i v i t i e s  a n d  i n  m o s t  

c a s e s  h e  was  a p p r o a c h i n g  t h e  5 0 %  l e v e l  f o r  t h e  e n t i r e  f i e l d .  

We w e r e  t o l d  b y  t h e  H e a d q u a r t e r s  B u r e a u  o f  M e d i c a l  D e v i c e s  a n d  

t h e  S m a l l  B u s i n e s s  p e o p l e  t h a t  R e g i o n  I X  c a r r i e d  m u c h  o f  t h e  

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

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

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

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



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

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

a p o s i t i v e  p e r s p e c t i v e  a n d  w i t h  a  max imum e f f o r t  t o  s u c e e d .  

I n  t e r m s  o f  o t h e r  a r e a s  o f  p u r s u i t ,  among my r e s p o n s i b  

l i t i e s  i n  f e d e r a l  s t a t e  r e l a t i o n s  was  t o  h a v e  c l o s e  l i a i s o n  

w i t h  t h e  s t a t e  a g e n c i e s .  I n  o n e  s t a t e ,  i n  p a r t i c u l a r ,  Hawa ii, 

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

t h e  s t a t e  c o n t r a c t .  T h i s  w o u l d  t h u s  n e c e s s i t a t e  t h e  F D A  t a k -

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

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

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

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

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

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

c o m m u n i c a t i o n  we k e p t  t h e  commun c a t i o n  c h a n n e l s  o p e n  f o r  

o t h e r  a r e a s .  

One o f  t h e  a r e a s  t h a t  we wo k e d  v e r y  c l o s e l y  w i t h  t h e  

s t a t e  o f  H a w a i i ,  was i n  t h e  s h e 1  f i s h  p r o g r a m .  T h i s  was  a new 

e x p e r i m e n t a l  p r o g r a m  w h e r e - i n  a 1  t h e  s h e l l f i s h  w e r e  g r o w n  i n  

a q u i c u l t u r a l  f a c i l i t i e s  o n  l a n d ,  i n  a t o t a l l y  c o n t r o l l e d  e n v i -  

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

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

w e r e  c r e a t e d .  H a w a i i  h a d  n o  e x p e r i e n c e  i n  r e g u  l a t i o n s  o r  u n -

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

t o  g e t  t h e m  t o  u n d e r s t a n d  w h e r e  we a r e  a n d  why .  T h e  s t a t e  h a d  



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

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

h a v e .  T h e  H a w a i i  D e p a r t m e n t  o f  h a d  l i t t l e  ~ ~ r i c u l t u r e ' h a d  o r  

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

e f f o r t s  t h e y  a r e  now w o r k i n g  c l o s e r  w i t h  FDA. S p e c i f i c a l l y  i n  

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

m i l k .  I t  r e q u i r e d  a  c l o s e  w o r k i n g  r e l a t i o n s h i p  t o  w o r k  o u t  

t h e  p r o b l e m s .  

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

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

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

a n d  n o t  j u s t  e a c h  o f  t h e  i n d i v i d u a l  d i s t r i c t s .  T h e i r  c o n -

t r a c t s  w i t h  u s  h a d  b e e n  e x c e l l e n t  a n d  t h e y  h a d  d o n e  c o n s i d e r -  

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

a c t i v i t i e s .  

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

m a j o r  p r o b l e m  a n d  w e ' v e  h a d  t o  d e a l  w i t h  A r i z o n a  a n d  w i t h  

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

t a m i n a t e d  w i t h  a l f  a t o x i n .  

F L L :  I s  t h a t  p r i n c i p a l l y  i n  t h e  c o t t o n  s e e d  m e a l ?  

JN: Yes .  A r i z o n a ' s  was e n t i r e l y  i n  c o t t o n  s e e d ,  a n d  C a l i f o r -  

n i a ' s  was m o s t l y  i n  c o t t o n  s e e d .  A r i z o n a  h a s  a v e r y  a c t i v e  

p r o g r a m  i n  mon i t o r i n g  i t .  B u t  i n  b o t h  s t a t e s  i t  t o o k  c o n s i d -

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

r e c t i o n .  



F L L :  Do y o u  w a n t  t o  t a l k  a b o u t  t h e  d r u g  p r o b l e m s  i n  N e v a d a ,  

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

t i o n s ?  

JN: N e v a d a  h a d  l e g a l i z e d  many  o f  t h e  d r u g s  t h a t  we c o n s i d e r  

a s  i l l e g a l  a n d  w e ' v e  h a d  t o  r e m i n d  t h e  s t a t e  t h a t  t h e i r  f i r m s  

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

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

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

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

i n  t h e i r  s t a t e  w i t h  r e g a r d  t o  t h e s e  a c t i v i t i e s .  T h e r e  is 

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

s i n c e  we h a v e  h a d  c o n s i d e r a b l e  d i f f  i c u l t y  w i t h  t h e  U . S  . A t -

t o r n e y ' s  o f f i c e  i n  N e v a d a .  A l t o u g h  n o t  e n t i r e l y  t h e i r  d o i n g s ,  

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

t h e  s t a t e  i n  t h e s e  i l l e g a l  d r u g  a r e a s .  I t ' s  b e e n  v e r y  u n f o r -

t u n a t e  i n  t h a t  o n e  o f  t h e  c a s e s  i n  N e v a  d a ,  i n  L a s  V e g a s  i n -

v o l v e d  a  c l i n i c  w h e r e  O M S O ,  l a e t r i l e  a n d  g e r o v i t a l  w e r e  g i v e n .  

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

t h e s e  a r e a s  a n d  w e r e  c o n s i s t e n t l y  t u r n e d  down b y  h e a d q u a r t e r s .  

I f e e l  t h a t  i t  was v e r y  u n f o r t u n a t e  t h a t  i t  h a d  g o n e  t h e  way 

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

One a r e a  t h a t  I ' v e  b e e n  i n v o l v e d  i n  t h e  r e g i o n  was t o  

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

t h e  p l a s t i c  l e n s e s . . .  

F L L :  T h e  i n t r a o c u l a r  i m p l a n t s ?  



JN: T h e r e  a r e  t w o  d i f f e r e n t  e p i s o d e s ,  o n e  i n v o l v i n g  i n t r a -

O C U l a r  l e n s e s  a n d  t h e  o t h e r  i n v o l v i n g  s o f t  c o n t a c t  l e n s e s .  

T h e  f i r s t  o n e  I w a n t  t o  r e f e r  t o  i s  o n  t h e  : o f t  c o n t a c t  l e n -

s e s .  T h e r e  was a  f i r m  i n  San F r a n c i s c o  D i s t r i c t  t h a t  was  

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

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

p u r s u e d  t h e  m a t t e r  t h r o u g h  t h e  B u r e a u  o f  D r u g s ,  b u t  s u b s e -

q u e n t l y  t r a n s f e r r e d  i t  t o  t h e  B u r e a u  o f  M e d i c a l  D e v i c e s .  T h e  

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

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

S t a t e  o f  C a l i f o r n i a  d e t e r m i n e d  t h a t  t h e  f i r m  c o n t i n u e d  t o  d i s -

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

b r o u g h t  t o  t h e  a t t e n t i o n  o f  San  F r a n c i s c o  D i s t r i c t  w h o  t h e n  

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

c o n c l u s i o n .  T h e  i n t r a o c u l a r  l e n s e s  a g a i n  i n v o l v e d  t h e  S t a t e  

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

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

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

t h e  FDA D i s t r i c t  b u t  r a t h e r  w i t h  H e a d q u a r t e r s  a n d  FDA. 

F L L :  T h a t  s i t u a t i o n  as  I r e c a l l  i n v o l v e d  a p h y s i c i a n  who was  

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

i n j u r i e s  f r o m  t h e  o p e r a t i o n s .  

JN: T h a t ' s  c o r r e c t .  F r o m  t h e  b u r r s  o n  t h e  l e n s e s  t h e m s e l v e s .  

JN: One o f  t h e  o n g o i n g  p r o b l e m s  t h a t  i n v o l v e d  t h e  S t a t e  o f  

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



r a w  m i l k .  Raw m i l k  w h i c h  i s  n o t  c o v e r e d  u n d e r  t h e  I n t e r s t a t e  

M i l k  S h i p p e r s  p r o g r a m  i s  a  r e s p o n s i b i l i t y  o f  t h e  t w o  r e s p e c -

t i v e  d i s t r i c t s .  L o s  A n g e l e s  D i s t r i c t  h a s  on; o f  t h e  l a r g e s t  

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

n a m e l y ,  A l t a d e n a  D a i r y  a n d  t h e y  o n  a r e g u l a r  b a s i s  h a v e  h a d  

s a l m o n e l i a  c o n t a m i n a t e d  r a w  m i l k .  T h e y  h a v e  e v e n  s h i p p e d  some 

i n  i n t e r s t a t e  c o m m e r c e  t o  N e v a d a  a n d  t o  H a w a i i .  T h e  S t a t e  o f  

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

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

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

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

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

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

o n  t h e  v i o l a t i o n s ,  h a v e  n o t  b e e n  s u c c e s s f u l  t o  d a t e  a n d  t o  my 

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

FLL :  Raw m i l k  i s  l e g a l  u n d e r  t h e  s t a t e  l a w s ?  

JN: Yes ,  i t  i s  l e g a l  i n  C a l i f o r n i a  u n d e r  t h e  s t a t e  l a w s .  I t  

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

i t  i n  i n t e r - s t a t e  c o m m e r c e  p r o v i d e d  i t  i s  n o t  c o n t a m i n a t e d .  

T h e  IMS p r o g r a m  w h i c h  i s  t h e  I n t e r s t a t e  M i l k  S h i p p e r s  p r o g r a m  

c o v e r s  o n l y  p a s t e u r i z e d  m i l k .  S i n c e  r a w  m i l k  i s  n o t  p a s t e u r -

i z e d  i t  f a l l s  u n d e r  t h e  g e n e r a l  p r o v i s i o n s  o f  t h e  FD&C A c t .  

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

I ' v e  b e e n  i n v o l v e d  i n  C a l i f o r n i a  b u t  I u n d e r s t a n d  t h a t  i t  

o c c u r r e d  e v e n  p r i o r  t o  my t i m e .  



F L L :  When y o u  w e r e  t a l k i n g  a b o u t  t h e  e a r l y  p a r t  o f  y o u r  c a -

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

t h e  M o n s a n t o  C a s e  a t  S t .  L o u i s ,  b u t  I d o n ' t  ' b e l i e v e  y o u  men-

t i o n e d  a n y  o t h e r  e x p e r i e n c e s ,  w e r e  t h e r e  some o t h e r  t h i n g s  i n  

t h a t  p e r i o d  t h a t  y o u  w o u l d  l i k e  t o  t a l k  a b o u t ?  

JN: Yes .  T h e  f i r s t  o n e  I w o u l d  l i k e  t o  d i s c u s s  i s  t h e  C o l -  

o r - T h e r m  c a s e  w h i c h  i s  a n  o f f - s h o o t  o f  t h e  c a s e  i n  t h e  S e a t t l e  

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

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

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

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

we w o u l d  a t t e m p t  t o  t a k e  s e i z u r e  a c t i o n .  T h e  f i r m  was s u f f i -

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

t h e i r  home.  T h e y  t r i e d  t o  k e e p  a l l  t h e i r  p a r t s  u n a s s e m b l e d  s o  

t h a t  t h e r e  w e r e  n o  a s s e m b l e d  l a m p s .  A n d  t h e y  k e p t  t h e i r  l i t e r -

a t u r e  i n  a d i f f e r e n t  l o c a t i o n .  H o w e v e r ,  t h r o u g h  my e f f o r t s  we 

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

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

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

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

F L L :  Was t h i s  i n  L o s  A n g e l e s ?  

JN: Yes.  

F L  L  A b o u t  w h a t  y e a r ?  

JN: A b o u t  1 9 5 7 - 5 8 .  

F L L  I t ' s  p r o b a b l e  o t h e r  l e g a l  a c t i o n s  t h a t  h a v e  b e e n  b r o u g h t  

a g a  n s t  t h i s  d e v i c e ?  



J N :  Yes . A n d  t h e r e s  a v e r y  f a m o u s  c a s e  i n  O r e g o n ,  I b e l i e v e ,  

w h e r e  we made  s e i s u r e  i n  a p e r s o n ' s  home a n d  i t  was  c o n s i d e r e d  

1e g a l  . I b e l i e v e  i t  i s  s u b s e q u e n t l y  b e  c o n s i d e r e d  i l l e g a l  t o  

s e i z e  a p r o d u c t  i n  a p e r s o n ' s  home. 

F L L :  I t h i n k  t h a t  c a s e  i s  t h e  o n e  t h a t  i n v o l v e s  D i n s h a h  

G h a d i a l i ' s  s p e c t r o c h r o m e .  I t  was a s i m i l a r  d e v i c e .  T h e  c a s e  

was  U S  v s .  O l s e n ,  a n d  s t r a n g e l y  e n o u g h  t h a t  q u e s t i o n  was n o t  

r a i s e d  i n  t h e  A p p e l l a t e  C o u r t ,  a b o u t  t h e  s e i z i n g  o f  t h e  a r t i -  

c l e  i n  t h e  home. . .  

JN: T h a t ' s  t r u e ,  c o r r e c t .  

F L L :  P r e s e n t l y  i t  w o u l d  b e .  B u t  I t h i n k  C o l o r - T h e r m  w a s  

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


M i d - w e s t  s t a t e s  N e b r a s k a  o r  s o m e w h e r e  t h e r e .  T h e r e  was  a 


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


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


JN: T h a t ' s  c o r r e c t  a n d  t h i s  c a s e  p r e c e d e d  t h e  L e l a n d  K o d e l  


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


m e d i c a l  d e v i c e  a m e n d m e n t  was  p a s s e d ,  t h e  a g e n c y  was  v e r y  r e - 


l u c t a n t  t o  s e i z e  c o m p o n e n t s .  I g u e s s  t h r o u g h  my i g n o r a n c e  I 


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


a c t i o n s .  


F L L :  We l o s t  a c a s e  on  c o m p o n e n t s  o f  a d e v i c e  I b e l i e v e  i n  


D e t r o i t  a b o u t  t h a t  t i m e .  


JN: Y e s .  A n o t h e r  s i g n i f i c a n t  c a s e  i n  L o s  A n g e l e s  i n v o l v e d  a 


f i r m  c a l l e d  P u r e  F o o d  C o r p o r a t i o n .  T h i s  f i r m  m a n u f a c t u r e d  




c a n n e d  t o m a t o  p r o d u c t s .  T h e i r  o p e r a t i o n  was q u e s t i o n a b l e ,  a t  

b e s t .  When I was g i v e n  t h e  t o m a t o  p r o j e c t  i n  L o s  A n g e l e s ,  t h e  

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

a n d  i t ' s  a p r o j e c t  t h a t  n e v e r  l e a d s  t o  a n y t h i n g ,  t h a t  we h a v e  

n o t  t a k e n  a l e g a l  a c t i o n  o f  t o m a t o  p r o d u c t s  i n  L . A .  f o r  y e a r s ,  

b u t  i t  was m i n e  t o  p u r s u e .  P u r e  F o o d s  C o r p o r a t i o n  m a n u f a c t u r -  

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

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

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

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

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

s a m p l e s .  N e v e r t h e l e s s ,  I was a b l e  t o ,  a n d  t h e r e  w e r e  a t  l e a s t  

1 0  c a r l o a d  s e i z u r e s  o f  t h e i r  t o m a t o  p r o d u c t s .  T h e  F D A  f i n a l l y  

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

w e n t  o u t  o f  b u s i n e s s .  I g u e s s  I s e t  a r e c o r d  i n  L o s  A n g e l e s  

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

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

r e c e i v e  t h e  c o o p e r a t i o n  o f  many o f  t h e  d i s t r i c t s  who c o l l e c  

s a m p l e s  f o r  me. 

I n  L o s  A n g e l e s  p r o b a b l y  t h e  m o s t  s i g n i f i c a n t  a r e a  t h a t  

w o r k e d  o n  was t h e  p e s t i c i d e  p r o j e c t ,  w h i c h  I m o n i t o r e d  f o r  

a b o u t  3 y e a r s .  I t r a i n e d  p r a c t i c a l l y  e v e r y i n s p e c t o r  who w 

h i r e d  f r o m  ' 5 7  t o  ' 6 0  o n  how t o  i n v e s t i g a t e  p e s t i c i d e  v i o l a -  

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

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



T h e r e  w e r e  q u i t e  a n u m h e r  o f  s e i z u r e  a c t i o n s  t a k e n  d u r i n g  t h e  

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

n i e s t  e p i s o d e s  t h a t  I e n c o u n t e r e d  w a s . .  . I w'as d o i n g  a n  i n s p e c -

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

n o t  i n i t i a l l y  s e e  me. When t h e  o t h e r  i n v e s t i g a t o r  s t a r t e d  t o  

q u e s t i o n  h i m  i n  r e g a r d s  t o  h i s  p e s t i c i d e  p r a c t i c e s  t h e  p r o p r i -

e t o r  s a i d  t h a t  h e  d i d  n o t  s p e a k  E n g l i s h .  S i n c e  h e  was o f  J a p -

a n e s e  o r i g i n  I p r o c e e d e d  t o  c o n d u c t  t h e  i n s p e c t i o n  i n  J a p a n -  

e s e ,  a t  w h i c h  p o i n t  t h e  i n d i v i d u a l  q u i c k l y  r e v e r t e d  t o  E n g l i s h  

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

same t h i n g  s e v e r a l  t i m e s  w i t h  my v e r y  p o o r  S p a n i s h ,  t o  p e o p l e  

who c l a i m e d  t h e y  d i d  n o t  s p e a k  E n g l i s h .  I f o u n d  t h a t  b y  

s p e a k i n g  t h e i r  l a n g u a g e  t h e y  u s u a l l y  q u i c k l y  s p o k e  E n g l i s h  s o  

t h a t  we c o u l d  c o m p l e t e  t h e  i n s p e c t i o n s .  

W h i l e  a t  L o s  A n g e l e s  o n  t h e  p e s t i c  i d e  p r o j e c t ,  I u s e d  t o  

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

n i a  a n d  t o  v i s i t  t h e  U n i v e r s i t y  o f  C a l i f o r n i a  a t  R i v e r s i d e ,  

w h e r e  t h e y  d i d  t h e  e x p e r i m e n t a t i o n  o n  p e s t i c i d e s .  A t  t h e  t i m e  

t h a t  I s t a r t e d  t h e  p r o g r a m ,  t h e  u n i v e r s i t y  was g e n e r a l l y  s e t -

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

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

g e s t i n g  t h e y  i g n o r e  t h e  USDA a n d  FDA r e q u  r e m e n t s .  D u r i n g  t h e  

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

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

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



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

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

t h a t t h e y  w o u l d  n o  l o n g e r  i s s u e  t h e i r  own b b o k s  wi t h  t h e i r  own 

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

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

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

I n  S t .  L o u i s ,  I was o n l y  t h e r e  o n e  y e a r ,  and  i n  t h a t  one  

y e a r s  t i m e  t h e r e  w e r e  some r a t h e r  i n t e r e s t i n g  c a s e s  t h a t  d e v e -

l o p e d .  One o f  t h e m  i n v o l v e d  w a t e r i n g  o f  t o m a t o e s .  T h i s  i s  

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

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

m e n t  t o  i n s p e c t  t h e  t o m a t o  c a n n e r i e s  i n  A r k a n s a s .  One s p e c i f -  

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

t o  t h e i r  w h o l e  t o m a t o e s ,  r a t h e r  t h a n  t o m a t o  j u i c e .  O u r  a s -

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

n o t .  I h a d  a  n e o p h y t e  i n s p e c t o r  w i t h  me, who h a d  n e v e r  b e e n  

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

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

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

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

was  b e i n g  a d d e d .  T h e  f i r m ,  k n o w i n g  t h a t  we knew o f  t h i s ,  

c h o s e  t o  n o t  s h i p  t h e  l o t s  i n  q u e s t i o n  i n  i n t e r s t a t e  c o m m e r c e .  

We knew w h e r e  t h e y  w e r e  b e i n g  s t o r e d  a n d  we h a d  o t h e r  i n v e s t i -

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

s t a t u s  o f  t h e  l o t .  T h e  f i r m ,  a f t e r  some t i m e ,  f e l t  t h a t  i t  



w a s  s a f e  t o  s h i p  t h o s e  t o m a t o e s  a n d  t h e y  s h i p p e d  t h e m  t o  M i s -

s o u r i  a m a t t e r  o f  a b o u t  5 0  m i l e s  away  f r o m  t h e i r  p l a n t ,  we 

w e r e  f o r t u n a t e  i n  t h a t  an i n v e s t i g a t o r  was ' in  t h e  a r e a  a b o u t  

t h e  t i m e  t h i s  o c c u r r e d .  He c o l l e c t e d  s a m p l e s  i n  M i s s o u r i .  

T h e  f i r m  i n  M i s s o u r i ,  u p o n  o u r  s a m p l i n g ,  c h o s e  t o  r e f u s e  a c -

c e p t a n c e  a n d  s h i p p e d  t h e  t o m a t o e s  b a c k  t o  A r k a n s a s  a n d  we 

s e i z e d  t h e  g o o d s  i n  A r k a n s a s .  T h e  f i r m  d i d  n o t  c o n t e s t  t h a t  

s e i z u r e  a c t i o n .  We may h a v e  o n e  o f  t h e  f e w  w a t e r i n g  o f  t o m a t o  

p r o d u c t  l e g a l  a c t i o n s  on  r e c o r d .  

F L L :  How w e r e  t h e y  a d d i n g  t h e  w a t e r ?  

JN: T h e y  w e r e  u s i n g  a h o s e  t o  w a s h  down t h e  f a c i l i t i e s  a n d  

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

h o s e  i n  t h e  t a n k  w h e r e  t h e  t o m a t o e s  w e r e  b e i n g  h e l d .  

F L L :  P r i o r  t o  d r o p p i n g  i n t o  t h e  c a n s .  

J N :  T h e y  w e r e  n o t  a w a r e  t h a t  we w e r e  w a t c h i n g  t h a t  p a r t i c u l a r  

o p e r a t i o n .  T h e  way  we r e a l l y  u n c o v e r e d  i t  was  w h e n  we f i r s t  

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

w e r e  i n  a h o l d i n g  b i n  a n d  t h e r e  was n o t  much  j u i c e  t h e r e .  B u t  

a s  t h e  e v e n i n g  w e n t  o n ,  t h e  t o m a t o  j u i c e  k e p t  r i s i n g  i n  t h e  

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

w a s  c o m i n g  f r o m .  

F L L :  S o m e b o d y  p u t  t h e  h o s e  i n .  . .  
JN: A c t u a l l y ,  t h e  way  we d e t e r m i n e d  t h e  t o m a t o e s  w e r e  a c t u a l -

l y  w a t e r e d  was t h a t  we c o l l e c t e d  s a m p l e s  o f  t h e  t o m a t o e s  w h e n  

we f i r s t  a r r i v e d  t h e r e .  We c o l l e c t e d  t h e m  when  t h e y  w e r e  



w a t c h i n g  u s  t o  show t h e  c h a n g e  i n  t h e  s o l i d s .  T h e n  we c o l l e c -

t e d  t h e m  a f t e r  t h e r e  was s o  much  w a t e r  t h e r e .  T h e  f i r m  d i d  

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

w i t h  w a t e r .  

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

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

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

a s s i g n m e n t  j u s t  t o  d o  s o m e t h i n g .  T h e  i n d i v i d u a l  was  k n o w n  t o  

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

f u l  i n  s t o p p i n g  h i s  o p e r a t i o n .  H i s  o f f i c e  was  h i s  h o m e .  And  

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

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

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

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

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

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

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

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

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

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

l e a d s  a n d  I w a s  a b l e  t o  p i c k  u p  s a m p l e s .  T h e  f i r m  w a s  s u b s e -

q u e n t l y  e n j o i n e d  a n d  p u t  o u t  o f  b u s i n e s s .  

T h e  P e p s i  C o l a  p r o s e c u t i o n  was  a n  u n u s u a l  o n e  i n  t h a t  

P e p s i  C o l a  b e i n g  a v e r y  l a r g e  c o r p o r a t i o n  was g e n e r a l l y  u n c o -

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



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

S t .  L o u i s  D i s t r i c t .  I t  was m o s t l y  f o r e i g n  o b j e c t s  s u c h  a s  

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

When I was g i v e n  t h e  a s s i g n m e n t  I was  t o l d  t h a t  b e t t e r  i n s p e c -  

t o r s  t h a n  I h a d  b e e n  t o  t h e  p l a n t  many  t i m e s  a n d  h a d  n e v e r  

b e e n  a b l e  t o  d e v e l o p  a c a s e ,  s u c h  t h a t  we c o u l d  t a k e  l e g a l  a c -

t i o n .  I was g i v e n  t h e  a s s i g n m e n t  a n d  t o l d  t o  t a k e  a l o n g  a g a i n  

some new i n s p e c t o r s .  My a s s i g n m e n t  was t o  d e t e r m i n e  i f  we 

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

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

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

f e r e n t  s h i f t s  a n d  we d e t e r m i n e d  t h a t  t h e i r  e l e c t r i c  e y e  a n d  

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

w e r e  s u p p o s e d  t o  b e  d o i n g .  T h e i r  s o d i u m  h y d r o x i d e  o r  c a u s t i c  

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

b o t t l e s  w e r e  n o t  b e i n g  c l e a n e d .  T h e i r  m a g i c  e y e  d i d  n o t  r e -

j e c t  b o t t l e s  t h a t  c o n t a i n e d  f o r e i g n  m a t e r i a l .  We t h e n  w e n t  i n  

t o  I l l i n o i s  a n d  c a n d l e d  many,  m a n y  b o t t l e s  a n d  f o u n d  b o t t l e s  

i n  i n t e r s t a t e  c o m m e r c e  w i t h  f o r e i g n  o b j e c t s .  We c o l l e c t e d  

s a m p l e s  w h i c h  we u s e d  i n  o u r  c a s e .  When t h e  c a s e  was b e i n g  

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

q u a s h  i t .  T h i s  o c c u r r e d  u n d e r  t h e  K e n n e d  y a d m i n i s t r a t i o n  a n d  

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

g u i l t y  t o  t h e  v i o l a t i o n s .  

A n o t h e r  c a s e  o f  s i g n i f i c a n c e  was  t h e  V i  o b i n  C o r p o r a t i o n  



I 

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

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

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

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

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

t o o k  a new i n s p e c t o r  o n  t h i s  a s s i g n m e n t ,  a n d  a g a i n  I was t o l d  

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

w a r e h o u s e  was o v e r r u n  w i t h  r o d e n t s  a n d  we c o l l e c t e d  a n u m b e r  

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

t i m e ,  b e c a u s e  we k n e w  t h e  p r o d u c t s  w o u l d  b e  u t i l  i z e d  i n  a m a t -

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

f o r  a n a l y s i s  t h e  new i n s p e c t o r  t y p e d  t h e  c o l l e c t  i o n  r e p o r t s  a s  

we t r a v e l e d ,  s o  t h a t  b y  t h e  t i m e  we g o t  b a c k  t o  t h e  d i s t r i c t  

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

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

t h e  s a m p l e s .  We e f f e c t e d  s e i z u r e  a c t i o n s  i n  many  p l a c e s  i n  

t h e  c o u n t r y .  

F L L :  Jim, o n e  o f  t h e  t h i n g s  we h a v e  b e e n  d o i n g  i n  t h e s e  i n -

t e r v i e w s ,  i s  a s k i n g  t h e  p e r s o n  i n t e r v i e w e d  f o r  h i s  o r  h e r  

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

l e a d e r s h i p  p o s i t i o n s  i n  FDA. We h a v e  a s k e d  u n d e r  w h a t  c i r c u m -

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

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

way  t h e y  o p e r a t e d .  C o u l d  y o u  d o  t h a t  w i t h  some o f  t h e  t o p  

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



JN: M o s t  o f  my c o n t a c t s  w i t h  M r .  L a r r i c k  w e r e  o f f i c i a l  a n d  I 

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

h a v e  made,  b e c a u s e  my b o s s  o r  h i s  b o s s  o r  h \ s  b o s s  o r  s o m e b o d y  

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

t i o n s  t o  go  s e e  M r .  L a r r i c k  o r  t a l k  t o  M r .  L a r r i c k  a b o u t  some-

t h i n g ,  w h i c h  I d i d .  A n d  I f o u n d  h i m  t o  b e  a v e r y  d o w n - t o -  

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

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

g i v i n g  e v a s i v e  a n s w e r s .  He g e n e r a l l y  g a v e  me a n  a n s w e r  t h a t  I 

c o u l d  r e a c t  t o .  I d i d  a p p r e c i a t e  t h a t ,  v e r y  much  t h a t  I h a d  

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

v o l v i n g  h i m  a n d  me, o c c u r r e d  t h e  d a y  t h a t  P r e s i d e n t  K e n n e d y  

was s h o t .  I was o n  my way u p  t o  h i s  o f f i c e  t o  s e e  h i m  o n  a 

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

As I was g e t t i n g  i n t o  t h e  e l e v a t o r  t o  s e e  h i m ,  h e  s t e p p e d  i n  

a n d  s a i d  h e  was o n  h i s  w a y  u p  t o  s e e  S e c r e t a r y  C e l e b r e z z e  b e -  

c a u s e  o f  t h e  P r e s i d e n t ' s  d e a t h  a n d  t h e y  h a d  t o  d e t e r m i n e  how 

i t  w o u l d  e F f e c t  HEW a n d  t h e  FDA .  I t  was j u s t  a s i m p l e  s t a t e -

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

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

h i m .  T o  me i t  h i s  t h e  n a t u r e  t o  b e  a v e r y  p e r s o n a b l e  p e r s o n  

w h o  was  w i l l i n g  t o  t a l k  t o  a n y b o d y .  

F L L :  You w e r e  a r o u n d  t h e r e  when  h e  was g e t t i n g  a l o t  o f  c r i t -

i c i s m  f r o m  v a r i o u s  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  t h e  w a y  t h e  

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

r a n t e d ?  



JN: Some o f  i t  may h a v e  b e e n .  I d i d n ' t  t h i n k  m o s t  o f  i t  was,  

h o w e v e r ,  i n  1 i g h t  o f  w h a t  h a s  h a p p e n e d  s i n c e  h e  l e f t  as  Com-

m i s s i o n e r  a n d  t h e  c r i t i c i s m  t h e  a g e n c y  h a s  Y e c e i v e d  b y  Con-  

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

h i m  i s  n e a r l y  as s e v e r e  as  some o f  h i s  s u c c e s s o r s .  

F L L :  A n o t h e r  t h i n g  a b o u t  h i s  t i m e  i n  o f f i c e ,  I w a s n ' t  i n  

h e a d q u a r t e r s  e n o u g h  t o  r e a l  l y  j u d g e  i t ,  h u t  t h s r e  a l w a y s  

seemed,  f r o m  a f i e l d  p e r s p e c t i v e ,  t h a t  h i s  i m m e d i a t e  s u b o r d i -  

n a t e s  w e r e  e n g a g e d  i n  s o  much i n - f  i g h t i n g  o v e r  t u r f  t h a t  i t  

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

y o u  o b s e r v e  t h a t  w h i l e  y o u  w e r e  t h e r e ?  

J N :  I d i d  n o t  o b s e r v e  i t  a s  a n y t h i n g  b e t w e e n  M r .  L a r r i c k  a n d  

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

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

e a u  o f  F i e l d  A d m i n i s t r a t i o n .  W h e t h e r  i t  was M r .  L a r r i c k  o r  

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

c o u l d n ' t  s a y .  B u t  I know t h a t  t h e r e  was a l o t  o f  h a r d  f e e l -  

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

F L L :  T h a t ' s  w h a t  I was  g e t t i n g  a t  was t h a t . .  .it was b e t w e e n  

t h e  s u b o r d i n a t e s .  A n d  I w o n d e r e d ,  was t h e r e  s o m e t h i n g  t h a t  

e i t h e r  L a r r i c k  o r  H a r v e y  c o u l d  h a v e  d o n e  t o .  . .  
J N :  W e l l ,  i t ' s  o n l y  my p e r s o n a l  o p i n i o n  . . .b u t  t h e  r e o r g a n i -

z a t i o n  o f  1 9 6 4  b a s i c a l l y  a f f i r m e d  t h e  p o s i t i o n  t h a t  t h e y  t o o k ,  

w h i c h  I t h o u g h t  was v e r y  u n f o r t u n a t e  i n  r e t r o s p e c t  i n  t h a t  M r .  

S t e p h e n s  who was h e a d  o f  t h e  B u r e a u  o f  E n f o r c e m e n t  r e a l l y  g o t  

I 



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

d i d n ' t  t h i n k  i t  was j u s t i f i e d ,  e v e n  t h o u g h  I was n o t  i n  h i s  

b u r e a u ,  I was i n  t h e  B u r e a u  o f  F i e l d  A d m i n  i s t r a t i o n .  I c o u l d  

r e m e m b e r  t h e  " P i n k  S h e e t "  r e f e r r i n g  t o  t h e  f a c t  t h a t  t h e  BFA 

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

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

t h e  w a y  i t  was, i n t o  t h e  B R C  ( B u r e a u  O F  R e g u l a t o r y  C o m p l i -  

a n c e ) .  We a t  t h e  w o r k i n g  l e v e l  f e l t  t h e  c o n f l i c t .  I d o n ' t  

k n o w  t h a t  we w o u l d  n e c e s s a r i l y  p u t  b l a m e  o n  a n y  p a r t i c u l a r  i n -

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

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

F L L :  P r o b a b l y  g i v e n  t h o s e  p e r s o n a l i t i e s ,  t h e  c l a s h  was a l m o s t  

i n e v i  t a b l e .  

JN: Yes,  i f  a n y t h i n g  I t h i n k  t h a t  t h e  C o m m i s s i o n e r  a n d  D e p u t y  

C o m m i s s i o n e r  d i d  a g o o d  j o b  i n  k e e p i n g  t h e  t w o  men e f f e c t i v e ,  

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

e f f e c t i v e  i n  my e s t i m a t i o n .  I t h o u g h t  t h a t  M r .  S t e p h e n ' s  o r -

g a n i z a t i o n  i n  t h e  way  i t  was s e t  u p  was  f a r  b e t t e r  t h a n  a n y -  

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

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

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

I t h i n k  t h e y  o p e r a t e d  v e r y  e f f i c i e n t l y  a t  t h a t  t i m e .  M a y b e  i n  

t o d a y s '  c l i m a t e  t h e y  m i g h t  n o t .  

F L L :  F o r  t h e i r  t i m e  t h e y  w e r e  s u p e r i o r  t y p e  o r g a n i z a t i o n s .  I 

w o u l d  a g r e e  w i t h  t h a t .  



JN: I p r o b a b l y  h a d  m o r e  c o n t a c t s  w i t h  M r .  H a r v e y  t h a n  w i t h  

M r .  L a r r i c k .  I h a d  n o t h i n g  b u t  r e s p e c t  f o r  h i m .  I w o n ' t  s a y  

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

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

d o  s o m e t h i n g .  I t o o k  i n  m a n y  r e c a l l  r e q u e s t s  t o  M r .  H a r v e y ,  

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

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

I f e l t  v e r y  b a d l y  t h a t  h i s  c a r e e r  a n d  m i n e  e n d e d  up t h e  

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

t o w a r d s  h i m .  I ' m  n o t  s u r e  h e  d i d  a n y t h i n g  w r o n g .  A l l  1 c a n  

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

d i d  n o t  l o o k  r i g h t  i n  a c e r t a i n  way  a n d  I k n o w  t h a t  C o n g r e s s -

man F o u n t a i n  d r e w  c e r t a i n  c o n c l u s i o n s ,  w h i c h  h e ' s  e n t i t l e d  t o  

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

F L L :  D i d  y o u  e v e r  o b s e r v e  a n y t h i n g  o f  t h e  r e l a t i o n s h i p s  

b e t w e e n  H a r v e y  a n d  L a r r i c k ,  a s  t o  how t h e y  w o r k e d  t o g e t h e r ?  

JN: I saw t h e m  t o g e t h e r  o n  a n u m b e r  o f  o c c a s i o n s  b u t  I w o u l d  

s a y  g e n e r a l l y  t h a t  M r .  L a r r i c k  l e t  M r .  H a r v e y  t a k e  t h e  l e a d  i n  

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

F L L :  T h e  d a y  t o  d a y  o p e r a t i o n s ?  

JN: T h e  d a y  t o  d a y  o p e r a t i o n s .  

F L L :  W h i c h  r e a l l y  was H a r v e y ' s  r e s p o n s i b i l i t y .  

JN: As f a r  a s  I c a n  s e e  t h e y  w e r e  g e n e r a l l y  H a r v e y ' s  r e s p o n -

s i b i l i t y .  I w o u l d  s a y  t h a t  p e o p l e  e x p e c t e d  t h a t  I w o u l d  p e r -

h a p s  d i s l i k e  M r .  H a r v e y  a n d  I w o u l d  s a y  n o ,  I d i d  n o t  a g r e e  



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

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

r e s p e c t  f o r  h i m .  

F L L :  O f  t h e  p e o p l e  t h a  t w e r e  i n  h e a d q u a r t e r s ,  a t  t h a t  t i m e ,  

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

L a r r i c k  a s  C o m m i s s i o n e r  , g i v e n  t h e  k i n d  o f  c l i m a t e  t h a t  e x i s t -

e d  a t  t h a t  t i m e ?  

JN: Yes .  I n  a d d i t i o n  t o  M r .  H a r v e y  who c e r t a i n l y  w a n t e d  t o  

b e  C o m m i s s i o n e r ,  I w o u l d  s a y  t h a t  W i n t o n  R a n k i n  was  f u l l y  

q u a l i f i e d  a n d  I t h i n k  h e  w o u l d  h a v e  b e e n  a v e r y  a b l e  C o m m i s -  

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

a b l e  C o m m i s s i o n e r .  I t h i n k  t h a t  M r .  G o o d r i c h  c o u l d  h a v e  b e e n  

a v e r y  g o o d  C o m m i s s i o n e r .  I ' m  n o t  s u r e  o f  M r .  K i r k  b u t  t h e n  a 

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

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

b e e n  e x c e l l e n t  C o m m i s s i o n e r s .  I n  c o m p a r  i n g  t h e m  t o  H e r b  L e y  

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

F L L :  C e r t a i n l y  h a d  t h e y  come i n s t e a d  o f  D r .  G o d d a r d  we w o u l d  

h a v e  b e e n  s p a r e d  some t r o u b l e .  B u t  o n  t h e  o t h e r  h a n d  w o u l d  

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

t h e n .  D i d  y o u  h a v e  m u c h  c o n t a c t  w i t h  G o d d a r d ?  

JN: Some, I p r o b a b l y  h a d  m o r e  c o n t a c t  w i t h  K e n n e d y  a n d  

E d w a r d s  t h a n  I d i d  w i t h  G o d d a r d .  My r e l a t i o n s h i p s  w i t h  

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



from the hip. I think he had no trouble making decisions, 

whether w e  agreed or disagreed. I think h e  may have sensed 

t h e  political climate too quickly and in sohe cases wrong, but 

nonetheless as Commissioner he was entitled to that type of 

action. I would say I had fond regards for him. I know that 

most FDA'ers did not but I think for the limited time that h e  

was Commissioner, and under very difficult circumstances, he 

did well. He was also the first non-career Commissioner. He 

had difficulty getting information, as any outsider would and 

all of our subsequent Commissioners have experienced the prob- 

lem of communication with career people, just as the President 

has. But I think that in spite of that h e  was able to get a 

number O F  things done. did not necessarily agree with his 

concept of decentralizt on but it was pursued by President 

Carter also. I think N xon to some extent tried some of the 

decentralization proces es. I'm not sure that a career person 

could have shaken up the agency t h e  way Goddard did. Not to 

in any way diminish the capabilities o f  Mr. Rankin, I think h e  

had shaken up people but I'm not sure he could have shaken up 

t h e  agency t h e  way Goddard did. 

F L L :  Well, I think that's probably true because any career 

person would have had old relationships with people that would 

be his subordinates now and those would have been difficult to 

work through. You mentioned that you had seen Edwards when he 

was Commissioner. 



N :  Yes .  One p a r t i c u l a r  e p i s o d e  w h i c h  i s  r a t h e r  u n u s u a l ,  

f r o m  my p o i n t  o f  v i e w .  When P a u l  H i l e  was  t h e  EDRO, b e f o r e  i t  

was  c a l l e d  t h e  EDRO, o n e  o f  t h e  t h i n g s  t h a t '  h e  c o n s i d e r e d  p u r -

s u i n g  was w h a t  i s  now t h e  GWQAP p r o g r a m ,  m a i n l y  t h e  i n s p e c t i o n  

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

FDA r a t h e r  t h a n  b y  t h e  D e p a r t m e n t  o f  D e f e n s e .  S i n c e  I h a d  

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

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

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

D D - 2 5 0 ' s  w h i c h  o u r  i n v e s t i g a t o r s  a r e  j u s t  now d o i n g .  G o i n g  

b a c k  t o  t h e  e r a  w h e n  I was a t  h e a d q u a r t e r s  a n d  r e a l l y  as  a 

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

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

t h e y  h a v e  some c o m m u n i c a t i o n  w i t h  FDA; u n t i l  t h e n  t h e r e  h a d  

b e e n  v e r y  l i t t l e  c o m m u n i c a t i o n .  F r e d  G a r f i e l d ,  t o o k  t h e  l e a d -

e r s h i p  i n  e s t a b l i s h i n g  a l i a i s o n  w i t h  t h e  D e p a r t m e n t  o f  De-

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

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

W a s h i n g t o n  o r  P h i l a d e l p h i a  o r  New Y o r k ,  w i t h  t h e  D e p a r t m e n t  o f  

D e f e n s e  p e r s o n n e l  i n  d i s c u s s i n g  m u t u a l  p r o b l e m s .  We i n v i t e d  

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

b a s i c  a n d  a d v a n c e d .  T h e r e  was a n  e v o l v i n g  r e l a t i o n s h i p  w i t h  

t h e  D e p a r t m e n t  o f  D e f e n s e .  T h e n  GAO s u g g e s t e d  t h a t  t h e r e  was  

d u p l i c a t i o n  o f  e f f o r t ,  P a u l  H i l e ,  k n o w i n g  o f  my p a s t  e x p e r i -  

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



a n d  i n  New Y o r k ,  a s k e d  i f  I w o u l d  p u r s u e  a p r o g r a m  o f  t h e  

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

D e f e n s e .  I was  a b l e  t o  g e t  J o e  P h i l l i p s  o f '  P h i l a d e l p h i a  t o  

w o r k  w i t h  me, a n d  f o r  s e v e r a l  m o n t h s  we w o r k e d  s e t t i n g  u p  

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

r e p o r t  was w r i t t e n  a n d  g i v e n  t o  M r .  H i l e ,  h e  c a l l e d  f o r  a 

m e e t i n g  w i t h  O r .  E d w a r d s  t o  d i s c u s s  t h e  p r o g r a m .  I n  t h e  p a r -  

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

u a l s ,  I s a t  a t  t h e  o p p o s i t e  e n d  o f  t h e  t a b l e  f r o m  D r .  E d w a r d s .  

A f t e r  M r .  H i l e ' s  i n i t i a l  s t a t e m e n t s ,  m o s t  o f  t h e  c o n v e r s a t i o n  

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

t a b l e  a n d  I t r i e d  t o  a c q u i e s c e  t o  M r .  H i l e ,  b u t  D r .  E d w a r d s  

i n s i s t e d  t h a t  h e  t a l k  d i r e c t l y  t o  me o n  t h e  m a t t e r .  I f e l t  

t h a t  D r . E d w a r d s  w a n t e d  s p e c i f i c  d  i r e c t  i n f o r m a t i o n  a s  q u i c k l y  

a s  p o s s i b l e .  M a y b e  t h a  t ' s  a n  un-Fai r  v i e w  o f  my c o n t a c t s  w i t h  

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

b e  i m p a t i e n t .  

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

D a l l a s ,  I was  a t  a b a n k  o p e n i n g  a n  a c c o u n t  a n d  o n e  o f  t h e  t e l -

l e r s ,  when  h e  f o u n d  o u t  t h a t  I w o r k e d  f o r  FDA a s k e d  i f  I k n e w  

a C h a r l i e  E d w a r d s .  I t  s e e m e d  t h a t  h e  u s e d  t o  d a t e  D r .  

E d w a r d s '  d a u g h t e r  i n  t h e  C h i c a g o  a r e a .  H i s  v i e w s  o f  D r .  

E d w a r d s  a n d  m i n e  w e r e  a l m o s t  a l i k e .  He s a i d  t h a t  a s  a f a t h e r ,  

h e  was much  1  i k e  h e  was a s  t h e  C o m m i s s i o n e r .  

F L L :  D i d  y o u  h a v e  a n y  c o n t a c t s  w i t h  h i s  s u c c e s s o r . . . D r  . 
S c h m i d t ?  



JN: I h a d  a l m o s t  no c o n t a c t  w i t h  D r .  S c h m i d t .  

FLL: I d o n ' t  know t h a t  h e  e v e r  v i s i t e d  t h e  f i e l d ,  I d o n ' t  

remember  e v e r  m e e t i n g  h i m  o u t s i d e  ~ a s h i n g t d n .  

JN: I t h i n k  I m e t  h i m  t w i c e .  Once a t  H o u s t o n  a t  t h e  AFDO 

m e e t i n g .  Remember t h a t ?  

FLL:  Yes. 

JN: I t  was h e l d  a t  H o u s t o n  and a l l  o f  y o u  h a d  a m e e t i n g  i n  

one o f  t h e  rooms a f t e r w a r d s  and t h e n  one o t h e r  t i m e .  B u t  

f o u n d  t h a t  he was t h e  m o s t  d i f f i c u l t  p e r s o n  t o  speak  t o  o f  any  

o f  them, i n c l u d i n g  D r .  E d w a r d s .  I f o u n d  t h a t  I c o u l d  s p e a k  t o  

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

S c h m i d t .  

I h a d  no  t r o u b l e  i n  my d e a l i n g s  w i t h  H e r b  L e y ,  b o t h  i n  

t h e  b u r e a u  and  as  t h e  C o m m i s s i o n e r .  I t  was u n f o r t u n a t e  t h a t  

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

FLL:  He was i n  a p o s i t i o n  s o r t  o f  as a  c a r e t a k e r  r e a l l y .  

JN: He e n d e d  up  b e i n g  i n  t h a t  p o s i t i o n  and w h i l e  h e  h a d  t h e  

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

ed .  He was h a m s t r u n g  t i m e  and t i m e  a g a i n .  B o t h  f r o m  t h e  d e -

p a r t m e n t  and f r o m  t h e  a g e n c y  it s e l f .  I t h o u g h t  t h a t  F D A  d i d  

n o t  g i v e  D r .  L e y  a f a i r  c h a n c e  

I ' m  s u r p r i s e d  y o u  h a v e n ' t  a s k e d  a b o u t  A l l a n  R a y f  i e l d .  

F L L : I d i d n ' t  know w h e t h e r  y o u  w a n t e d  t o  t a l k  a b o u t  A l l a n .  

You a l s o  h a v e  n o t  t a l k e d  a b o u t  Don Kennedy  and I t h i n k  y o u  saw 

q uit e  a b i t  o f  h i m  o u t  h e r e .  

I 



JM: Yes .  I m e t  Don K e n n e d y  b e f o r e  h e  was s w o r n  i n  as  Com-

m i s s i o n e r ,  when  h e  came t o  San F r a n c i s c o  f o r  i n d o c t r i n a t i o n .  

I ' m  n o t  s u r e  i n i t i a l l y  t h a t  he  a p p r e c i a t e d  'some o f  my a b r u p t -

n e s s .  F o r  i n s t a n c e ,  h e  a s k e d  w h a t  I f e l t  t h e  m o r a l e  o f  t h e  

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

h e a r d  t h a t  t h e r e  was q u i t e  a s t r o n g  f e e l i n g  a b o u t  t h e  t w o .  I ' m  

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

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

r e a l l y  a f f e c t i o n  f o r  D r .  K e n n e d y .  He was v e r y  p e r s o n a b l e ,  

v e r y  e x u b e r a n t ,  v e r y  e n t h u s i a s t i c .  He w a s n ' t  a l w a y s  t h o r o u g h  

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

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

i t  i s  t h a t  w i t h o u t  t o o  many f a c t s  t h e y  a r e  b o t h  a b l e  t o  m a k e  

v e r y  q u i c k  d e c i s i o n s  a n d  g e n e r a l l y  g o o d  d e c i s i o n s .  O f  c o u r s e ,  

h e ' s  a v e r y  p e r s o n a b l e  p e r s o n .  He was a v e r y  p e r s o n a l  t y p e  o f  

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

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

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

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

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

t h a t  h e  was C o m m i s s i o n e r .  T h a t ' s  my own o p i n i o n  b u t  h e  a l s o  

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

He became a h o u s e h o l d  w o r d ,  a n d  t h e  a g e n c y  c e r t a i n l y  d i d .  

A l t h o u g h  I ' m  d i s a p p o i n t e d  i n  t o d a y s  p a p e r ,  o u t  o f  W a s h i n g t o n ,  

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

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



F L L :  Oh n o .  

JN :  D r .  K e n n e d y ,  I t h i n k  i s  p r e s e n t l y  i n  a p o s i t i o n  t h a t  h e  

m o s t  l i k e s  b e i n g  i n ,  t a l k i n g  t o  s t u d e n t s .  'I was o n  t h e  S t a n -

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

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

m a s t e r  a n d  h e  i s  h a r d n o s e d .  When h e  w a n t s  s o m e t h i n g  d o n e ,  h e  

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

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

t r y i n g  t o  c h a n g e  t h e  i m a g e  o f  S t a n f o r d ,  a n d  I t h i n k  h e  i s  g o -

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

e x c e l l e n c e .  I t h i n k  h e  s o u g h t  t h a t  f o r  FDA. I t h i n k  h e  f e l t  

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

t h e s e  a r e  a l l  my own p e r s o n a l  o p i n i o n s  o f  my o b s e r v a t i o n s  o f  

h i m .  

F L L :  I t h i n k  h e  was p e r h a p s  t h e  o n e  C o m m i s s i o n e r  t h a t  I m o s t  

t h o r o u g h l y  e n j o y e d  as  a man.  

JN :  Y e s .  

F L L :  He was f u n  t o  b e  w i t h .  

JN: V e r y  d e f i n i t e l y .  A l l  t h e  t i m e  y o u  a r e  w i t h  h i m ,  y o u  d i d  

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

man w h o ' s  t h e r e  a n d  y o u r  down h e r e .  He c o u l d  g e t  down t o  y o u r  

l e v e l  v e r y  q u i c k l y .  He i s  a man w i t h  v e r y  d i v e r s e  i n t e r e s t s  

a n d  i m a g i n a t i o n .  He w a s  a  v e r y  g o o d  C o m m i s s i o n e r ,  h e  was a n  

e x c e l l e n t  o n e .  I f  I h a d  t o  r a t e  t h e m  a l l  h e  w o u l d  b e  n u m b e r  

o n e  o f  t h e  n o n - c a r e e r  C o m m i s s i o n e r s .  



F L L :  I t h i n k  D r .  G o y a n  p e r h a p s  s u f f e r e d  f r o m  t h e  same p r o b -

l e m s  t h a t  D r .  L e y  d i d .  

JN: He d i d .  

F L L :  He was f r u s t r a t e d  b y  t h e  n a t i o n a l  a d m i n i s t r a t i o n  a n d  t h e  

S e c r e t a r y ' s  o f f i c e ,  i n h i b i t e d  f r o m  d o i n g  some o f  t h e  t h i n g s  

t h a t  h e  w o u l d  o f  l i k e d  t o  h a v e  d o n e .  

J N :  He a l s o  was n o t  t h e  p e r s o n a b l e  c h a  r i s m a t i c  p e r s o n  t h a t  

K e n n e d y  was .  

F L L :  No. K e n n e d y  was a h a r d  a c t  t o  f o  

J N :  T h a t ' s  j u s t  i t .  To me Goyan  a t  a n o t h e r  t i m e  c o u l d  h a v e  

b e e n  q u i t e  a d i f f e r e n t  p e r s o n .  B u t  f o l l o w i n g  K e n n e d y  i t  j u s t  

was as  d i f f i c u l t  a s  i t  c o u l d  p o s s i b l y  b e .  Goyan  a l s o  d o e s  n o t  

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

q u i c k  d e c i s i o n  o n  i t .  I d o n ' t  know how D r .  H a y e s  i s  a t  t h a t ,  

b u t  I f e l t  t h a t  o n l y  G o d d a r d  a n d  K e n n e d y  r e a l l y  h a d  t h a t  f e e l .  

E d w a r d s  was v e r y  a n a l y t i c a l  a n d  h e  j u s t  wou I d  n o t  make  d e c i -  

s i o n s  v e r y  q u i c k l y ,  S c h m i d t  d i d  n o t  e i t h e r ,  i n  my e s t i m a t i o n .  

F L L :  T h a t  may h a v e  b e e n  o n e  o f  t h e  p r o b l e ms a b o u t  D r .  

Schm i d t t s  r e g i m e .  

J N : Yes,  d e c i s i o n s  w e r e  j u s t  s o r t  o f  p o s t p o n e d  a n d  y o u  k n o w  

we wi l l  " t a k e  i t  u n d e r  a d v i s e m e n t "  t y p e  o f  d e c i s i o n .  

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

L e y ,  E d w a r d s ,  S c h m i d t ,  G o y a n  a n d  H a y e s  h a v e  n o t  g i v e n .  

F L L :  W e l l ,  p a r t  o f  i t  I s u s p e c t  was b e c a u s e  h e  g o t  t o  k n o w  

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



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

JN:  B u t  h e  made a n  e f f o r t  a n d  t h e  o t h e r s  d i d  n o t .  

F L L :  R i g h t .  

JN: T h a t ' s  t h e  d i f f e r e n c e .  I am n o t  s u r e  h e  was a n y  l e s s  

b u s y  t h a n  t h e  o t h e r s .  I t h i n k  h e  was m o r e  b u s y .  I t h i n k  h e  

made  a c o m m e n t  o n  how m a n y  h e a r i n g s  h e  h a d  t o  a t t e n d  i n  t h e  

f i r s t  6 m o n t h s  h e  was C o m m i s s i o n e r  a n d  i t  was r e a 1 l y  a s t r o n o m -

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

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

p r o p o r t i o n  t o  h i s  a p p r o p r i a t i o n .  

F L L :  He d i d  h a v e  o n e  a d v a n t a g e ,  h o w e v e r ,  t h a t  b e i n g  a p p o i n t e d  

i n  a D e m o c r a t i c  a d m i n i s t r a t i o n  when  t h e  D e m o c r a t s  c o n t r o l l e d  

b o t h  h o u s e s  o f  C o n g r e s s ,  h e  d i d  n o t  g e t  t h e  k i n d  o f  h o s t i l i t y  

t h a t  R e p u b l i c a n  a p p o i n t e e s  g o t  f r o m  some o f  t h o s e  c o m m i t t e e s .  

JN: T h a t ' s  t r u e .  G o d d a r d  was a p p o i n t e d  u n d e r  J o h n s o n  a n d  

s e r v e d  t w o  y e a r s  u n d e r  J o h n s o n .  

F L L :  R i g h t .  

JN:  Goyan ,  s e r v e d  h i s  f i r s t  y e a r  a n d  a h a l f  u n d e r  C a r t e r ,  s o  

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

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

w a y  h e  c o u l d  h a v e .  He c o u l d  h a v e  made  c e r t a i n  d e c i s i o n s  t h a t  

h e  d i d  n o t  d o .  We d o  n o t  a l w a y s  l i k e  t h e  d e c i s i o n s ,  b u t  y o u  

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

y o u  d o n ' t  l i k e .  

F L L :  R i g h t .  



JN:  T h a t  y o u  c a n  l i v e  w i t h .  

F L L :  A t  l e a s t  y o u  k n o w  w h e r e  y o u ' r e  g o i n g .  

JN: V e r y  d e f i n i t e  l y .  I f e l t  t h a t  E d w a r d s  k n e w  w h e r e  h e  was  

g o i n g .  B u t  I ' m  n o t  s u r e  t h a t  I f e l t  t h a t  S c h m i d t  k n e w  w h e r e  

h e  was g o i n g .  And  t h a t ' s  m a y b e  u n f a  i r  t o  S c h m i d t  t o  s a y  t h a  

b u t ...a g a i n  my own f e e l i n g  a b o u t  D r .  S c h m i d t .  

F L L :  Jim, i s  t h e r e  a n y t h i n g  e l s e  t h a t  y o u ' d  l i k e  t o  p u t  i n  

t h e  r e c o r d ?  

JN:  T h r o u g h  t h e  y e a r s  I am n o t s o r r y  t h a t  I m a d e  some o f  t h e  

d e c i s i o n s  t h a t  I made,  t h a t  p e r h a p s  I c o u l d  h a v e  u s e d  a d i f -

f e r e n t  a p p r o a c h .  I n  some c a s e s  i t  i s  u n f o r t u n a t e  t h a t  I was  

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

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

c y  a n d  t o  t h e  U . S .  p u b l i c  d u r i n g  my c a r e e r .  

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

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

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

some t h i n g s  t h a t  t o  me a t  l e a s t  h a d  b e e n  q u i t e  p u z z l i n g .  

T h a n k  y o u  v e r y  much .  


