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INTRODUCTION 

This i s  a  t r a n s c r i p t i o n  o f  a  taped i n te rv iew ,  one o f  a  

se r ies  conducted by Robert G .  Porter ,  Fred L. Lofsvold,  

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

and Drug Admin is t ra t ion .  The i n te rv iews  a r e  being held 

w i t h  F.D.A. employees, bo th  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 serve t o  e n r i c h  t h e  w r i t t e n  record.  

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

as source ma te r ia l  f o r  present and f u t u r e  researchers; t h a t  

t h e  s t o r i e s  o f  important  accomplishments, i n t e r e s t i n g  events, 

and d i s t i ngu i shed  leaders  w i l l  f i n d  a  p lace i n  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 usef"1 t o  enhance 

t h e  morale o f  t h e  organ iza t ion ;  and f i n a l l y . ,  t h a t  they  w i l l  

be o f  va lue  t o  D r .  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 Admin is t ra t ion . .  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  the  

Nat iona l  L i b r a r y  o f  Medicine, and copies o f  t h e  t rans-  

c r i p t i o n s  w i l l  be placed i n  t h e  L i b r a r y  o f  Emory Un ive rs i t y .  



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

v i e w s .  We a r e  i n t e r v i e w i n g  t o d a y  M r .  I r w i n  B. B e r c h ,  who 

r e t i r e d  f r o m  FDA as R e g i o n a l  Food and D r u g  b i r e c t o r  a t  San 

F r a n c i s c o ,  C a l i f o r n i a .  The r e c o r d i n g  i s  b e i n g  made a t  h i s  

r e s i d e n c e  i n  ,  t h e  d a t e  i s  J u n e  1 4 ,  

1982 .  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. 

FLL:  M r .  B e r c h  w o u l d  y o u  s k e t c h ,  b r i e f l y ,  y o u r  e d u c a t i o n ,  and 

y o u r  c a r e e r  i n  FDA, t h e  v a r i o u s  j o b s  y o u  h e l d  and t h e  p a r t i c u -

l a r  t i m e s  t h a t  y o u  h e l d  them.  

IBB :  I a t t e n d e d  t h e  U n i v e r s i t y  o f  W a s h i n g t o n ,  g r a d u a t i n g  i n  

1 9 3 8  w i t h  a D e g r e e  i n  C h e m i s t r y  and r e t u r n e d  and d i d  a y e a r  o f  

g r a d u a t e  work  i n  O r g a n i c  C h e m i s t r y .  F o r t u n a t e l y  I h a d  t a k e n  

some s p e c i a l i z e d  c o u r s e s  i n  Food A n a l y s i s  as w e l l  as B i o c h e m -

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

t o o k  t h e  C i v i l  S e r v i c e  J u n i o r  C h e m i s t  E x a m i n a t i o n  i n  e a r l y  

1939 .  I was g i v e n  t h e  o p t i o n ,  when i n t e r v i e w e d  b y  M r .  H a r v e y  

who was t h e n  t h e  D i r e c t o r  o f  t h e  W e s t e r n  D i s t i c t ,  o f  w o r k i n g  

e i t h e r  i n  t h e  l a b o r a t o r y  o r  i n  t h e  f i e l d  as  a Food a n d  D r u g  

I n s p e c t o r .  I n  t h o s e  days ,  I b e l i e v e ,  we w e r e  c a l l e d  J w n i o r  

I n s p e c t o r s .  An a c q u a i n t a n c e  of  m i n e  f r o m  t h e  s e c t i o n  o f  

S e a t t l e  t h a t  I g r e w  u p  i n  and who had a t t e n d e d  t h e  same 

s c h o o l ,  Bob S i l v e r ,  h a d  gone t o  w o r k  as an  i n s p e c t o r  amd h e  

was a l s o  a  c h e m i s t r y  g r a d u a t e  and he  a d v i s e d  me, i f  g i v e n  a 

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

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



sound,  a l t h o u g h  many y e a r s  l a t e r  when o u r  c h e m i s t s  f i n a l l y  

were  g i v e n  t h e  p r o p e r  i n s t r u m e n t s  t o  do  t h e  r e s e a r c h  work  t h a t  

i s  so much needed,  p e r h a p s  many y e a r s  l a t e r ;  I m i g h t  h a v e  made 

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

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

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

I w o r k e d  i n  S e a t t l e  f r o m  t h e  F a l l  o f  1939 ,  one o f  t h e  

w e l l  known " c l a s s  o f  ' 3 9 "  w h i c h  was t r a i n e d  c o l l e c t i v e l y  i n  

San F r a n c i s c o ,  f o r  t h e  11 w e s t e r n  s t a t e s .  My r e c o l l e c t i o n  

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

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

t i m e  c r a c k i n g  a lmonds and  c l a s s i f y i n g  t h e  r e j e c t s  a n d  I f e l l  

h e i r  t o  t h e  t a s k  o f  p r e p a r i n g  a s t a t i s t i c a l  summary o f  t h e  

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

change  t h e  t h e n  e x i s t i n g  s t a n d a r d s  w h i c h  I b e l i e v e  a r e  now 

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

d e f e c t s  b e s i d e s  t h e  i n s e c t  damage. 

I t h e n  went  b a c k  t o  S e a t t l e  w h e r e  I w o r k e d  u n t i l  I 

was t r a n s f e r r e d  i n  1 9 4 1  and  wen t  t o  L o s  A n g e l e s  t o  c o n t i n u e  i n  

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

t h e  armed s e r v i c e s  a b o u t  a y e a r  and a h a l f  l a t e r .  

D u r i n g  t h e  w a r  I a t t e n d e d  UCLA and t o o k  t h e  a v i a t i o n  

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

f a c u l t y  a t  UCLA i n  t h e  G r a d u a t e  P h y s i c s  D e p a r t m e n t .  L a t e r  I 

was s e l e c t e d  as a r e p r e s e n t a t i v e  o f  t h e  UCLA t y p e  o f  me teo -



r o l o g i c a l  t r a i n i n g  t o  go b a c k  t o  C h a n u t e  F i e l d  w h e r e  a l l  

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

commander o f  t h e  u n i t  u n t i l  t h e  end  o f  t h e  b a r .  

On d i s c h a r g e  f r o m  t h e  s e r v i c e  i n  e a r l y  1946,  M r .  H a r v e y  

g a v e  me t h e  o p t i o n  o f  r e p o r t i n g  a n y w h e r e  i n  t h e  W e s t e r n  D i s -  

t r i c t .  I r e t u r n e d  t o  S e a t t l e  f o r  a n o t h e r  y e a r  o r  two ,  t r a n s -

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

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

i n  e a r l y  1 9 5 5  I was t r a n s f e r r e d  t o  L o s  A n g e l e s  w h e r e  I became 

C h i e f  I n s p e c t o r  o f  t h e  L o s  A n g e l e s  D i s t r i c t  u n t i l  1962  when I 

became t h e  D e p u t y  D i s t r i c t  D i r e c t o r .  

T h e r e a f t e r  i n  1964,  I was t r a n s f e r r e d  t o  P h i l a d e l p h i a  

D i s t r i c t  as t h e  D i s t r i c t  D i r e c t o r  u n t i l  l a t e  1 9 7 0 .  A t  t h a t  

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

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

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

D i r e c t o r  and t h e  R e g i o n a l  D i r e c t o r  u n t i l  c o m i n g  o u t  t o  San 

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

1980 .  

FLL:  I r v ,  i s  t h e r e  a n y t h i n g  i n  y o u r  e a r l y  y e a r s  as  a  w o r k  i n g  

i n s p e c t o r  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 ?  

1 0 0 :  W e l l ,  wo r k i n g  i n  t h e  S e a t t l e  S t a t i o n ,  as  i t  was t h e n  

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

l o a d i n g  and un l o a d i n g  c a s e s  o f  s a l m o n  and F r e d  y o u  may w e l l  

r e c a l l  b e c a u s e  we d i d  some o f  t h a t  t o g e t h e r .  



F L L :  Indeed  I do .  

IBB: We used t o  go o u t  s a m p l i n g  sa lmon.  I f  I r e c a l l  c o r r e c t - 


l y ,  i n  t h e  lower  f l o o r  t h e y  were s t a c k e d  1 4 ' c a s e s  h igh  and t h e  


upper  f l o o r  1 2  c a s e s  h i g h .  A n d  you had t o  f i r s t  of a l l  un load  


c a s e s  of salmon s o  t h a t  you c o u l d  b u i l d  s t e p s  s o  t h a t  you 


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


we took two c a n s  p e r  c a s e .  The c a s e s  were 48 /one  pound t a l l s ,  


r e q u i r i n g  o p e n i n g  24 c a s e s  t o  o b t a i n  a  c a s e  of s a m p l e s .  A n d  


r e c a l l  a team of two i n s p e c t o r s  were e x p e c t e d  t o  b r i n g  back 


a b o u t  25  c a s e s  of samp l e s .  


F L L :  Per  d a y .  


IBB: For a d a y ' s  work . A n d  my e a r l i e s t  i m p r e s s i o n  was t h a t  


you d i d n ' t  r e a l l y  need a c o l l e g e  d e g r e e  t o  do t h a t  and even  


t h e n  I f e l t  we c o u l d  of h i r e d  some s a m p l e  c o l l e c t o r s  t o  good 


a d v a n t a g e .  I t  k e p t  me i n  p r e t t y  good s h a p e ,  a l t h o u g h  t h e  


wooden c a s e s  and n a i l  p u l l e r s  l e f t  a l o t  of s c a r s .  


F L L :  As I  remember a  c a s e  of 48,  one  pound t a l l s  a c t u a l l y  


added u p  t o  a b o u t  70 pounds when you had.  .. 

IBB: I t h i n k  i t  was an a v e r a g e  62-1 /2  pounds ,  b u t  s i n c e  I 'm 


of r a t h e r  s h o r t  s t a t u r e  and weighed a b o u t  1 1 5  pounds a t  t h e  


t i m e ,  i t  r e p r e s e n t e d  more t h a n  1 / 2  of my body w e i g h t .  


The S e a t t l e  D i s t r i c t  had a i n t e r e s t i n g  a r r a y  of work.  

T h e r e  were  a l o t  of f r e s h  f r u i t  and v e g e t a b l e  p a c k e r s  I g o t  

e x p e r i e n c e  i n .  T h e r e  were  o t h e r s ,  t h e r e  were  some s e a  f o o d  

a c t i v i t i e s  and one of t h e  t h i n g s  t h a t  I  g o t  t o  do e a r l y  on 

I 



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

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

One o f  t h e  p r o b l e m s ,  w i t h  o y s t e r s ,  i s  due t b  t h e i r  s o l i d s  c o n -

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

w a t e r  and p l u m p  up, and i t  becomes a r e l a t i v e l y  e a s y  t a s k  f o r  

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

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

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

a r d s ,  we had t o  p u t  up a u t h e n t i c  p a c k s .  And we w e n t  i n t o  t h e  

p a c k i n g  p l a n t  and  p e r f o r m e d ,  w i t h  r e a s o n a b l e  speed ,  t h e  wash-  

i n g ,  d r a i n i n g  and p a c k i n g  o f  t h e  o y s t e r s .  We a l s o  had t o  

c o u n t  t hem and  we p u t  u p  p i n t s ,  q u a r t s  and  i n  some c a s e s  g a l -

l o n s .  T h a t  w a s n ' t  so bad.  The P a c i f i c  o y s t e r  i s  a r a t h e r  

l a r g e  s p e c i e s ,  much l a r g e r  t h a n  t h e  e a s t e r n  o y s t e r .  B u t  t h e n  

we w e n t  down t o  O l y m p i a  and  p a c k e d  t h e  O l y m p i a  o y s t e r s ,  w h i c h  

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

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

t h a t  t h e r e  a r e  an a v e r a g e  o f  a b o u t  985  O l y m p i a  o y s t e r s  t o  t h e  

g a l l o n ,  h a v i n g  c o u n t e d  many and a v e r a g e d  them. I f o u n d  t h e  

w o r k  q u i t e  i n t e r e s t i n g .  

A n o t h e r  t h i n g  t h a t  we were  d o i n g  t h e n  w h i c h  h a s  s i n c e  be-

come a  v e r y  a c t i v e  p a r t  o f  t h e  g o v e r n m e n t ' s  a c t i v i t y ,  b u t  no  

l o n g e r  o u r  a g e n c y ' s .  We d i d  some o f  t h e  e a r l y  work  on i l l e g a l  

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

t h o s e  days ,  a b o u t  t h e  i l l e g a l  s a l e  o f  " B e n n i e s "  as t h e y  w e r e  



m o s t  commonly c a l l e d ,  o r  " D e x i e s " .  O r i g i n a l l y  o u r  u n d e r c o v e r  

work  was done  a r o u n d  t h e  campuses b e c a u s e  o f  t h e  s a l e s  t o  c o l -

l e g e  s t u d e n t s .  H a v i n g  b e e n  a r e c e n t  g radua. te  I p u t  on  my o l d  

" W "  s w e a t e r  and  was s e n t  up  and  down t h e  U n i v e r s  i t y  D i s t r i c t  

i n  S e a t t l e  t o  w a l k  i n  o f f  t h e  s t r e e t  and s e e  how many o f  them, 

how many o f  t h e  d r u g g i s t s  w o u l d  b e  w l l i n g  t o  se 1 1  me "Ben-

n i e s "  w i t h o u t  a  p e r s c r i p t i o n .  I m e t  w i t h  some s u c c e s s  i n  b u y -  

i n g  some and some f a i l u r e  b u t  t h e  t h  n g  t h a t  amazed me was 

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

c a l l e d  me a s i d e  and  s a i d  t h a t  h e  wou d  be  v e r y  h a p p y  t o  accom-

m o d a t e  me b u t  t h e  w o r d  h a d  g o t t e n  o u t  t h a t  t h e r e  was a f e d e r a l  

i n s p e c t o r  w o r k i n g  up  a n d  down t h e  s t r e e t  and  h e  d i d n ' t  d a r e  t o  

s e l l  any  " B e n n i e s "  t o  s t r a n g e r s ,  n o t  k n o w i n g  o f  c o u r s e  t h a t  I 

was t h e  F e d e r a l  I n s p e c t o r .  I s t i l l  wonder  how t h e  w o r d  g o t  

o u t .  T h a t  work  h a s  b e e n  c o m b i n e d  now w i t h  t h e  c o n t r o l  o f  

o t h e r  n a r c o t i c s  b y  t h e  D r u g  E n f o r c e m e n t  Agency .  

When I was t r a n s f e r r e d  t o  L o s  A n g e l e s  one  o f  my e a r l y  

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

t h e  c a n d y  i n d u s t r y .  I h a d  made one  o r  t w o  s u c h  i n s p e c t i o n s  i n  

S e a t t l e  b u t  I was p u t  on  t o  t h i s  f u l l  t i m e .  I h a d  s e v e r a l  

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

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

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

t h a t  t h e  l a w  h a d  i n d e e d  b e e n  v i o l a t e d  and  b e i n g  a b l e  t o  s u s -

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



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

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

t h o s e  who w e r e  o b e y i n g  t h e  l a w .  One o f  m y ' a s s i g n m e n t s  was t o  

f i n d  some t r u l y  s a n i t a r y  f i r m s  and  documen t  w i t h  p h o t o g r a p h s ,  

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

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

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

f i r m s  i n  t h e  L o s  A n g e l e s  a r e a .  I t o o k  p h o t o g r a p h s  e v e n  o f  

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

t h e  f a c e  o f  i t  seems t o  b e  v e r y  messy  and  t h a t  many p e o p l e  

w o u l d  t h i n k  u n s a n i t a r y .  A c t u a l l y  i t  was c o n d u c t e d  i n  a v e r y  

s a n i t a r y  manner  and  t h e r e  w e r e  p r o m p t  and  f r e q u e n t  h a n d  wash-  

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

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

w h i c h  e v e n t u a l l y  made t h e i r  way i n t o  some c o n g r e s s i o n a l  h e a r -

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

on  t h e  f a c e  a p p e a r e d  t o  be  modern,  w e l l  c o n s t r u c t e d  c a n d y  

f a c t o r i e s  h a d  s e r i o u s  and  s i g n i f i c a n t  i n f e s t a t i o n s .  One o f  

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

a t t e n t i o n  on  a p p e a l ,  t h e  T r i a n g l e  Candy Case.  T h i s  Wab a 

n e a r l y  new f a c t o r y  o f  c i n d e r  and cemen t  b l o c k  c o n s t r u c t i o n ,  i n  

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

l a t i o n  s u r r o u n d i n g  t h e  p l a n t .  The f i r m  h a d  been  l a x  i n  a l l o w -  

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

and  i n a d e q u a t e  p e r i o d i c  i n s p e c t i o n  t o  see i f  any  r o d e n t s  h a d  



g o t t e n  i n t o  t h e  p l a n t .  A l s o ,  s t o r i n g  empty  c a r d b o a r d  con -

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

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

was g o i n g  on.  W a l k i n g  t h r o u g h  t h e  p l a n t ,  s u p e r f i c i a l l y ,  i t  

a p p e a r e d  t o  be a modern  c l e a n  p l a n t  b u t  g e t t i n g  o u t  t h e  i n -

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

p r o b i n g  b e h i n d ,  i t  was p r e t t y  e v i d e n t  t h a t  t h e  r o d e n t s  had 

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

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

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

a f t e r  f a i l u r e  o f  t h e  p l a n t  on f i r s t  w a r n i n g  t o  c l e a n  up,  we 

d i d  b r i n g  c r i m i n a l  a c t i o n  and  t h e  c a s e  w e n t  t o  t r i a l .  B e t w e e n  

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

b e e n  i n d u c t e d  i n t o  t h e  armed s e r v i c e s  and came b a c k  i n  u n i f o r m  

t o  t e s t i f y ,  f a c t o r s  t h a t  I t h i n k  p e r h a p s  gave  a l i t t l e  added  

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

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

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

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

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

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

An i n t e r e s t i n g  s i d e  l i g h t  o n  t h a t ,  when I was p u t  on  t h e  s t a n d  

t o  be  q u a l i f i e d  as  an e x p e r t  i n  t h e s e  m a t t e r s ,  I h a d  a c t u a l l y  

i n s p e c t e d  o n l y  a b o u t  6 c a n d y  f a c t o r i e s  b e f o r e  i n s p e c t i n g  t h e  

T r i a n g l e  Candy Company. I n  d i s c u s s i o n  w i t h  t h e  a s s i s t a n t  U . S .  



A t t o r n e y  h a n d l i n g  t h e  case ,  I s u g g e s t e d  t o  h i m  t h a t  i n  q u e s -  

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

t i o n  o f  f o o d  m a n u f a c t u r i n g  e s t a b l i s h m e n t s ,  6 f  w h i c h  I h a d  made 

b e t w e e n  t w o  and t h r e e  h u n d r e d ,  and  t h e y  n e v e r  d i d  on  d i r e c t  o r  

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

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

k i n d  o f  e v i d e n c e  needed  t o  d e t e c t  r o d e n t  d r o p p i n g s ,  r o d e n t  

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

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

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

t h a t  does r e u s e  s c r a p  m a t e r i a l s ,  b u t  n o t  t h e  o n l y  one. Maca-

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

r e u s e d  mus t  be v e r y  c a r e f u l l y  p r o t e c t e d  f r o m  c o n t a m i n a t i o n  and 

i n s p e c t e d  b e f o r e  u s e .  

A n o t h e r  i n t e r e s t i n g  e x p e r i e n c e ,  i n  c o n n e c t i o n  w i t h  t h e  

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

c a l l e d  me i n t o  chambers  and  r e m a r k e d  t h a t  h i s  son  was i n  a 

s i m i l a r  A i r  C o r p s  u n i t  and  w o n d e r e d  i f  I h a d  come a c r o s s  h i m  

s o n  d u r i n g  my t r a v e l s  a r o u n d  t h e  c o u n t r y .  I h a d n ' t .  The  A i r  

C o r p s  was a r a t h e r  l a r g e  u n i t .  

F L L :  O b v i o u s l y  i t  d i d n ' t  h u r t  t h e  g o v e r n m e n t ' s  c a s e  t h a t  h e  

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

I B B :  W e l l ,  i t  was a  j u r y  c a s e .  And when t h e  c a s e  w e n t  o n  u p  

on a p p e a 1 , t h e  a p p e l l a t e  c o u r t  d e v o t e d  a one  s e n t e n c e  comment 

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



e n c e  of i n f e s t a t i o n  i n  t h e  p l a n t .  

F L L :  Yes, t h e  whole c a s e  on appea l  r e v o l v e d  a round  t h e  f a c t  

t h a t  we had f a i l e d  t o  g i v e  them p a r t s  of o;r o f f i c i a l  s ample s  

on some of t h e  c o u n t s .  A n d  I t h i n k  two o r  t h r e e  were d i s m i s -

s e d  f o r  t h a t  r e a s o n .  

IBB: I b e l i e v e  t h e r e  was some q u e s t i o n  abou t  how we had p r o -

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

b a g s .  

F L L :  Tha t  q u e s t i o n  I b e l i e v e  was r a i s e d  a t  t r i a l  b u t  t h e  ap-

p e l l a t e  o p i n i o n ,  I d o n ' t  t h i n k ,  even d i s c u s s e s  t h a t  b u t  goes  

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

s a m p l e .  I remember t h a t  a f t e r  t h a t  c a s e ,  t h e r e  was a d i r e c t -

i v e  i s s u e d  t o  t h o s e  of us t h a t  were s t i l l  i n  F D A  t o  be more 

c a r e f u l  abou t  t h e  way we h a n d l e d  s a m p l e s  t a k e n  from b u l k  c o n -

t a i n e r s .  Make s u r e  ou r  bags were k e p t  c l e a n  and t h a t  we 

d i d n ' t  l e t  them r a t t l e  a round  i n  t h e  back of t h e  c a r  f o r  t h r e e  

d a y s  b e f o r e  we s e n t  them t o  t h e  l a b o r a t o r y .  

A n d  t h e n  a f t e r  your  s e r v i c e  i n  World War I 1  you r e t u r n e d  

t o  S e a t t l e  a s  one of t h e  S e n i o r  I n s p e c t o r s  a t  t h e  S e a t t l e  

o f f i c e  s t i l l  c a l l e d  S e a t t l e  S t a t i o n .  

IBB: Yes. While t h e r e  I made some use  of my m i l i t a r y  t r a i n -

i n g .  We had a  f i r m  t h a t  was s e l l i n g  an i n f r a - r e d  t y p e  lamp 

t h a t  was r e p r e s e n t e d  a s  be ing  c a p a b l e  of p roduc ing  d e s e r t  a i r  

i n  your  home, a p p r o p r i a t e l y  c a l l e d  t h e  D e s e r t  A i r  Lamp. I 

i n s t a l l e d  one of t h o s e  i n  my bedroom, t o g e t h e r  w i th  meteoro-



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

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

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

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

a i r  t o  a b s o r b  m o i s t u r e .  The lamp i t s e l f  d i d  n o t h i n g  t o  add o r  

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

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

c e r t a i n l y  i n  an a r e a  s u c h  as  S e a t t l e .  I f  t h e y  h a d  s t a r t e d  

w i t h  a f a i r l y  d r y  a i r  and  t h e n  h e a t e d  i t  e v e n  more,  i t  p e r h a p s  

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

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

w h i c h  made r e p r e s e n t a t i o n s  f o r  t r e a t m e n t  o f  as thma and  o t h e r  

p u l m o n a r y  d i s o r d e r s .  

L a t e r  when I t r a n s f e r r e d  t o  P o r t l a n d ,  one o f  t h e  m o s t  

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

p r o m o t e d  b y  a g e n t l e m a n  b y  t h e  name o f  B r a n d e n f e l s  who p r o -

c l a i m e d  h i m s e l f  as  t h e  " H a i r  F a r m e r " .  He h a d  a d i l u t e  s u l f a  

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

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

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

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

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

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

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

t i l  I l e a r n e d  t h a t  t h e y  h a d  a l l  t h a n k e d  M r .  B r a n d e n f e l s  f o r  



g e t t i n g  them a  b r a n d  new p o s t  o f f i c e .  T h e y  d i d n ' t  w a n t  t h e  

g o l d e n  e g g  w i t h d r a w n .  

We a l s o  had a l o t  o f  a c t i v i t y  i n  t h a t  i r e a  f r o m  a f i r m  

c a l l e d  Nue-Ovo, p r o m o t e d  b y  a f i r m  c a l l e d  R e s e a r c h  L a b o r a t o r -  

i e s .  T h i s  was an a r t h r i t i s  p r e p a r a t i o n  t h a t  was s o l d  n a t i o n -

w i d e  and  a l t h o u g h  t h a t  was t h e  h e a d q u a r t e r s  many i n s p e c t o r s  

t h r o u g h o u t  t h e  c o u n t r y  w e r e  engaged  i n  w o r k i n g  on  t h a t  c a s e .  

I t  a c t u a l l y  was a s e r i e s  o f  c a s e s  b e c a u s e  a f t e r  some e a r l i e r  

v i c t o r i e s  t h e  p r o m o t e r s  c h a n g e d  t h e i r  t a c t i c s ,  r e o r g a n i z e d  and 

s t a r t e d  new c o m p a n i e s .  

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

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

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

i n d u s t r y  t o  t r y  t o  g e t  me t o  c h a n g e  s i d e s .  The p r o m o t e r  was a 

man o f  l i m i t e d  a d v a n c e d  e d u c a t i o n .  He h a d  a d a u g h t e r  who was 

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

as  soon  as  h i s  d a u g h t e r  g r a d u a t e d  t h a t  he  w o u l d  p u t  me t h r o u g h  

a  q u i c k  t w o  y e a r  l a w  c o u r s e  and  t h a t  upon  my g r a d u a t i o n  h e  

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

d a u g h t e r  and m y s e l f ,  and  h e  f i g u r e d  t h a t  w i t h  my Food a n d  D r u g  

e x p e r i e n c e  and t h e  Law D e g r e e  and h e r  p h a r m a c y  d e g r e e  t h e y  

c o u l d  b e a t  FDA w i t h o u t  a n y  t r o u b l e .  N e e d l e s s  t o  s a y ,  s i n c e  we 

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

a g a i n s t  t h i s  f i r m ,  h i s  e f f o r t s  were  i n  v a i n .  

FLL:  Then f o l l o w i n g  y o u r  t o u r  a t  P o r t l a n d ,  y o u  w e n t  t o  L o s  

A n g e l e s  as  C h i e f  I n s p e c t o r .  



IBB :  Yes. L o s  A n g e l e s  was v e r y  f o r t u n a t e  i n  h a v i n g  s t a t i o n e d  

i n  o u r  o f f i c e ,  an a t t o r n e y  f r o m  t h e  G e n e r a l  C o u n s e l ' s  o f f i c e ,  

A r t h u r  D i c k e r m a n .  And h a v i n g  on c a l l  t h e  o h l y  m e d i c a l  o f f i c e r  

o u t s i d e  o f  W a s h i n g t o n ,  R a l p h  W e i l e r s t e i n ,  who was s t a t i o n e d  i n  

San F r a n c i s c o  b u t  who u s e d  t o  s h u t t l e  r e g u l a r l y  down t o  L o s  

A n g e l e s  t o  p a r t i c i p a t e  i n  t h e  p l a n n i n g  o f  i n v e s t i g a t i o n s ,  as  

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

s u p p o r t  o u r  c a s e s .  

We had many s u c h  a c t i v i t i e s  w h i c h  l e d  t o  s u c c e s s f u l  o u t -

comes. An i n t e r e s t i n g  one  i n v o l v e d  a  h e m o r r o i d  p r e p a r a t i o n  

t h a t  wen t  t o  t r i a l  i n  W a l l a  W a l l a ,  W a s h i n g t o n .  One o f  t h e  

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

o f  t h e  t e s t i m o n y  o f  one o f  t h e  d i s s a t i s f i e d  u s e r s  he  r e m a r k e d  

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

l i e f  and was q u i t e  p a i n f u l  i n  t h e  p r o c e s s ,  b u t  t h a t  some o f  

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

e a t e n  t h e  v a r n i s h  o f f  t h e  t o i l e t  s e a t .  T h i s  made q u i t e  an 

i m p r e s s i o n  on  t h e  j u r y .  I n  f a c t ,  a t  t h a t  p o i n t ,  f o r  a l l  i n -

t e n t s  and p u r p o s e s  t h e  d e f e n s e  gave  up and h a r d l y  b o t h e r e d  t o  

c r o s s  e x a m i n e  a n y  o t h e r  w i t n e s s e s .  

FLL:  Yes, I remember  t h a t  c a s e  t h a t  was I t h i n k  t h e  p r o d u c t  

was c a l l e d  A m b e r i n  and  t h e  p r o m o t e r  made i t  b y  b u y i n g  one  

g a l l o n  b o t t l e s  o f  a we 1 1  known l i n i n e n t  c a l l e d  A b s o r b  in e  

J u n i o r .  He b o u g h t  t h e  g a l l o n s  f o r  a b o u t  f o u r  o r  f i v e  d o 1  1  a r s  

and  t h e n  p u t  i t  up i n  f o u r  ounce  b o t t l e s  t h a t  h e  s o l d  f o r  t e n  



d o l l a r s  a  p i e c e  as  a t r e a t m e n t  f o r  h e m o r r o i d s .  He was a man 

w i t h  no  m e d i c a l  b a c k g r o u n d .  I n  f a c t  h e  h a d  s e r v e d  t i m e  i n  

j a i l  f o r  a s s a u l t  and b a t t e r y  and f o r  f o r g e r y ,  b e f o r e  he  g o t  

i n t o  t h e  m e d i c i n e  b u s i n e s s .  

106 :  Among t h e  i n t e r e s t i n g  p r o m o t e r s ,  we had one  who was p r o -

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


r e p r e s e n t e d  as  b e i n g  o f  v a l u e  f o r  a v a r i e t y  o f  r u n  down c o n - 


d i t i o n s  and  some s e r i o u s  a l i m e n t s .  T h i s  p r o m o t e r  was m a k i n g  


u p  h i s  p r e p a r a t i o n  i n  h i s  s i n k ,  s i m i l a r  t o  an o p e r a t i o n  t h a t  I 


b e l i e v e  t o o k  p l a c e  i n  S e a t t l e  many y e a r s  ago.  


F L L :  Yes, Doug Hansen  h a s  d e s c r i b e d  t h a t  one. 


I B B :  He has .  W e l l ,  i t  b r o k e  o u t  a g a i n  i n  L o s  A n g e l e s  a n d  t h e  


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


t h e  s i n k  i n  t h e  h o t e l  room,  n o  s t e r i l i z a t i o n ,  an i n j e c t i o n .  


I n t e r e s t i n g  t h i n g  i n  L o s  A n g e l e s  was t h a t  w e ' d  g e t  a l o t  

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

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

When t h e i r  names c r o p p e d  up, t h e r e  was a g r e a t  t o  do  i n  t h e  

i n s p e c t i o n  s t a f f  a s  t o  who was g o i n g  t o  g e t  t o  go o u t  amd i n -

t e r v i e w  t h e  a c t r e s s .  I s t i l l  remember O l a  B a i n ,  who was t h e  

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

t y p e ,  was g e n e r a l l y  s e n t  o u t  o n  a s s i g n m e n t s  r a t h e r  t h a n  some 

o f  o u r  y o u n g e r  more  e x c i t a b l e  i n s p e c t o r s  who t r i e d  v e r y  h a r d  

t o  g e t  t h o s e  a s s i g n m e n t s .  I remember  once ,  M a r i e  W i l s o n  who 

h a d  s t a r r e d  i n  Ken M u r r a y ' s  B l a c k o u t s ,  h a d  c o m p l a i n e d  a b o u t  



r e a c t i o n s  f r o m  some i n j e c t i o n s  g i v e n  i n  t h e  b u t t o c k s  a r e a ,  and 

we s e n t  O l a  B a i n  o u t  t o  e x a m i n e  t h e  e v i d e n c e  w h i c h  s h e  d i d  n o t  

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

FLL:  I remember when we w e r e  i n  t r a i n i n g ,  h e r e  i n  San 

F r a n c i s c o ,  one  o f  S a l l y  R a n d ' s  d a n c e r s  a t  t h e  W o r l d s  F a i r  i n  

' 3 9  h a d  a r e a c t i o n  t o  some c o s m e t i c  and  Van Smar t  d r e w  t h e  

a s s i g n m e n t  t o  go o u t  and  make t h e  e x a m i n a t i o n  o f  t h e  y o u n g  

1  ady .  

I B B :  We h a d  o t h e r  p r o b l e m s  i n  t h e  e a r l y  i n v e s t i g a t i o n  o f  t h e  

R e l a x i c i s o r  d e v i c e .  T h i s  was a w e i g h t  and measuremen t  r e d u c -

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

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

a p p l i e d .  We h a d  done  e a r l y  w o r k ,  t h i s  c a s e  c o n t i n u e d  u n t i l  

l o n g  a f t e r  I l e f t  L o s  A n g e l e s ,  b u t  some o f  t h e  e a r l y  t e s t i -  

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

w a n t  t o  b e  i n t e r v i e w e d .  We 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  and  

h a d  t o  work  t h r o u g h  many o f  t h e i r  v a r i o u s  a g e n t s  and t h e  

s t u d i o  r e p r e s e n t a t i v e s  i n  o r d e r  t o  e v e n  g e t  i n  a n d  t a l k  t o  

some o f  t h e s e  p e o p l e .  T h i s  p a r t i c u l a r  d e v i c e . .  . t h e  p r o m 8 0 t e r  

o f  i t  had,  t h r o u g h  c o n n e c t i o n s  s t i l l  unknown t o  us ,  managed t o  

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

means o f  g i v i n g  an e x e r c i s e  p r o g r a m  f o r  a c a p t i v e  a u d i e n c e  

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

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

p o s s i b l e  d a n g e r  t o  h e a l t h .  Some y e a r s  l a t e r  we w e r e  a b l e  t o  



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

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

t h e  p r o m o t e r s .  

FLL:  We i s s u e d ,  as  I remember ,  a p u b l i c  w a r n i n g  w i t h  p o s t e r s  

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

IBB:  Yes. We h a d  many p r o m o t i o n s  t h a t  showed a g r e a t  d e a l  o f  

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

i n d i v i d u a l s  had t h e y  d e v o t e d  t h e m s e l v e s  t o  more  l e g i t i m a t e  e n -

t r e p r e n e u r s h i p ,  c o u l d  h a v e  r e a l l y  become q u i t e  w e l l - t o - d o  and 

we a c t u a l l y  h a d  an e x a m p l e  o f  t h a t .  

T h i s  p r o m o t i o n  was i n  t h e  e a r l y  y e a r s  a f t e r  W o r l d  War 11. 

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

m a r k e t e d  a p r o d u c t ,  f o r  "men o v e r  4 0 "  c a t e g o r y .  He a d o p t e d  

t h e  s p o n s o r  o f  t h e  p r o d u c t  as  K o n r a d  A d l e r  w h i c h  sounded  a l o t  

l i k e  K o n r a d  A d e n h a u e r  t h e  g r e a t  German p r e m i e r .  The p r o m o t i o n  

was p r i n t e d  up  i n  t h e  t y p i c a l  German s c r i p t ,  German t y p e  o f  

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

Germany t h i s  new s c i e n t i f i c  d i s c o v e r y  h a d  emerged .  The p r o -  

m o t i o n s  were  s e n t  b y  m a i l  o r d e r  f r o m  E n g l a n d  and, o f  c o u r s e ,  

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

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

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

new d i s c o v e r y  f o r  t h e  t r e a t m e n t  o f  " m a l e  s e x u a l  weakness  due 

t o  p s y c h o g e n i c  c a u s e s " .  The  p r o d u c t  was a s i m p l e  B - 1  v i t a m i n  



p r e p a r a t i o n  and  i t  came i n  s t a n d a r d  s t r e n g t h  and s u p e r -

s t r e n g t h .  The s t a n d a r d  c o n s i s t e d  o f  1 0 0  t a b l e t s  i n  a v i a l ,  

t h e  s u p e r  s t r e n g t h  c o n s i s t e d  o f  t h e  i d e n t i c d l  p r o d u c t  w i t h  200  

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

d o s a g e .  The b o t t l e s  had,  on t h e i r  f a c e ,  t h e  p i c t u r e  o f  a v e r y  

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

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

h a v e  a money b a c k  o f f e r  p e r s o n a l l y  g u a r a n t e e d  back  b y  K o n r a d  

A d l e r  h i m s e l f .  The money was r o l l i n g  i n ,  b u t  we t o o k  a c t i o n  

a g a i n s t  t h e  p r o d u c t .  We f i r s t  g o t  an  i n j u n c t i o n  and  w i t h  t h e  

a i d  o f  t h e  P o s t  O f f i c e  D e p a r t m e n t  h e l d  up a  l o t  o f  t h e  money 

b e f o r e  o r d e r s  c o u l d  go  o u t ,  and  t h e n  we w e n t  t o  t r i a l  on  a 

p e r m a n e n t  s e i z u r e  c a s e  b e c a u s e  t h e  t a b l e t s  had come i n  f r o m  

o u t  o f  t h e  s t a t e .  D u r i n g  t h e  c o u r s e  o f  t h e  t r i a l  we h a d  a l o t  

o f  e x p e r t  t e s t i m o n y  on t h e  l i m i t a t i o n s ,  and u s e f u l n e s s  o f  

v i t a m i n  8-1. 

B u t  t h e  m o s t  i n t e r e s t i n g  f a c e t  o f  t h e  c a s e  and one  w h i c h  

o n c e  a g a i n  was a  t u r n i n g  p o i n t .  We w e r e  v e r y  c u r i o u s  as  t o  

who K o n r a d  A d l e r  was and  we a s c e r t a i n e d  t h r o u g h  t h e  p r i n t e r  o f  

t h e  l a b e l s  t h a t  t h e y  h a d  s e n t  o u t  t o  H o l l y w o o d  and  p u r c h a s e d  a 

s t o c k  p h o t o g r a p h .  F r a n k  M c K i n l a y ,  a v e r y  r e s o u r c e f u l  i n s p e c t -

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

o r i g i n a l  p h o t o g r a p h .  I t  t u r n e d  o u t  t o  be a b i t  p l a y e r  i n  

H o l l y w o o d  who, a l o n g  w i t h  o t h e r s  w i t h  d i s t i n g u i s h e d  a p p e a r -  

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



i n d i v i d u a l  had a p p e a r e d  d u r i n g  r e c e n t  weeks, on  a T.V. l a t e  

show p r o t r a y i n g  t h e  p a r t  o f  a j u d g e .  By c o i n c i d e n c e  he  d i e d  

t h e  week b e f o r e  we were  p r e s e n t i n g  o u r  case '  f o r  t r i a l .  F r a n k  

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

i n c e n s e d .  When t h e  d e f e n s e  t o o k  t h e  s t a n d  t h e  j u d g e  a s k e d  i f  

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

wood a c t o r  who p o r t r a y e d  t h e  p a r t  o f  j u d g e s  on t e l e v i s i o n ?  

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

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

m i s r e p r e s e n t a t i o n .  We b r o u o h t  c r i m i n a l  a c t i o n  and  e v e n  g o t  

some j a i l  s e n t e n c e s  w h i c h  w e r e  s u s p e n d e d .  The i n d i v i d u a l  who 

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

u a l ,  a c o n  man. F o l l o w i n g  o u r  s u c c e s s f u l  a c t i o n  a g a i n s t  t h i s  

and some e a r l i e r  e f f o r t s  i n  w h i c h  h e  h a d  been  m a r k e t i n g  m e t h y l  

t e s t o s t e r o n e  f o r  t h e  same p u r p o s e ,  h e  had t u r n e d  t o  t h i s  i n -

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

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

g i t i m a t e  o p e r a t i o n s  f o u n d e d  and s t a r t e d  a wax museum a d j a c e n t  

t o  t h e  n e w l y  opened  D i s n e y l a n d .  And r e p o r t s  we h e a r d  w e r e  

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

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

l e g i t i m a t e  showmansh ip .  

FLL:  Do y o u  remember h i s  name? 

I B B :  I b e l i e v e  h i s  name was P a r k i n s o n .  

FLL:  I remember  some P a r k i n s o n  c a s e s  e a r l i e r .  



I B B :  Yes, E l - 0 - P a t h i c  P h a r m a c y  c a s e ,  among o t h e r s .  

F L L :  T h a t ' s  a n o t h e r  p r e c e d e n t  c a s e .  

I B B :  W o r k i n g  w i t h  D r .  W e i l e r s t e i n  and A r t h u r  D i c k e r m a n  was a 

t r u l y  e x h i l i r a t i n g  e x p e r  i e n c e .  A l t h o u g h  n o t  r e q u i r e d  t o ,  t h e y  

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

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

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

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

t i s e  and t h e  l e g a l  e x p e r t i s e .  I c a n  remember  a l s o  t h a t  when 

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

n o t h i n g .  We m i g h t  w o r k  a l l  d a y  and a l l  n i g h t .  

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

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

D r .  W e i l e r s t e i n  c o u l d  h a v e  t r i e d  a n y  Food a n d  D r u g  i n  c o u r t .  

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

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

h i m s e l f  u s e d .  I t h i n k  i t ' s  t h e  same k i n d  o f  s k i l l s  t h a t  a r e  

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

knows  w h a t  i d e a s  h e  w a n t s  t o  c o n v e y  and h i s  w r i t e r s  h a v e  t o  

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

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

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

a t t o r n e y  i s  n o t  s u p p o s e d  t o  d r a f t  them f o r  t h e  j u d g e ,  A r t h u r  

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

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



One c a s e ,  I r e c a l l  r a t h e r  v i v i d l y  o f  A r t h u r ' s ,  i n v o l v e d  

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

i n  t h e  t r i a l  c o u r t ,  a t  t h e  D i s t r i c t  C o u r t  l G v e l ,  w h i c h  A r t h u r  

h a d  s t r o n g l y  recommended b e  a p p e a l e d .  And f o r  r e a s o n s  b e y o n d  

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

n o t  t o  a p p e a l  t h e  c a s e .  A r t h u r  knew t h a t  i t  was b a d  l a w ,  and 

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

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

much more  d i f f i c u l t  c a s e  b e c a u s e  i t  was a c r i m i n a l  r a t h e r  t h a n  

a c i v i l  c a s e ,  as  t h e  o r i g i n a l  one  h a d  been .  He s u c c e e d e d  i n  

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

e f f e c t  c o r r e c t e d  and  c u r e d  t h e  a g e n c y ' s  f a i l u r e  many y e a r s  b e -

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

due t o l e r a n c e s .  

FLL :  I t h i n k  t h a t  was t h e  B o d i n e  P r o d u c e  c a s e  i n  A r i z o n a .  I 

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

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

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

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

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

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

p u t  i n  t h e  j u d g e ' s  d e c i s i o n  t h a t  s a i d  f l a t l y  t h a t  o n c e  a s t a n -

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

i t  c o u l d  n o t  be  a t t a c k e d  i n  t h e  D i s t r i c t  C o u r t .  

I B B :  Yes, t h a t  i s s u e  was d e a l t  w i t h i n  i n  t h e  op i n i o n ,  i n  t h e  

B o d i n e  case .  



F L L :  Yes, v e r y  c l e a r l y .  

I B B :  A n d  c l e a r l y  p u t  i t  t o  r e s t .  

F L L :  I remember one t h i n g  abou t  W e i l e r s t e i h ,  t o o ,  t h a t  a lways  

amazed me. No m a t t e r  what k ind  of med ica l  t e s t i m o n y  you need-

ed he a lways  seemed t o  be a b l e ,  i n  j u s t  a  m a t t e r  of h o u r s ,  t o  

f i n d  t h e  p r o p e r  med ica l  w i t n e s s .  

I B B :  Well ,  he m a i n t a i n e d  c o n t a c t  between t r i a l s  wi th  t h e s e  

i n d i v i d u a l s ,  k e p t  i n  t o u c h  w i t h  them and was v e r y  s u c c e s s f u l  

i n  g e t t i n g  them t o  l e a v e  t h e i r  p r a c t i c e  f o r  an a p p e a r a n c e  i n  

c o u r t  which p r o c e e d i n g s  somet imes  were  of a v e r y  u n c e r t a i n  

n a t u r e  due t o  t h e  method i n  which t h e  c o u r t s  a c t e d .  A n d ,  o 

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

U.S .  A t t o r n e y ' s  o f f i c e ,  t o  g e t  t h e s e  med ica l  w i t n e s s e s  p u t  

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

knew t h a t  e v e r y  e f f o r t  would be made t o  accommodate t h e i r  t i m -

i n g  problems .  

F L L :  The r e a l l y  amazing t h i n g  t o  me was t h e y  d i d  t h i s  

t h r o u g h o u t  t h e  e n t i r e  Western D i s t r i c t ,  t h e  e l e v e n  w e s t e r n  

s t a t e s .  They k n e w  eve rybody  t h a t  t h e y  needed t o  know and t h e y  

were  t o t a l l y  t r u s t e d ,  I t h i n k ,  A r t h u r  by t h e  U.S.  A t t o r n e y ' s  

and Ralph by t h e  med ica l  p r o f e s s i o n .  

I B B :  Another  of t h e  a c t i v i t i e s  we had i n  t h o s e  d a y s ,  we d i d  a 

l o t  of work on o v e r - t h e - c o u n t e r  c a s e s  and a l o t  of them i n -

v o l v i n g  t h e  i l l e g a l  r e f i l l i n g  of p r e s c r i p t i o n s .  We had t o  

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



o f  E n i w e t o k  t h e r e  h a d  been  some r a d i o a c t i v e  f a l l o u t  on  f i s h e r -

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

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

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

we w o u l d  h a v e  t o  do b e t t e r  t h a n  t h a t .  

The m i l i t a r y  made a v a i l a b l e  t o  u s  a d e t a c h m e n t  o f  2 1  men 

a n d  an o f f i c e r  f r o m  t h e  M e r c u r y  t e s t  s i t e .  S i n c e  t h e  o p e r a -

t i o n  was somewhat c l a n d e s t i n e  and  much o f  i t  was c l a s s i f i e d ,  

i t  was d e s i r a b l e  t h a t  t h e  p u b l i c  be  k e p t  unaware .  These  men 

w e r e  b r o u g h t  i n ,  p u t  u n d e r  my command, o u t f i t t e d  w i t h  f o o d  and  

d r u g  c o v e r a l l s  and d i s p e r s e d .  T h e  c a n n e r i e s ,  o f  c o u r s e ,  h a d  

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

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

f i s h  come i n  a n d  p a s s e d  t h r o u g h  and  o n  down i n t o  t h e  b u t c h e r -

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

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

m i n e d  l e v e l .  I n  a d d i t i o n  t o  t h a t ,  a t  t h e  s m a l l e r  and o t h e r  

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

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

p e o p l e  knew wha t  was r e a l l y  g o i n g  on .  T h i s  was j u s t  a n o t h e r  

r o u t i n e  Food and D r u g  c h e c k  as f a r  as m o s t  o f  them w e r e  c o n -

c e r n e d .  The i n t e r e s t i n g  t h i n g  was we f o u n d  one  " h o t "  f i s h  and  

o n e  b o r d e r l i n e  f i s h .  The  h o t  f i s h  was p a c k e d  i n  d r y  i c e  and  

s h i p p e d  b a c k  t o  W a s h i n g t o n  and  e x p e r i m e n t a l  p a c k s  w e r e  p u t  up 

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



I B B :  I n  P h i l a d e l p h i a ,  s h o r t l y  a f t e r  I h a d  r e p o r t e d  t h e r e ,  we 

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

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

t i o n  t o  t h e  s o - c a l l e d  e t h i c a l  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 n d  

I s t i l l  d o n ' t  know w h a t  t h a t  t e r m  means,  s i n c e  we h a d  c o n s i d -  

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

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

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

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

T h e r e  a r e  a  l o t  o f  d i f f e r i n g  v i e w p o i n t s  o n  I . D . I . P . ,  t h e  

I n t e n s i f i e d  D r u g  I n s p e c t o n  P r o g r a m .  N o t  e v e r y o n e  was i n  f a v o r  

o f  c o n d u c t i n g  i t .  And when  i t  was d e c i d e d  t h a t  vie w o u l d  d o  

i t ,  n o t  e v e r y o n e  h a d  t h e  same i d e a  as t o  w h a t  we s h o u l d  do  a n d  

how we s h o u l d  d o  i t .  T h e r e  was h o w e v e r  o n e  d e c i s i o n  made a t  a 

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

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

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

g u i d e l i n e s .  

A t  P h i l a d e l p h i a  we t o o k  t h e m  a t  t h e i r  w o r d  a n d  d e c i d e d  

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

M a n y  o f  t h e  f i e l d  o f f i c e s  f e l t  as  we d i d ,  t h a t  q u a l i f i e d  

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

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

t h e i r  a c t i v i t i e s .  F o r  e x a m p l e ,  m i c r o b i o l o g i s t s  h e l p i n g  t o  

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



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

t o w a r d s  q u a l i t y  a s s u r a n c e .  A t  P h i l a d e l p h i a  we had some u s e f u l  

e x p e r i e n c e  w i t h  t h i s  c o n c e p t .  We had gone i h r o u g h  a v e r y  t i m e  

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

a g a i n s t  P h i l a d e l p h i a  L a b o r a t o r i e s .  We had o b t a i n e d  an i n j u n c -

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

Good M a n u f a c t u r i n g  P r a c t i c e s  R e g u l a t i o n s .  T h e y  p r o d u c e d  many 

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

i n v e n t o r y ,  as w e l l  as some s u p p l i e s  t h a t  had been s h i p p e d .  We 

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

t r Y i n g  t o  d e c i d e ,  a f t e r  we g o t  t h e m  t o  make t h e  i n - p l a n t  c o r -

r e c t i o n s ,  w h a t  t o  do  w i t h  a l l  o f  t h e  l o t s  t h a t  were  i n  s t o r -  

age.  The f r m  s u g g e s t e d  t h a t  i n  e f f e c t  we s t a t i o n  an  i n s p e c -

t o r  i n  t h e  p l a n t  as  a r e s i d e n t  i n s p e c t o r ,  and  p r o v i d e  h i m  

w i t h  an o f f  ce .  T h e y  made t h i s  r e q u e s t  d i r e c t l y  t o  t h e  Com-

m i s s i o n e r  w o p i c k e d  up t h e  phone  and  s a i d ,  "Why n o t ? "  and  

s a i d ,  " W e l l  i f  you  f e e l  t h a t  way, why n o t . ' '  

FLL :  T h i s  was D r .  G o d d a r d ?  

I B B :  Yes, t h i s  was D r .  Goddard .  And we h a d  a v e r y  h i g h l y  

q u a l i f i e d  i n d i v i d u a 1, J o e  P h i l l i p s .  S i n c e  he  was w o r k i n g  on  

t h i s  anyway,  h e  went t o  w o r k  i n  t h e  p l a n t  and we r e v i e w e d  t h e  

c o m p l e t e  h i s t o r  Y  of  e v e r y  b a t c h  and  we d e c i d e d  w h a t  c o u l d  

p o s s i b l y  be  c l e a r e d  i f  any  o f  t h e  work  were  d u p l i c a t e d ,  done 

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

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

I 



some v a r i a b l e s  and t h e s e  l o t s  c o u l d  be  c l e a r e d .  A n o t h e r  t h i n g  

t h a t  we h a d  t o  i n f o r m  t h e m  o f  was t h e  c o s t  o f  t h e  r e c h e c k i n g .  

U n d e r  t h e  d e c r e e ,  o f  c o u r s e ,  we w e r e  r e i m b u t s e d  f o r  e v @ r y  h o u r  

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

f e c t ,  wha t  any good management c o n s u l t a n t  f i r m  does ,  n a m e l y  

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

t h i n g  t h a t  had t o  be done, t h e y  c a l c u l a t e d  wha t  i t  w o u l d  c o s t  

t hem t o  do i t  and we c a l c u l a t e d  w h a t  i t  w o u l d  c o s t  us t o  a u d i t  

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

e d  w h e t h e r  i t  was m a r k e t a b l e ,  s a l v a g a b l e  f r o m  a s t r i c t l y  f i -

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

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

w e r e  p u t  t h r o u g h  t h i s  p r o c e s s  and we g r a d u a l l y  w o r k e d  t h r o u g h  

i t .  

We a l s o  p o i n t e d  o u t  t o  t h e  f i r m s  t h a t  t h e r e  were  many 

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

g o t  i n t o  t h e  mess, how t h e y  c o u l d  o f  headed  t h i s  o f f .  D u r i n g  

t h e s e  d i s c u s s i o n s ,  we p o i n t e d  o u t  a l l  o f  t h e s e  t h i n g s .  What 

t h e  c o n s e q u e n c e s  a r e  i f  y o u  do s o m e t h i n g  w r o n g  f i n a n c i a l l y ,  as  

w e l l  as l e g a l l y ,  and  w h a t  i t  c o s t s  t o  do s o m e t h i n g  r i g h t .  And 

we had i n  t h a t  e x p e r i e n c e ,  e v o l v e d  some p r e t t y  good  g e n e r a l  

p r i n c i p l e s .  Oh, i n c i d e n t i a l l y  t h e  f i r m ,  e v e r y  F r i d a y  a f t e r -  

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

t h e  f i r m  i m m e d i a t e l y  o r  t o  go f o r  a n o t h e r  week. T h e y  t o o k  a l l  

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



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

h a d  t w o  p r o d u c t s  t h a t  h a d  NDA's and  w e r e  t r a d e m a r k e d  p r o d u c t s  

t h a t  w e r e  m a r k e t a b l e .  T h e y  f i n a l l y  t o o k  and s o l d  t h o s e  as 

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

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

W e l l ,  when we w e n t  i n t o  t h i s  i n t e n s i f i e d  d r u g  i n s p e c t i o n ,  

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

was t o  s i t  down w i t h  t o p  management and  t e l l  t hem w h a t  we w e r e  

g o i n g  t o  do.  L e t  them p e r f o r m  i n  t h e  b e s t  way t h e y  c o u l d  and 

t h e n  o b s e r v e  them t o  s e e  i f  t h e y  c o u l d  mee t  t h e  r e q u i r e m e n t s  

o f  t h e  GMP's. We w e n t  b e y o n d  t h a t  and we s u g g e s t e d  t o  t h e  

f i r m s ,  e v e r y  one  o f  them, t h a t  t h e y  d r a w  up some s t a n d a r d  

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

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

t h e r e  w o u l d  be, wha t  t h e i r  own i n t e r n a l  s t a n d a r d s  w e r e  t o  t o  

t a k e  c a r e  o f  t h e s e  m a t t e r s ,  how t h e y  w o u l d  d e a l  w i t h  e x p e c t e d  

e m e r g e n c i e s  and s h o r t c o m i n g s ,  how t h e y  w o u l d  b a c k  them u p ,  and  

how t h e y  w o u l d  go a b o u t  m e e t i n g  t h e  GMP r e q u i r e m e n t s .  We t h e n  

o f f e r e d  t o  r e v i e w  t h e  m a t e r i a l  t h e y  d r a f t e d  and o f f e r e d  con -

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

w o r k  i n  m e e t i n g  t h e i r  p r o b l e m s .  

W e l l ,  o f  c o u r s e ,  some o f  t h e  l a r g e r  f i r m s  do h a v e  o p e r a t -  

i n g  p r o c e d u r e s ,  t h a t  go p a r t  way a l o n g  t h e s e  l i n e s .  B u t  wha t  

we d i d  was p o s e  c e r t a i n  q u e s t i o n s  t o  them. S u p p o s i n g  d u r i n g  

t h e  c o u r s e  o f  an  a c t i v i t y  one o f  y o u r  a u d i t  u n i t s  o r  l a b o r a -



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

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

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

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

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

t h a t  we made d u r i n g  t h e  c o u r s e  o f  o u r  I . D . I . P .  i n s p e c t i o n s .  

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

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

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

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

t a m i n a t i o n .  B u t  t h e n  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  t h e y  

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

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

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

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

b a t c h e s  w e r e  p r o d u c e d  a n d  h a d  t o  b e  d e s t r o y e d .  T h e s e  a r e  t h e  

k i n d  o f  u n e x p e c t e d  o c c u r r e n c e s ,  o u t s i d e  s e r v i c e  p e o p l e  come 

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

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

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

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

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

a g a i n .  

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

k i n d s  o f  t h i n g s ,  t h e  k i n d s  o f  s i t u a t i o n s  t h a t  c a n  a n d  d o  



o c c u r ,  pe rhaps  no t  ve ry  o f t e n .  Mos t ly  who had t h e  r e spon  

s i b i l i t y  f o r  do ing  c e r t a i n  k i n d s  of t h i n g s  and w h a t  would 

happen i f  h e ' s  n o t  t h e r e  o r  i f  t h e r e  i s  some change .  During 

t h e  c o u r s e  of ou r  a c t i v i t i e s ,  a t  l e a s t  5 0 %  of t h e  f i r m s  took  

us  u p  on our  o f f e r  and drew u p  some e l a b o r a t e  d e t a i l e d  pro-

c e d u r e s  f o r  t h e i r  p e o p l e .  And even the  b a l a n c e  of them made 

some improvements in  t h e i r  ex i s t i n g  i n s t r u c t i o n s .  

In  P h i l a d e l p h i a  p r o b a b l y  t h e  most s u c c e s s f u l  p a r t  of o u r  

I .D . I .P .  program, 8 f i r m s  f o l  lowing our i n t e n s i v e  i n s p e c t  i on  

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

s i m p l y  a s  d i s t r i b u t o r s  of p r o d u c t s  made by o t h e r  f i r m s ,  who 

cou ld  then  b e a r  t h e  r e s p o n s i b i l i t y  of mee t ing  t h e  m a n u f a c t u r -  

i n g  r e q u i r e m e n t s .  A number of t h e  f i r m s  made some ve ry  s i g -

n i f i c a n t  and c o n s t r u c t i v e  changes .  We d i d  f i n d ,  by r e m a i n i n g  

i n  t h e  p l a n t  f o r  p r o t r a c t e d  p e r i o d s  of t i m e ,  t h a t  we were a b l e  

t o  d e t e c t  t h e  k ind  of t h i n g s  t h a t  you a r e  n o t  l i k e l y  t o  s e e  

d u r i n g  t h e  l i m i t e d  i n s p e c t i o n  t h a t  we u s u a l l y  make. I t h i n k  

t h i s  t e l e p h o n e  man wa lk ing  t h r o u g h  t h e  sys t em was one of 

t h o s e .  We had been i n  t h e  p l a n t  on and o f f  f o r  a p e r i o d  of 3 

months b e f o r e  t h i s  o c u r r e d  and were n o t  aware t h a t  t h e  f i r m . . .  

t h i s  was one of t h e  l a r g e s t  m a n u f a c t u r e r s  i n  t h e  c o u n t r y .  .. 
t h a t  t h e y  d i d  have some k i n d  of v u l n e r a b i l i t y .  

Another  a s p e c t  of t h e  problems on t h e  q u a l i t y  a s s u r a n c e  

of d r u g s :  t h e  Good M a n u f a c t u r i n g  P r a c t i c e s  had a l o t  of l a n g -

uage t h a t  was open t o  i n t e r p r e t a t i o n .  A n d  one of t h e  s e r i o u s  



p r o b l e m s  t h a t  we h a d  was t o  a g r e e  i n  advance  how s e r i o u s  an 

i n f r a c t i o n  h a d  t o  be,  o r  how many m o d e r a t e  t o  s e r i o u s  i n f r a c -

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

FLL :  Y o u ' r e  s p e a k i n g  o f  a. . .  

106 :  G u i d e l i n e s  f o r  e n f o r c e m e n t  o f  t h e  GMP's. 

FLL:  These  a r e  t h e  r e g u l a t i o n s  t h a t  r e s u l t e d  f r o m  t h e  1 9 6 2  

K e f a u v e r - H a r r i s  Amendments. 

100:  T h a t ' s  r i g h t .  T h a t  i s  w r i t t e n  i n  t h e  s t a t u t e .  The  

f a i l u r e  t o  m a n u f a c t u r e  d r u g s  u n d e r  c o n d i t i o n s  o f  good  rnanufac-  

t u r i n g  p r a c t i c e ,  l e g a l l y  d e f i n e d  t h e  d r u g  as  adu 1  t e r a t e d  

H a v i n g  gone t h r o u g h  t h e  d r a w n  o u t  a d m i n i s t r a t i v e  p r o c e s s  0f 

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

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

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

t e r s  and  t h e  f i e l d  as  t o  how t h i s  s h o u l d  be  done.  

I s e r v e d  f o r  a  t i m e ,  o n  a  c o m m i t t e e ,  and we s p e n t  many 

m o n t h s  d r a w i n g  up a s y s t e m  t h a t  was b a s e d  on e x a m p l e s  o f  w h a t  

c o n s t i t u t e d  s i g n i f i c a n t  d e v i a t i o n s .  One o f  t h e  f i r s t  a r g u -

m e n t s  t h a t  came up, was a b o u t ,  " I s  a n y t h i n g  an i n s i g n i f i c a n t  

d e v i a t i o n ? " ,  and we were  o f  t h e  o p i n i o n  t h a t  i s  n o t  t r u e .  I f  

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

amended b e c a u s e  i t  was o n l y  s u p p o s e d  t o  i n c l u d e  b y  i t s  d e f i -  

n i t i o n  t h o s e  m a t t e r s  w h i c h  a r e  o f  s i g n i f i c a n c e .  I t ' s  v e r y  

h a r d ,  y o u  know, s t a n d i n g  o f f  and l o o k i n g  a t  t h i s ,  t o  d r a w  up 

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



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

e v e n  one man o p e r a t i o n s ,  p r o d u c i n g  p r e s c r i p t i o n  d r u g s .  I 

t h i n k  t h a t  has  p r e t t y  much d i s a p p e a r e d ,  s i n t e  we h a v e  t h i s  

r e q u i r e m e n t  f o r  d o u b l e  c h e c k i n g .  B u t  t h e  c o s t s  o f  i n s t i t u t i n g  

s y s t e m s ,  t h a t  r e a l l y  mee t  t h e  GMP r e g u l a t i o n s ,  r e a l  l y  r u l e s  

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

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

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

T h i s  was t h e  b a s i s  f o r  t h e s e  8 f i r m s  i n  t h e  P h i l a d e l p h i a  a r e a  

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

s c a l e  was n o t  l a r g e  enough  t o  mee t  t h i s  r e q u i r e m e n t .  

We had p e o p l e  f r o m  h e a d q u a r t e r s ,  m y s e l f ,  f r o m  t h e  f i e l d ,  

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

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

o n c e  t h a t  w o u l d  be  a  b a s i s ,  i n  t e r m s  on t h e  e F f e c t  o f  t h e  

n a t i o n ' s  h e a l t h .  We d i d  d r a f t  s o m e t h i n g  and  i t  was a d o p t e d  a t  

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

y e a r s  we c h a n g e d  G e n e r a l  C o u n s e l s .  And i t  w o u l d  seem e v e r y  

new G e n e r a l  C o u n s e l  e x p r e s s e s  some d i s s a t i s f a c t i o n  o v e r  

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

We d i d  some o t h e r  t h i n g s  i n  q u a l i t y  a s s u r a n c e  i n  d r u g s ,  

i n  P h i l a d e l p h i a ,  i n  t h o s e  d a y s .  One o f  o u r  C o m m i s s i o n e r s  h a d  

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

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

a p p r o v e d  t h e  p o s i t i o n  t h a t  t h e r e  s h o u l d  n o t  be  more  t h a n  1% 



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

w i t h o u t  a r g u i n g  t h e  v a l i d i t y  o f  t h a t  1% f i g u r e ,  i t  seems t h a t  

t h e r e a f t e r ,  t h e  P h i l a d e l p h i a  D i s t r i c t  was t h e  o n l y  D i s t r i c t  

t h a t ,  i n  good  f a i t h ,  a t t e m p t e d  t o  f i n d  o u t  wha t  t h e  d e f e c t  

r a t e  was and how t o  go a b o u t  c h a n g i n g  i t .  Our f i r s t  s t e p  was 

t o  c o n v i n c e  t h e  c o m m i s s i o n e r  t h a t  when he  s a i d  1% i t  was i n  

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

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

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

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

o t h e r  d i s t r i c t  had done i n  t e r m s  o f  any  o f  o u r  p r o d u c t s  t h a t  

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

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

t h r o u g h  h e a d q u a r t e r s  samp 1ing.  

A t  t h e  b e g i n n i n g  o f  t h e  I . D . I . P .  P r o g r a m  we d e t e r m i n e d  

t h a t ,  i n  t h e  P h i l a d e l p h i a  D i s t r i c t ,  t h e r e  was a b o u t  a 2 .6% o f  

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

a n o t h e r .  Some o f  t h e  r e a s o n s  w e r e  m o r e  s e r i o u s  t h a n  o t h e r s .  

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

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

t r a c k .  W e  had r e d u c e d  t h e  number o f  d e f e c t i v e  b a t c h e s  by 4 5 %  

t h r o u g h  o u r  I . D . I . P .  a c t i v i t i e s .  

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

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

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



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

h e a v y  d r a i n  on  o u r  p e r s o n n e l .  On t h e  o t h e r  hand ,  I d o n ' t  

t h i n k  t h e y  e v e r  knew wha t  t h e  t r u e  b e n e f i t s ' o f  t h e  p r o g r a m  

were  b e c a u s e  i t  s h o u l d  h a v e  h a d  a  more  e x t e n s i v e  c o s t - b e n e f i t  

a n a l y s i s  when i t  was t h r o u g h .  

We d i d  one o t h e r  t h i n g  i n  P h i l a d e l p h i a ,  t h a t  was u n i q u e ,  

t h r o u g h o u t  t h e  c o u n t r y .  Some y e a r s  b e f o r e  we had . . .i n  more  

r e c e n t  y e a r s  we h a v e  t a k e n  on t h e  e x a m i n a t i o n  o f  d r u g s  f o r  t h e  

m i l i t a r y  and  we h a v e  s e t  up  a p r o f i l e  s y s t e m  w h e r e b y  we c o l -

l e c t  e x t e n s i v e  d a t a  on e v e r y  f i r m  and  i t  i s  u s e d  as a p r o f i l 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 y  a r e  a c c e p t a b l e  b i d d e r s  i n  

g o v e r n m e n t  p r o c u r e m e n t .  

A t  an e a r l i e r  d a t e ,  t o g e t h e r  w i  t h  L e s  M c M i l l i n ,  a t  t h e  

r e q u e s t  o f  t h e  D e p u t y  C o m m i s s i o n e r  I h a d  d e v e l o p e d  a p r o g r a m  

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

was l i t e r a l l y  t h e  f o r e - r u n n e r  o f  t h i s l a t e r  e f f o r t  t h a t  we 

made. One o f  t h e  q u e s t i o n s  t h a t  I h a d  r a i s e d  was t h a t  a n y t i m e  

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

w e r e  g o i n g  t o  do i t  i n  a  m e a n i n g f u l  q u a n t i t a t i v e  f a s h i o n ,  and 

a s s i g n  r a t i n g s  o f  a n y  k i n d ,  t h a t  we h a d  b e t t e r  b e  s u r e  t h a t  we 

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

t h e  d r u g  i n s p e c t i o n s .  T h i s  was i m p l i c i t  i n  t h e  1 .D. I .P  p r o -

gram, t o o .  I was s u c c e s s f u l  i n  p e r s u a d i n g  C o m m i s s i o n e r  L e y ,  

a l t h o u g h  I h a d  s t a r t e d  i t  e a r l i e r  w i t h  C o m m i s s i o n e r  Goddard ,  

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



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

i n  t h e  b u s i n e s s  w o r l d  t h e y  h a d  t h e  M a s t e r s  o f  B u s i n e s s  Admin -

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

h e a l t h  f i e l d  t h e y  h a d  t h e  M a s t e r  o f  P u b l i c  H e a l t h  d e g r e e  p r o -  

gram. The a g e n c y  s h o u l d  h a v e  a M a s t e r s  i n  D r u g  Q u a l i t y  A s s u r -  

ance P r o g r a m .  Our own t r a i n i n g  p e o p l e  h a d  e v a l u a t e d  t h i s  

r e q u e s t  and d e c i d e d  t h a t  i t  j u s t  c o u l d n ' t  be  done.  However ,  

we h a d  a t  P h i l a d e l p h i a  D i s t r i c t  a v e r y  c o m p e t e n t  s c i e n c e  ad -

v i s o r ,  D r .  M u r r a y  Tucke rman ,  f r o m  T e m p l e  U n i v e r s i t y .  I 

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

" S u r e  we a r e  a l r e a d y  d o i n g  i t  f o r  t h e  E n v i r o n m e n t a l  H e a l t h  

P e o p l e . "  A f t e r  I h a d  o u t l i n e d  w h a t  we h a d  i n  m i n d ,  he  p u t  

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

t h e  S c h o o l s  o f  Pharmacy  a n d  M e d i c i n e ,  B u s i n e s s  and  M a t h e m a t -  

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

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

d r u g s .  

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

a n d  we a l l o w e d  an i n d u s t r y  a p p l i c a n t  a l s o  t o  t a k e  t h e  c o u r s e .  

I t  was t u r n e d  down o r i g i n a l l y  on  t h e  b a s i s  t h a t  we w o u l d  h a v e  

an i n s u f f i c i e n t  number o f  q u a l i f i e d  p e o p l e  t o  e n t e r  t h e  Mas- 

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

whom w e r e  r e a d y  t o  go. Two p e o p l e  c o m p l e t e d  t h i s  y e a r - l o n g  

c o u r s e .  One o f  t h e m  w e n t  o n  and  was t r a n s f e r r e d  t o  h e a d q u a r -

t e r s ,  a t  t h e  EDRO ( E x e c u t i v e  D i r e c t o r  o f  R e g i o n a l  O p e r a t i o n s )  



o f f i c e ,  and s e t  up a  q u a l i t y  a s s u r a n c e  u n i t  w i t h i n  E D R O  t h a t  


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


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


c o u r s e s ,  b u t  h a d  t h e y  d o n e  t h i s  I t h i n k  we w o u l d  h a v e  been  


b e t t e r  q u a l i f i e d  t o  c o n t i n u e .  I t h i n k  i f  we w o u l d  h a v e  a t  


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


s i g n i f i c a n t  d r u g  m a n u f a c t u r i n g ,  I t h i n k  we w o u l d  have  had some 


s i g n i f i c a n t l y  b e t t e r  p e r f o r m a n c e  and much more  r e l i a b l e  p r o - 


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


FLL :  T h a t  was C a l  L o u c k s ?  


I B B :  C a l  L o u c k s ,  y e s .  He h o l d s .  . . h e ' s  one o f  t h r e e  p e o p l e  i n  


t h e  w o r l d  t h a t  h a s  a M a s t e r s  i n  P h a r m a c e u t i c a l  Q u a l i t y  A s s u r -  


ance .  


F L L :  The u n i v e r s i t y  d i d  n o t  c o n t i n u e  t h e  p r o g r a m ?  


I B B :  No, n o t  on t h e i r  own. 


FLL:  N o t  o n  t h e i r  own. 


I B B :  I n  e v a l u a t i n g  t h e  s u c c e s s  o f  t h e  I . D . I . P .  P r o g r a m ,  we 


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


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


t h e  p a t i e n t  consumes,  n o t  t h e  good i n t e n t i o n s  o r  t h e  b a d  i n -  


t e n t i o n s  o f  t h e  f i r m .  F i r m s  w i t h  p o o r  i n t e n t i o n s  can  some-


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


A v e r y  i n t e r e s t i n g  s i d e - l i g h t  on a l l  o f  t h i s :  i n  o u r  

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

w e r e  somewhat  more  open t h a n  t h e y  were  i n  o t h e r  a r e a s .  We had 



a l w a y s  t r i e d  t o  s e l l  t hem on t h e  i d e a  t h a t  a d h e r a n c e  t o  t h e  

Food  and  D r u g  r e q u i r e m e n t s  w e r e  j u s t  p l a i n  good  b u s i n e s s  f o r  

t h e  f i r m .  I know t h a t  a l l  o f  t h e  m a j o r  Q u a l i t y  A s s u r a n c e  

D i r e c t o r s ,  some o f  whom a r e  v i c e  p r e s i d e n t s  i n  some o f  t h e  

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

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

l e a r n e d  i n  o u r  d i s c u s s i o n s  f r o m  them.  I a l s o  l e a r n e d  i n  o u r  

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

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

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

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

I t  was v e r y  i n t e r e s t i n g  t h a t  d u r i n g  t h e  same p e r i o d  o f  

t i m e ,  t h e  m a j o r  d r u g  f i r m s  i n  t h e  D e l a w a r e  V a l l e y  l e d  t h e  

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

A t  t h a t  t i m e  t h e  d r u g  i n d u s t r y  was one o f  t h e  h i g h e s t  p r o f i t  

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

t h o s e  i n  t h e  D e l a w a r e  a r e a  l e d  t h o s e  i n  New Y o r k  i n  t h e  o t h e r  

s i g n i f i c a n t  a r e a s .  And t h a t  was a t  a  t i m e  when we w e r e  d e v o t -

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

And I t h i n k  t h e y  w e r e  aware  o f  i t ,  a t  t h e  t i m e .  I t  w o u l d  b e  

i n t e r e s t i n g  t o  g e t  t h e  comments o f  some y e a r s  l a t e r ,  now. 

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

i n g  o u r  m e e t i n g s  w i t h  t h e  f i r m  t h e r e  w e r e  many o t h e r  m e e t i n g s  

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

them, f r a n k l y ,  we w e r e  o u t  t o  o b s e r v e  them a t  t h e i r  b e s t  and 

I 



we e n c o u r a g e d  them t o  do t h e i r  b e s t  and t o  t r y  t o  remember 

b e c a u s e  s o o n e r  o r  l a t e r  we knew t h e  p r o g r a m  w o u l d  end ,  and t o  

t r y  t o  a d h e r e  t o  i t .  We t h o u g h t  i t  made gobd s e n s e  t o  t h e  

company. We t h o u g h t  i t  was c h e a p e r  f o r  t h e m  t o  comp l y ,  t h a n  

t o  n o t  c o m p l y  and s u f f e r  t h e  c o n s e q u e n c e s  and I s t i l  1  b e l i e v e  

t h a t .  

Now, n a t i o n a l l y  I d o n ' t  know. I t h i n k ,  F r e d ,  y o u  and 

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

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

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

t h a t  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 i n g  i n d u s t r y  was o u r  m a j o r  

F D C  r e s p o n s i b i l i t y .  E a r l i e r  o n  we w e r e  s t i l l  a c t i v e l y  e n g a g e d  

i n  O K d r u g  t h i n g s .  I t t o o k  a l o t  o f  t i m e ,  we h a d  some v e r y  

s e r i o u s  c a s e s  t h e r e .  E x a m i n i n g  a l l  o f  o u r  w o r k l o a d ,  t h i s  

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

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

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

w i t h  t - h e i r  s h o r t c o m i n g s  i n  p r o c e s s i n g .  

I t ' s  v e r y  h a r d  f o r  me t o  g i v e  a b e t t e r  e v a l u a t i o n  o f  t h e  

p r o g r a m .  I know i t  was a w o r t h w h i l e  p r o g r a m .  I know i n  p r i -  

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

r e l i e v e d  when t h e y  c o u l d  d i v e r t  t h e i r  manpower b a c k  o n t o  o t h e r  

p r o g r a m s .  I d i d  n o t  a g r e e  w i t h  many o f  them, i n  t h i s  r e g a r d ,  

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

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

I 



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

T h e r e  was an immense amount o f  r e p o r t i n g  t o  be  done  t o o .  

T i m e  c o n s u m i n g  e f f o r t s  i n  d o i n g  t h i s  work .  'We d i d  have  v e r y  

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

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

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

t h e i r  v i e w s ,  w h i c h  I t h i n k  i s  v e r y  i m p o r t a n t .  And t h e y  c o n -

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

p r o g r a m ,  we c a n ' t  deny  t h a t .  And I c o u l d  see i n  some d i s -

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

a d e q u a t e l y  e v a l u a t e d  b y  t h e  a g e n c y  when i t  was o v e r .  When i t  

came t i m e  t o  e v a l u a t e  i t ,  t h e r e  was r e a l l y  a new t e a m  a t  h e a d -

q u a r t e r s  and t h e y  w a n t e d  t o  sweep i t  away. We d i d  h a v e  o t h e r  

more  p r e s s i n g  med i c a l  d e v i c e  work  c o m i n g  up t h a t  was i m p o r t -

a n t ,  s o  I t h i n k  h i s t o r y  w i l l  h a v e  t o . . .  

FLL:  When d i d  we o f f i c i a l l y  s t o p  t h e  I . D . I . P .  P rog ram,  d o  y o u  

r e m e m b e r ?  

IBB:  I t  o n l y  r a n  f o r  a b o u t  a 2 y e a r  p e r i o d ,  i n c l u d i n g  a l l  o f  

t h e  p r e l i m i n a r y  i n s p e c t i o n s  t h a t  were  made. 

FLL : B u t  I t h i n k  i t  d i d ,  i f  n o t h i n g  e l s e ,  i t  p r o v i d e d  a  g r e a t  

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

who were  c o m i n g  up.  T h e y  h a d  an o p p o r t u n i t y  t o  work  n o t  o n l y  

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

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

p r o c e d u r e s .  



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

y o u  d o n ' t  wan t  t o  t a l k  a b o u t  y o u r  San F r a n c i s c o  e x p e r i e n c e  

b e c a u s e  i t  has been  s o  r e c e n t ,  n o  o p p o r t u n i t y  y e t  t o  p u t  i t  

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

One o f  t h e  t h i n g s  t h a t  w e ' v e  b e e n  d o i n g  i n  t h e s e  r e c o r d -  

i n g s ,  I r v ,  i s  t o  ask  e a c h  o f  t h e  p e r s o n s  we i n t e r v i e w e d  t o  

t a l k  a b o u t  i n d i v i d u a l s ,  C o m m i s s i o n e r s  and o t h e r s  who p l a y e d  

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

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

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

k i n d  o f  man e a c h  o f  t h e s e  c o m m i s s i o n e r s  was, wha t  h i s  p e r s o n -

a l i t y  was, how h e  managed t h e  agency ,  how h e  came a c r o s s  t o  

y o u  when y o u  knew h i m  and  a n y t h i n g  e l s e  t h a t  w o u l d  s h e d  l i g h t  

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

y o u  s t a r t  o f f  some o f  t h e  e a r l i e r  C o m m i s s i o n e r s  i n  y o u r  t i m e  

and  d e s c r i b e  t h e m ?  

I B B :  W e l l ,  t h e  f i r s t  C o m m i s s i o n e r  t h a t  I m e t  i n  p e r s o n  was 

D r .  Dunbar .  D r .  Dunbar  h a d  come o u t  t o  t h e  w e s t  c o a s t  and  I 

was C h i e f  I n s p e c t o r  i n  L o s  A n g e l e s ,  a t  t h e  t i m e .  D r .  D u n b a r  

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

am, and  I s t i l l  remember t h a t  he  h a d  a d d r e s s e d  t h e  g r o u p  and 

t h e n  h e  came o v e r  and  we m e t  p e r s o n a l l y .  He d r a p e d  h i s  a rm 

a r o u n d  my s h o u l d e r  and s a i d ,  "You know, one  t h i n g  I w a n t  y o u  

t o  remember .  You d o n ' t  h a v e  t o  b e  v e r y  t a l l  t o  become Com- 

m i s s i o n e r  o f  t h i s  agency . "  And I g u e s s  I ' v e  a l w a y s  l i k e d  h i m  



f o r  t h a t .  I d i d n ' t  h a v e  t o o  much t o  do w i t h  h i m  t h e r e a f t e r  

e x c e p t  t h r o u g h  c h a n n e l s .  

I d o  remember when M r .  C r a w f o r d  came ' t h r o u g h  on a s i m i -

l a r  v i s i t .  He was h e r e ,  i t  was I b e l i e v e  on  a F r i d a y ,  and was 

g o i n g  t o  be h e r e  o v e r  t h e  weekend and we had been  g e t t i n g  a 

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

c h l o r a m p h e n i c o l .  He was a r o u n d  w i t h  a g r o u p  o f  some o f  t h e  

d i s t r i c t ' s  l e a d e r s h i p  t h e r e .  He s u r p r i s e d  me a n d  I t h i n k  some 

o f  t h e  o t h e r s  by  o p e n l y  i n f o r m i n g  us  t h a t  t h e  f o l l o w i n g  Monday 

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

t h a t  h e ' d  b e  g i v i n g  m o r e  i n f o r m a t i o n  on  t h a t .  O f  c o u r s e  y o u  

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

v e r y  s e r i o u s  a d v e r s e  e f f e c t  on  t h e  p r i c e  o f  t h i s  f i r m ' s  s t o c k .  

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

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

t h a t  h e  t r u s t e d  e v e r y b o d y  i n  t h a t  r o o m  a n d  I t h i n k  h e  knew 

t h a t  we knew wha t  t h e s e  i m p l i c a t i o n s  were ,  and y e t  h e  was 

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

c o u r s e ,  w i t h i n  Food  and D r u g .  I t h e r e a f t e r  v i e w e d  h i m  w i t h ,  I 

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

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

t h e  a g e n c y .  I knew, o f  c o u r s e ,  t h a t  h e  h a d  p l a y e d  a v e r y  

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

r e c r u i t m e n t .  Because ,  F r e d ,  as y o u  know, y o u  a n d  I were  t h e  

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



new a c t  o f  1 9 3 8 .  So h e  was v e r y  d i r e c t l y  i n v o l v e d  i n  o u r  

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

I f o u n d  t h o s e  e a r l y  C o m m i s s i o n e r s  were  v e r y ' f r a n k  and open  

p e o p l e  and t h e y  t r u s t e d  o t h e r  Food a n d  D r u g g e r s .  I t  was 

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

I d i d n ' t  know G e o r g e  L a r r i c k  v e r y  w e l l  b e f o r e  h e  came o u t  

t o  t h e  w e s t  c o a s t .  B u t  he  a l s o  came o u t  once and was i n  t h e  

o f f i c e  o n  a F r i d a y .  I d o n ' t  know why, maybe L.A. was a t  t h e  

e n d  o f  h i s  t r i p ,  and  f o r  some r e a s o n  he  h a d  some b u s i n e s s  i n  

t h e  a r e a  and  h a d  t h e  weekend  open,  t h a t  h e  was f r e e  o n  a  S a t -  

u r d a y .  I n  d i s c u s s i n g  m a t t e r s  w i t h  h im ,  I l e a r n e d  t h a t  he  was 

a g e n t l e m a n  f a r m e r  and was a c t u a l l y  a  r e a l  f a r m e r  on  weekends ,  

I b e l i e v e  i n  V i r g i n i a .  And was v e r y  much i n t e r e s t e d  i n  a g r i -  

c u l t u r a l  m a t t e r s ,  g e n e r a l l y .  

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

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

v a r i e t y  o f  a g r i c u l t u r a l  e x h i b i t s .  And when I f o u n d  t h a t  he  

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

t o  go o u t  and s p e n d  t h e  d a y  a t  t h e  f a i r .  And s i n c e  I knew he 

w a s n ' t  f r o m  t h e  a r e a ,  I h a d  a f r i e n d  who h a d  a c o n v e r t i b l e  and  

I b o r r o w e d  my f r i e n d ' s  c o n v e r t i b l e  and  we p u t  t h e  t o p  down and  

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

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

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

a g r i c u l t u r a l  m a t t e r s .  We w e n t  t h r o u g h  a l l  t h e  e x h i b i t s ,  



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

h e  e n j o y e d  i t ,  b e c a u s e  o n  a number o f  o c c a s i o n s ,  t h e r e a f t e r ,  

when t h e  b u r d e n s  o f  o f f i c e  became h e a v y  he  h o u l d  come up t o  me 

and  say ,  " I ' d  much r a t h e r  b e  s p e n d i n g  t h e  d a y  o u t  a t  t h e  L.A. 

C o u n t y  F a i r . "  O t h e r  t h a n  t h a t  I d i d n ' t  g e t  t o  know h i m  v e r y  

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

t h e  l i k e .  I f o u n d  h i m  t o  b e  a  w o n d e r f u l ,  d e l i g h t f u l  

i n d i v i d u a l ,  o f f  away f r o m  t h e  j o b .  

A l l  t h e  a g e n c y  h a d  a v e r y  m a r k e d  c h a n g e  when t h e  f i r s t  

o u t s i d e r  came i n  t o  b e  C o m m i s s i o n e r .  O u t s i d e r  e v e n  t h o u g h  h e  

came f r o m  t h e  P u b l i c  H e a l t h  S e r v i c e ,  w h i c h  we l a t e r  became a 

p a r t  o f .  When J i m  Goddard  came i n  t o  become C o m m i s s i o n e r ,  i t  

was a g r e a t  shock  t o  t h e  agency .  I d o n ' t  know how i t  was a t  

h e a d q u a r t e r s  a t  t h e  t i m e .  I ' m  s u r e  i t  was e v e n  g r e a t e r  t h a n  

i t  was t o  some o f  u s  o u t  a t  t h e  f i e l d ,  who w e r e  much more  r e -

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

emerged  o n  h i s  o u t l o o k ,  h i s  a c t i v i t i e s ,  h i s  e f f e c t i v e n e s s .  I 

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

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

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

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

t h a t  o r  a s i m i l a r  c o n f e r e n c e ,  when he  m e t  w i t h  u s .  B o t h  h e  

and  t h e  p u b l i c  a f f a i r s  o f f i c e r ,  Ted Cron,  h a d  a somewhat d i f -

f e r e n t  s e n s e  o f  humor  t h a n  I t h i n k  many o f  t h e  Food a n d  D r u g  

p e o p l e  were  a c c u s t o m e d  t o .  And f o r  some r e a s o n ,  I d e c i d e d  



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

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

b e f o r e  t h e  P h i l a d e l p h i a  p r e s e n t a t i o n ,  I t h i ' n k ,  a humorous 

t a k e o f f  on  M a r a t - S a d e  w h i c h  was t h e n  p l a y i n g  o n  Broadway a n d  

q u i t e  p o p u l a r .  I knew t h a t  b o t h  he  and T e d  C r o n  were  v e r y  

much i n t e r e s t e d  i n  t h e  t h e a t r e ,  s o  I had made t h a t  s l i d e .  I 

f o u n d  t h a t  t h e y  f o u n d  i t  t o  be q u i t e  f u n n y  and I'm s h o c k e d  t o  

s a y  t h a t  t h e r e  were  some d i s t r i c t  d i r e c t o r s  p r e s e n t  t h a t  

d i d n ' t  e v e n  u n d e r s t a n d  wha t  i t  was a l l  a b o u t .  A l s o  d u r i n g  t h e  

c o u r s e  o f  t h e  p r e s e n t a t i o n ,  b e s i d e s  t h e  s t a n d a r d  one,  I h a d  

p r e s e n t e d  a d i f f e r e n t  way o f  a n a l y z i n g  o u r  a c t i v i t i e s  by 

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

w o u l d  be o f  i n c r e a s e d  o r  d e c r e a s e d  r e s o u r c e s  on d i f f e r e n t  

p r o j e c t .  I n  o t h e r  words  what  l e v e r a g e  was a v a i l a b l e  t o  i t ,  

w h i c h  he  f o u n d  an i n t e r e s t i n g  c o n c e p t .  F o l l o w i n g  t h e  c o n f e r -

e n c e  he  d i r e c t e d  a l l  o f  t h e  p a r t i c i p a n t s  t o  go back  and r e v i s e  

t h e i r  p l a n s  i n  a c c o r d a n c e  w i t h  t h e  way 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 d  done .  We1 1, k n o w i n g  a l l  o f  t h e  work  t h a t  h a d  gone  

i n t o  t h e s e  p l a n s ,  I know t h a t  w a s n ' t  v e r y  p o p u l a r .  I c a n  i m -

a g i n e  wha t  some o f  t h e m  t h o u g h t  o f  me, a t  t h e  t i m e ,  f o r  h a v i n g  

b r o u g h t  i t  up. B u t  t h e y  d i d n ' t  s a y  t o o  much. 

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

m e e t i n g ,  i n  w h i c h  t h e  C o m m i s s i o n e r  had s a t  w i t h  us, t h e  e n t i r e  

t i m e  w h i c h  was somewhat u n u s u a l  f o r  u s .  I g u e s s  D r .  G o d d a r d  

d e c i d e d  t h a t  e i t h e r  he  c o u l d  t r u s t  me, o r  maybe I was one  o f  



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

t h e  s i d e  o f  t h e  room w h i l e  t h e  c o n f e r e n c e  was i n  p r o g r e s s .  He 

c a l l e d  me o v e r  and h e  a s k e d  me v e r y  f r a n k l y ' t o  e v a l u a t e  h i s  

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

r i g h t ,  w i t h  t h i s  g r o u p ,  w h i c h  a f t e r  a l l  we re  a g r o u p  o f  s t r a n -

g e r s  t o  h i m .  What I t h o u g h t  he  m i g h t  change  o r  w h a t  I t h o u g h t  

m i g h t  be done d i f f e r e n t l y .  W e l l ,  t o  a  f a i r l y  r e c e n t l y  a p -

p o i n t e d  D i s t r i c t  D i r e c t o r ,  t h i s  was q u i t e  a change  t o  me t o  be  

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

d i d n ' t  h e s i t a t e  t o  p i c k  up t h e  p h o n e  and  ask  me s i m i l a r  q u e s -

t i o n s .  I'm h a p p y  t o  say ,  h e  d i d  t h i s  w i t h  a number o f  o t h e r s  

t o o ,  n o t  l i m i t e d  t o  me. I know t h a t  h e  was much more  d i r e c t  

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

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

some o f  t h e  p r o b l e m s  a t  hand.  

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

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

w h a t  h a d  e x i s t e d  f o r  y e a r s  b e f o r e .  

I B B  T h a t ' s  r i g h t .  He h a d  one  i n d i v i d u a l ,  H a r r i s  Kenyon,  as 

a 1 a i s o n  p e r s o n  t o  a s s i s t  h i m  i n  t h i s  t a s k  b u t  h e  d i r e c t e d  

t h e  f i e l d .  

F L L  A c t u a l l y  h e  d i d n '  t e v e n  h a v e  t h a t  p o s i t i o n  u n t i l  we 

u r g e d  h i m  t o  e s t a b l i s h  i t .  

I B B :  W e l l ,  t h a t  was k i n d  o f  bu rdensome.  He h a d  some c o n c e p t s  

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



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

s p e c t i v e s .  I know h e  f e l t  t h a t  t h e  a g e n c y  h a d  become t o o  

i n b r e d .  A l t h o u g h  h e  n e v e r  e x p r e s s e d  any  o b ' j e c t i o n s  t o  peop 

r i s i n g  f r o m  t h e  b o t t o m  up  t o  b e i n g  c o m m i s s i o n e r ,  h e  d i d  t h i n k  

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

t h e  p e r s p e c t i v e .  

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

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

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

d o l l a r  t a g  on  a d e a t h  a n d  d e a l i n g  w i t h  d a n g e r  t o  h e a l t h  h e  

s a i d ,  " I t  a l l  c o u l d  b e  p r i c e d  o u t  d e a t h ,  i n j u r i e s ,  s u f f e r i n g . "  

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

b a c k e d  i t  up I t h i n k  q u i t e  w e l l  b y  p o i n t i n g  o u t  t h a t  t h i s  was 

g o i n g  on e v e r y  d a y  i n  t h e  c o u r t s  o f  t h e  l a n d ,  whe re  j u d g m e n t s ,  

damages w e r e  b e i n g  made, o t h e r  k i n d s  o f  t h i n g s  were  b e i n g  

p r i c e d  o u t  on  t h a t  b a s i s .  We h a d  a l w a y s  h e l d  a  v i e w  t h a t  y o u  

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

e v e n  t h o u g h  h e  was v e r y  u n p o p u l a r ,  t h e  c o n c e p t  o f  c o s t s  t o  

b e n e f i t s .  I d o n ' t  t h i n k  t h e  a g e n c y  was i n  g e a r  w i t h  t h e  

t h i n k i n g  o f  t h e  t i m e s .  I t h i n k  we h a d  f a l l e n  b e h i n d  i n  a num-

b e r  o f  a r e a s .  And u n p o p u l a r ,  t h o u g h  i t  was, I t h i n k  i t  had 

some l a s t i n g  e f f e c t s .  E s p e c i a l l y  t o d a y ,  w i t h o u t  t h i s  k i n d  o f  

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

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

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



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

M o s t  o f  t h e  a g e n c y  p e o p l e  w e r e  v e r y  h a p p y  t o  s e e  Ed T u e r c k  

l e a v e ,  I w a s n ' t .  I d i s a g r e e d  w i t h  h i m  v i o l e n t l y  on  many 

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

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

Ted  C r o n  was a m a s t e r  showman. I h a v e  h e a r d  t h e  s t o r y  

r e p e a t e d  many t i m e s  t h a t  P r e s i d e n t  J o h n s o n  became j e a l o u s  o f  

D r .  Goddard ,  b e c a u s e  Ted C r o n  h a d  been  s o  s u c c e s s f u l  i n  g e t -  

t i n g  D r .  G o d d a r d ' s  p i c t u r e  o n  t h e  f r o n t  p a g e  o f  a l e a d i n g  

m a g a z i n e  and t h e  P r e s i d e n t  f e l t  t h a t  he  was b e i n g  u p s t a g e d  a  

l i t t l e  a n d  I t h i n k  t h e r e ' s  some t r u t h  i n  i t .  I t h i n k  some o f  

D r .  G o d d a r d ' s  p r o b l e m s ,  l a t e r  on, w e r e  a d i r e c t  r e s u l t  o f  t h e  

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

s t a n d p o i n t ,  I ' m  t h i n k i n g  a b o u t  f r o m  t h e  i n  t h e  c o u n t r y  i n  o u t -  

s i d e  c o n s i d e r a t i o n s .  

I f o u n d  D r .  Godd a r d  v e r y  e a s y  t o  g e t  a l o n g  w i t h .  I d o n ' t  

know why. We seem t o  t h i n k  a l o n g  s i m i l a r  l i n e s .  I knew e v e n  

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

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

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

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

e f f e c t i v e n e s s .  I ' v e  met  w i t h  h i m  p e r s o n a l l y  a f t e r  h i s  d e p a r -  

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

f o r  some o f  t h e  t h i n g s  t h a t  h e  d i d .  They  make good  s e n s e ,  

when he  t e l l s  them. H e ' s  f r a n k  t o  a d m i t ,  t h a t  i n  r e t r o s p e c t ,  



h e  w o u l d  do some t h i n g s  d i f f e r e n t l y ,  n o t  many,. He came t o  

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

p e r m a n e n t l y ,  u n t i l  h i s  d e a t h  o r  r e t i r e m e n t , ' w h i c h  was some-

t h i n g  new t o  Food a n d  D r u g .  And I t h i n k  h e  was j u s t  an exam-

p l e ,  o f  wha t  was t o  f o l l o w  f o r  many y e a r s  t o  come. Agency  

h e a d s  t h a t  w i l l  be  a r o u n d  f o r  2 t o  4 y e a r s ,  d o  wha t  t h e y  c a n  

a n d  move on, e i t h e r  w i l l i n g l y  o r  u n w i l l i n g l y .  And I t h i n k  he  

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

a g e n c y  f o r  t h a t  p o i n t  o f  v i e w .  B r i n g i n g  i n  some o f  h i s  own 

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

t h i n k  t h i s  i s  a p r a c t i c e  t h a t  i s  more  g e n e r a l  among a g e n c i e s .  

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

e n t i r e l y  f r o m  w i  t h i n  and  I t h i n k  i t  l a c k e d  some o f  t h i s  o u t -

l o o k .  I a l w a y s  f e l t  t h e  a g e n c y  was somewhat  p a r o c h i a l  i n  i t ' s  

a t t i t u d e  i n  i t s  e a r l i e r  d a y s  and n o t  w e l l  enough  e q u i p p e d  t o  

f a c e  t h e  o u t s i d e .  

One o f  t h e  e a r l y  t h i n g s  t h a t  I h a d  done b o t h  i n  P h i l a -

d e l p h i a  and  l a t e r  when I came h e r e  t o  San F r a n c i s c o ,  was t o  

s u b s c r i b e  t o  o t h e r  j o u r n a l s ,  s u c h  as  B u s i n e s s  Week. E a r l y  on  

we h a d  s u b s c r i b e d  t o  t h e  W a l l  S t r e e t  J o u r n a l .  O t h e r  t h i n g s ,  

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

F o l l o w i n g  one  v i s i t ,  D r .  Goddard  d i r e c t e d  a l l  o f  o u r  d f s t r i c t s  

t o  s u b s c r i b e  t o  t h e  W a l l  S t r e e t  J o u r n a l  t o  f i n d  o u t  w h a t ' s  

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

i t s  p r o b l e m s .  

I 



I t h i n k  one  o f  t h e  g r e a t e s t  c o n t r i b u t i o n s  h e  made was i n  

t r y i n g  t o  g e t  t h e  a g e n c y  t o  open  u p  more  i n  i t s  o u t l o o k .  A 

l o t  o f  t h i n g s  t h a t  he d i d  w e r e  u n p o p u l a r .  $ t i l l  t o d a y ,  t a l k -

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

d i r e c t o r s ,  t h e y  speak  h a r s h l y  o f  t h e  G o d d a r d  t i m e s .  B u t  he  

f o u g h t  an  i n t e r n a l  b a t t l e .  I t h i n k  h e  f o u g h t  f o r  u s  w i t h i n  

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

h e  g o t  some t h i n g s  d o n e  t h a t  o t h e r s  c o u l d n ' t  h a v e  done.  B u t  

o f  c o u r s e  when an i n d i v i d u a l  o f  a s t r o n g  p e r s o n a l i t y  l e a v e s ,  

i t ' s  a g r e a t  s h o c k  t o  a n  a g e n c y  when h e ' s  r e p l a c e d .  

We w e n t  t h r o u g h  a b r i e f  i n t e r m e d i a r y  p e r i o d ,  D r .  L e y .  

T h r o u g h  s o u r c e s  o u t s i d e  o f  t h e  agency ,  I was aware  t h a t  D r .  

L e y  was n e v e r  t o  be  k e p t  on  b y  t h e  a d m i n i s t r a t i o n .  I d o n ' t  

b e l i e v e  h e  knew i t  a t  t h e  t i m e .  

I h a d  been  a s k e d  b y  some o f  t h e s e  o u t s i d e  p a r t i e s  t o  make 

some r e c o m m e n d a t i o n s  a n d  t o  comment o n  p r o s p e c t i v e  c a n d i d a t e s  

f o r  t h e  p o s i t i o n  o f  C o m m i s s i o n e r ,  w h i c h  I d e c l i n e d  t o  do, 

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

T h e r e a f t e r  came D r .  Edwards ,  I h a d  v e r y  l i t t l e  c o n t a c t  

w i t h  h im ,  o t h e r  t h a n  t h r o u g h  o u r  h e a d q u a r t e r s  a c t i v i t i e s .  By  

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

s i o n e r  and  t h e  F i e l d  Management ,  t h e  i n t e r v e n i n g  u n i t s  a n d  t h e  

d e v e l o p m e n t  o f  t h e  i n t r a - o r g a n i z a t i o n  a t  h e a d q u a r t e r s  and  

s u c h .  We w e r e  f u r t h e r  r e m o v e d  f r o m  t h e  C o m m i s s i o n e r s  t h a t  

f o l l o w e d .  



F L L :  When G o d d a r d  came i n ,  i t  seemed t o  me t h a t  many o f  t h e  

w h i r l w i n d  d e c i s i o n s ,  h e  made i n  h i s  f i r s t  f e w  m o n t h s  i n  o f -  

f i c e ,  t h a t  d i d  e n a b l e  Ted C r o n  t o  p u b l i c i z e ' h i m  s o  e f f e c t i v e -

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

t o  be made o n  s u b j e c t s  t h a t  had been s t a f f e d  o u t  and had n o t  

been i m p l e m e n t e d  f o r  a p e r i o d  o f  a  y e a r  o r  two .  

I B B :  W e l l ,  I t h i n k  t h a t ' s  u n d o u b t l y  t r u e .  B u t  one o f  t h e  

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

a g e n c y  was t o  g e t  some o f  t h e s e  t h i n g s  m o v i n g .  And c e r t a i n l y  

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

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

y o u  c a n  f a u l t  h i m  f o r  t a k i n g  t h e  c r e d i t  f o r  t h i s ,  o r  how much 

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

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

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

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

FLL:  I was c u r i o u s  w h e t h e r  y o u r  i m p r e s s i o n  was t h e  same as  

mine,  t h a t  t h e r e  w e r e  t h e s e  t h i n g s  w a i t i n g  t o  be  d e c i d e d  and  

h e  d i d  i n  f a c t  d e c i d e  them. 

I B B :  W e l l ,  I d i d n ' t  d w e l l  t o o  much o n  t h a t .  He t o l d  me t h a t  

k n o w i n g  he  w a s n ' t  g o i n g  t o  be  t h e r e  f o  r an i n d e f i n i t e  p e r i o d  

of t i m e ,  he  h a d  been c o u n s e l e d  t o  g e t  i n  and make dec  i s i o n s ,  

e v e n  t h o u g h  t h e y  w e r e  h a r d  d e c i s i o n s  o r  n o t .  To make them, 

j u s t  t o  go ahead  and  r e a c h  a d e c i s i o n  and  do i t .  He was 

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



m a k i n g  p r o c e s s .  He and  t h e  C o m m i s s i o n e r s  t o  f o l l o w ,  a l l  h a d  

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

a p p l i c a t i o n .  I d o n ' t  t h i n k  h e  r a d i c a l l y  c h a n g e d  t h a t  p r o c e s s ,  

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

i n .  

FLL:  W e l l  h e  d  i d  make t h e  d e c i s i o n ,  v e r y  f u n d a m e n t a l  d e c i s i o n  

i n  s t a r t i n g  t h e  DESI r e v i e w .  T h a t  h a d  t o t a l l y  f l o u n d e r e d  and  

n o t h i n g  was b e i n g  done  t o  h a n d l e  t h a t  b a c k l o g  o f  NDA's t h a t  

a n t e d a t e d  t h e  1 9 6 2  D r u g  Amendments. I h a v e  a l w a y s  t h o u g h t  

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

i n s t i t u t e  management  t r a i n i n g  f o r  FDA m a n a g e r s .  

IBB :  Yes, h e  i n s i s t e d  t h a t  a l l  o f  u s  go  t h r o u g h  t h e  A m e r i c a n  

Management  A s s o c i a t i o n  t r a i n i n g ,  w h i c h  i s  an  e x c e l l e n t  c o u r s e .  

FLL: My r e c o l l e c t i o n  i s  t h a t  we h a d  n o n e  o f  t h a t  t h e o r e t i c a l  

management  t r a i n i n g  p r i o r  t o  h i s  c o m i n g .  

I B B :  T h a t ' s  c o r r e c t .  We had some l i m i t e d  c o u r s e s ,  b u t  n o t h -

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

He v e r y  f r a n k l y  w a n t e d  t o  s h a k e  up  t h e  a g e n c y  and  t o  g e t  

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

agency ,  a s  h e ' s  e x p r e s s e d  i t  t o  me. He f e l t  t h a t  t h e y  n e e d e d  

some s t i m u l a t i o n .  

FLL :  Do y o u  t h i n k  t h a t  h e  h a d  some f a i r l y  d e f i n i t e  i n s t r u c -  

t i o n s  t o  t h a t  end?  

I B B :  I b e l i e v e  so ,  y e s .  How h i g h  u p  t h e y  came f r o m  I d o n ' t  

know, b u t  he was d e l i b e r a t e l y  b r o u g h t  i n  f r o m  t h e  o u t s j d e .  



A f t e r  a l l  we h a d  a number  o f  c a p a b l e  i n d i v i d u a l s  who c o u l d  

h a v e  s u c c e e d e d  G e o r g e  L a r r i c k ,  f r o m  w i t h i n  t h e  agency .  I n  t h e  

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

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

t h a t  i t  had been  r u n  b e f o r e .  And I t h i n k  t h e  d e c i s i o n  was 

r e a c h e d  f o r  t h e  a g e n c y  t o  make some c h a n g e s .  

FLL :  Do y o u  t h i n k  t h a t  any  o f  t h o s e  c a n d i d a t e s  c o u l d  h a v e  

done t h e  t h i n g s  t h a t  w e r e  n e c e s s a r y  a t  t h a t  p a r t i c u l a r  t i m e ?  

I B B :  I d o n ' t  t h i n k  so .  Because,  one  I have  a l w a y s  f e l t  t h a t  

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

t o n  g e n e r a l  l y ,  y o u  have  t o  h a v e  c l o u t  and a c o n s t i t u e n c y  t 0 

b a c k  y o u  up . The Food a n d  D r u g  p e o p l e  d i d  n o t  h a v e  t h a t .  D r .  

G o d d a r d  h a d  a t  l e a s t  t h e  P u b l i c  H e a l t h  S e r v i c e  w h i c h  i s  a 

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

h e a d e d  t h e  Commun icab le  D i s e a s e  C e n t e r  i n  A t l a n t a ,  he  was a 

f a i r l y  h i g h  r a n k i n g  C o m m i s s i o n e d  O f f i c e r  i n  t h e  P u b l i c  H e a l t h  

C o r p s .  He c o u l d  c a l l  o n  a l o t  o f  p e o p l e ,  h a d  a l o t  o f  con -

t a c t s  and  c o u l d  o p e r a t e  s u c e s s f u l l y .  

I d o n ' t  t h i n k  t h e  e x i s t i n g  F o o d  a n d  D r u g  p e o p l e ,  a l t h o u g h  

t h e y  may h a v e  known a  f e w  Congressmen i n  t h e  c o m m i t t i e s  t h a t  

we w o r k e d  w i t h ,  t h e y  d i d n ' t  have  any  c o n s t i t u e n c y  t o  b a c k  them 

up, t o  c a l l  upon.  I t h i n k  D r .  Goddard  w o r k e d  t h r o u g h  t h e  na-

t i o n a l  m e e t i n g s  o f  t h e  a s s o c i a t i o n s ,  and  a1 1, s u c c e s s f u l l y  t o  

g e t  some b a c k i n g  f o r  some o f  t h e  m e a s u r e s  t h a t  h e  t o o k .  He 

was, I t h i n k ,  r a t h e r  e f f e c t i v e  i n  t e s t i f y i n g  b e f o r e  C o n g r e s s .  



Some o f  o u r  p e o p l e  have  been s u c c e s s f u l  and o t h e r s  o f  o u r  b e s t  

p e o p l e  h a v e  been n o t i c e a b l y  i n e f f e c t i v e  i n  d e a l i n g  w i t h  t h e  

C o n g r e s s .  

FLL:  Which i t  p r o b a b l y  depends  on t h e  c h a i r m a n  o f  t h e  Con- 

g r e s s i o n a l  C o m m i t t e e ,  as much as i t  does on o u r  r e p r e s e n t a -

t i v e s  who a r e  t e s t i f y i n g .  

I B B :  T h a t ' s  t r u e .  I n  m o r e  r e c e n t  t i m e s  we had t w o  Com-

m i s s i o n e r s  t h a t  came f r o m  t h e  San F r a n c i s c o  a r e a ,  t h a t  

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

Kennedy  was a h i g h  r a n k i n g  member o f  t h e  S t a n f o r d  f a c u l t y  when 

h e  was a p p o i n t e d  C o m m i s s i o n e r .  We j o i n t l y  c o n c l u d e d ,  D r .  

Kennedy,  B i l l  H i l l  a n d  I, t h a t  i t  w o u l d  b e  a d v a n t a g e o u s  f o r  

D r .  Kennedy  t o  come i n t o  t h e  R e g i o n a l  and D i s t r i c t  o f f i c e s  f o r  

a b r i e f i n g  p r i o r  t o  h i s  b e i n g  sworn  i n  R o c k v i l l e .  

D r .  Kennedy  came i n  and s p e n t  t h e  d a y  w i t h  u s .  We had a 

w i d e  r a n g i n g  open d i s c u s s i o n  on  t h e  a g e n c y  and i t s  r o l e  and  

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

D r .  Kennedy  b r o u g h t  up  many o f  t h e  a n t i - F D A  commen t s  t h a t  h e  

h a d  h e a r d  o v e r  t h e  y e a r s ,  f r o m  h i s  a s s o c i a t e s  i n  academia .  We 

gave h i m ,  I b e l i e v e ,  some r a t i o n a l  e x p l a n a t i o n s  o f  how t h e  

a g e n c y  had d e a l t  w i t h  some o f  t h e  i s s u e s .  I b e l i e v e  t h e  d i s -

c u s s i o n  was v e r y  h e l p f u l .  We t r i e d  t o  p o i n t  o u t  t o  h i m  some 

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

Some o f  t h e  p o l i t i c a l  c l i m a t e  a t  h e a d q u a r t e r s  and some o f  t h e  



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

a  v e r y  f r a n k  and open d i s c u s s i o n .  He r a i s e d  many q u e s t i o n s  

and members o f  t h e  s t a f f  who s a t  i n  p r o v i d e d ,  I b e l i e v e ,  some 

v e r y  v a l i d  comments.  L a t e r  on  a f  e r  he  t o o k  o f f i c e  a n d  I h a d  

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

me t h a t  h e  was amazed a t  how many o f  t h e  p r e d i c t i o n s  t h a t  we 

h a d  made had come t o  pass ,  i n c l u d  ng  some o f  t h e  d i f f i c u l t i e s  

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

t h a t  he w o u l d  have .  He s a i d  t h a t  he  f o u n d  t h a t  i t  had been  

v e r y  d e s i r a b l e  f o r  a C o m m i s s i o n e r  t o  know what  FDA l i f e  was 

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

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

h e a d q u a r t e r s ,  e i t h e r  h a v i n g  been s t a t i o n e d  t h e r e ,  as b o t h  J i m  

Nakada and  B i l  1 H i l l  h a d  been,  and as w e l l  as o t h e r s  h a d  s p e n t  

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

I n t e r e s t i n g l y  enough  t h e  e x p e r i e n c e  was r e p e a t e d  when D r .  

Goyan, who had headed  t h e  Pharmacy  S c h o o l  a 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 ,  rras a p p o i n t e d  t o  s u c c e e d  h i m .  We, i n  e s s e n c e ,  

g a v e  a  r e p e a t  p e r f o r m a n c e  and I f o u n d  D r .  Goyan t o  be v e r y  

open and a p p r e c i a t i v e  o f  t h e  o p p o r t u n i t y  t o  l e a r n  more  a b o u t  

t h e  agency .  

I f o u n d  t h a t  D r .  Goyan, b e i n g  i n  t h e  S c h o o l  o f  Pha rmacy ,  

h a d  p r e v i o u s  k n o w l e d g e  and  c o n t a c t s  c o n c e r n i n g  t h e  a g e n c y  were  

somewhat  more  f a c t u a l  t h a n  D r .  K e n n e d y ' s .  D r .  Kennedy h a d  

p a r t i c i p a t e d  i n  a t a s k  f o r c e  t h a t  d e a l t  w i t h  E P A  on  p e s t i c l d e  



m a t t e r s ,  and was f a i r l y  w e l l  v e r s e d  on t h a t  a s p e c t  o f  i t .  B u t  

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

s o  t h a n  D r .  Goyan had .  D r .  Goyan was a g r e i t  s u p p o r t e r  o f  

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

and  so i t  was c o n s i d e r a b l y  e a s i e r  i n  d e a l i n g  w i t h  h i m .  

I d i d  h a v e  a humorous  e x p e r i e n c e  . . .  P r e p a r i n g  f o r  D r .  

G o y a n ' s  a p p o i n t m e n t ,  h e a d q u a r t e r s  u n i t  h a d  p r e p a r e d  some d e -

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

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

i n g  h i s  a t t e n t i o n  i n  h e a d q u a r t e r s .  To mee t  t i m e  d e a d l i n e s ,  

t h e y  h a d  a i r  f r e i g h t e d  t h e  m a t e r i a l  o u t  and I a r r a n g e d  t o  meet  

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

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

t h e  p l a n e  was a n  h o u r  o r  t w o  l a t e .  The a r e a  was e s s e n t i a l l y  

d e s e r t e d .  I p i c k e d  up t h e  c a r t o n  o f  m a t e r i a l  and p l a c e d  i t  i n  

my t r u n k  and was s l o w l y  l e a v i n g  t h e  a i r p o r t  compound when I 

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

c e r s  a p p r e h e n d e d  me and b e g a n  q u e s t i o n i n g  me. I t  t u r n s  o u t  

t h e y  were  c u s t o m s  i n v e s t i g a t o r s  and i t  soon  became a p p a r e n t  

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

f o r  p i l f e r a g e  f r o m  i n t e r s t a t e  p a c k a g e s  c o m i n g  i n  f r o m  o v e r -

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

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

m a r k e d  as  g o i n g  t o  t h e  n e x t  Food and  D r u g  C o m m i s s i o n e r .  T h e y  

seemed q u i t e  embarassed ,  a l l  a r o u n d .  



D r .  Goyan, i n  h i s  f r e q u e n t  v i s i t s  b a c k  t o  San F r a n c i s c o  

d e l i v e r e d  a  l o t  o f  p a p e r s  o u t  h e r e ,  a l s o  e x p r e s s e d  a p p r e c i a -  

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

p o i n t  o f  v i e w .  And o u r  r e l a t i o n s h i p s  w i t h  b o t h  h i m  and  D r .  

K e n n e d y  were  a l s o  e x c e l l e n t .  I h a d  a h i g h  o p i n i o n  o f  b o t h  

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

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

I do s e e  D r .  K e n n e d y  o c c a s i o n a l  l y .  H e ' s  gone on t o  b e -

come t h e  P r e s i d e n t  o f  S t a n f o r d  U n i v e  r s i t y .  He i s  h i g h l y  

r e g a r d e d  i n  h i s  f i e l d  a n d  h a s  t a k e n  t h e  l e a d e r s h i p  i n  t h e  

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

know, t h e r e  was a f i r s t  c o n f e r e n c e  a t  A s i l o m a r ,  e a r l y  on ,  

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

c a u t i o n s  t h a t  m u s t  b e  t a k e n .  He h a s  c o n t i n u e d  t h e s e  d i s c u s -  

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

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

w h a t  e v e r y b o d y  b e l i e v e s  w i  11 be t h e  n e x t  m u l t i - m i l l i o n  d o l l a r  

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

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

i n t e r v i e w .  The i n f o r m a t i o n  t h a t  y o u ' v e  p r o v i d e d ,  much o f  i t  

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

be  a v a l u a b l e  c o n t r i b u t i o n  t o  t h e  p r o j e c t .  Thank y o u  v e r y  

much. 

1 0 0 :  Thank You. 




