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INTRODUCTION 

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

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

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

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

whose recol lect ions  may serve t o  enrich the wr i t ten  record. 

I t  i s  hoped t h a t  these narrat ives  of things past  will  serve 

as  source material f o r  present and fu tu re  researchers;  t ha t  

t he  s t o r i e s  of important accomplishments, i n t e r e s t i ng  events,  

and dist inguished leaders will  f ind a place i n  t ra in ing  and 

or ientat ion of new employees, and may be useful t o  enhance 

the morale of the  organization; and f i n a l l y ,  t h a t  they will  

be of value t o  Dr. James Harvey Young i n  t he  wr i t ing  of the  

his tory of t he  Food and Drug Administration. 

The tapes and t ranscr ip t ions  wil l  become a pa r t  of the 

col lect ion of the  National Library of Medicine and copies of 

the t ranscr ip t ions  wi l l  be placed i n  t he  Library of Emory 

University. 
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I 

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

The r e c o r d i n g  t o d a y  i s  w i t h  T h e o d o r e  C. M a r a v i g l i a ,  a 

r e t i r e d  R e g i o n a l  Food  and  D r u g  D i r e c t o r  f r o m  P h i  1  a d e l  ph  

r e g i o n ,  and  w i t h  M r .  P h i l i p  B r o d s k y ,  a r e t i r e d  D r u g  

I n v e s t i g a t i o n  S p e c i a l i s t  . The  r e c o r d i n g  i s  b e i n g  made a t  

M r .  M a r a v i g l i a ' s  home i n  C h e r r y  H i l l ,  New J e r s e y .  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 .  

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

c a r e e r  w i t h  FDA. 

M a r a v i g l i a :  I ' d  b e  g l a d  t o ,  F r e d .  I s t a r t e d  w i t h  FDA i n  

1 9 3 5  a s  a Food  and  D r u g  I n s p e c t o r .  I came on b o a r d  a t  t h e  

same t i m e  as  F r e d  D e l m o r e ,  a n d  G i l b e r t  Go ldhammer .  The 

t h r e e  o f  us w e r e  a p p o i n t e d  and  r e p o r t e d  f o r  d u t y  on  t h e  

same day .  I s t a r t e d  w o r k  a t  New Y o r k  as  d i d  D e l m o r e ,  and  

t h e n  Goldhammer  s t a r t e d  a t  B a l t i m o r e  D i s t r i c t .  The D i s -  

t r i c t s  were  c a l l e d  " S t a t i o n s "  t h e n .  A t  t h a t  t i m e ,  t h e r e  

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

e a s t e r n  and  w e s t e r n  d i s t r i c t s .  P r e v i o u s  t o  my a p p o i n t m e n t ,  

h a d  b e e n  i n t e r v i e w e d  b y  B i l l  W h a r t o n ,  t h e  C h i e f  o f  t h e  

E a s t e r n  D i s t r i c t  and  h i s  d e p u t y ,  if y o u  w a n t  t o  c a l l  i t  

t h a t ,  C h a r l i e  Her rmann .  M r .  W h a r t o n  had q u i t e  a r e p u t a t i o n  

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

hand ,  a s  d i d  t h e  o t h e r  t w o  d i s t r i c t  d i r e c t o r s .  We1 1 ,  

anyway,  I s t a y e d  i n  New Y o r k  f o r  m o s t  o f  my p r o b a t  i o n a r y  



p e r i o d  w h i c h  was a  y e a r ,  and  j u s t  b e f o r e  t h e  y e a r  was up I 

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

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

J o h n  J. McManus, a r e a 1 g e n t 1  eman , and  a  t r a n s p l a n t e d  Rhode 

I s l a n d e r .  He had b e e n  down i n  A t  l a n t a ,  a n d  i n  Savannah  

b e f o r e  t h a t  when Savannah  was t h e  h e a d q u a r t e r s ,  f o r  y e a r s .  

Anyway,  t h e r e  w e r e  f i v e  i n s p e c t o r s  i n  A t l a n t a  a t  t h a t  t i m e  

and  we c o v e r e d  t h e  e n t i r e  s t a t e s  o f  N o r t h  C a r o l i n a ,  S o u t h  

C a r o l i n a ,  G e o r g i a  and  F l o r i d a  o u t  o f  t h e  A t l a n t a  h e a d q u a r -

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

s t a t i o n  and  h e  was i n  J a c k s o n v i l l e .  He was, y o u  remember  

h i m  I t h i n k ,  M o n t e  R e n t z .  M o n t e  w o r k e d  o u t  o f  J a c k s o n -  

v i l l e ,  b u t  t h e r e  was s o  much w o r k  t h a t  a l o t  o f  u s  t o o k  

t r i p s  i n t o  F l o r i d a  t o  h e l p  M o n t e  a n d  a l l  o v e r  t h a t  

t e r r i t o r y .  I r e c a l l  v e r y  d i s t i n c t l y ,  s p e n d i n g  maybe f i v e  

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

t h e  t i m e  so I d i d n ' t  m i  d i t  a t  a l l .  I h a d  a room i n  t h e  

Y M C A  i n  A t l a n t a  w h i c h  I p r a c t i c a l l y  j u s t  u s e d  t o  s t o r e  my 

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

q u i t e  a b i t  a t  s i x  d o l l  r p e r  day ,  p e r  d iem. Do y o u  remem-

b e r  t h a t  e a r l y ?  No I g u e s s  n o t .  

L o f s v o l d :  You g o t  s i x  d o l l a r s ?  



M a r a v i g l i a :  When we f i r s t  s t a r t e d  i t  was s i x  d o l l a r s ,  I 

seem t o  r e c a l l .  They  w e n t  u p  t o  n i n e  d o l l a r s ,  I t h i n k ,  a 

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

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

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

G e o r g i a ,  i n  Savannah  and  up a l o n g  t h e  c o a s t  and n e a r  

J a c k s o n v i l l e .  As Food  and D r u g  I n s p e c t o r s  we w e r e  a l s o  

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

member w o r k i n g  w i t h  A1 l a n  R a y f i e l d  i n  T h u n d e r b o l t ,  G e o r g i a  

on  s e a f o o d  i n s p e c t i o n s .  A l s o ,  p a r t  o f  o u r  j o b  t h e n  was t o  

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

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

t r a i n  h im.  Can y o u  i m a g i n e  t h a t ?  I n  f o o d  and d r u g  i n s p e c -  

t i o n  w o r k .  

L o f s v o l d :  Who l a t e r  was o u r  b o s s .  

M a r a v i g l i a :  Who l a t e r  was o u r  b o s s  and  w h a t  a b o s s !  T h e r e  


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


h i m .  


L o f s v o l d :  He d i d  t h e  j o b .  


M a r a v i g l i a :  Yes, h e  g o t  t h e  j o b  done. He was d e d i c a t e d ,  


l e t ' s  s a y  t h a t .  T h a t  was h i s  b e s t  qua lit,^. Anyway,  I 


remember  one  t i m e ,  i s  t h i s  t a k i n g  t o o  much t i m e ,  F r e d ?  


A b o u t  a  y e a r  i n  A t l a n t a ,  t h e n  I was r e - t r a n s f e r r e d  

b a c k  t o  New Y o r k  s t a t i o n .  Then when I g o t  b a c k  t o  New Y o r k  



t h e  r e s i d e n t  i n s p e c t o r ,  s o  c a l l e d ,  a t  Newark, New J e r s e y ,  

which was a p a r t  of t h e  New York s t a t i o n ,  d i e d  i n  a s k i i n g  

a c c i d e n t .  His  name was Hugh Smyser and no t  many p e o p l e  

remember him p r o b a b l y .  Anyway, t h e y  s e n t  me t o  Newark i n  

h i s  p l a c e  and I s p e n t  a  c o u p l e  y e a r s  i n  Newark a s  t h e  r e s i -  

d e n t  i n s p e c t o r ,  j u s t  one  man i n  t h a t  s t a t i o n .  

Then I came back t o  New York and worked i n  t h e  e a s t e r n  

d i s t r i c t  w i t h  George Meeks and A l l a n  R a y f i e l d ,  unde r  B i l l  

Wharton,  Olson  and C h a r l i e  Herrmann. A n d ,  l e t ' s  s e e ,  i n  

t h e  i n t e r i m ,  between t h o s e  moves I had been d r a f t e d  i n t o  

t h e  army and I s p e n t  a b o u t  t h r e e  and a h a l f  y e a r s  i n  t h e  

army. When I came back ,  I went back t o  work i n  t h e  e a s t e r n  

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

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

1951. 

I came down t o  P h i l a d e l p h i a  i n  ' 5 1  and s p e n t  a b o u t  

n i n e  y e a r s  t h e r e  and when t h e y  opened a new d i s t r i c t  i n  

D e t r o i t ,  i n  1959 and a s k e d  me t o  go t h e r e  a s  c h i e f  i n s p e c -

t o r ,  which I d i d ,  and from 1959 t i l l  1961  I was i n  D e t r o i t .  

I n  1961,  when Sam Al fend  l e f t  C i n c i n n a t i ,  I was a sked  t o  

go t o  C i n c i n n a t i  d i s t r i c t  a s  t h e  D i r e c t o r .  I s p e n t  1961 

t o  1970 i n  C i n c i n n a t i  d i s t r i c t ,  and t h e n  I came t o  

P h i l a d e l p h i a  a s  t h e  Reg iona l  food  and d r u g  d i r e c t o r  f o r  

Region t h r e e .  I r e t i r e d  f rom P h i l a d e l p h i a  i n  1976 ,  a f t e r  



4 1  y e a r s  o f  s e r v i c e  w i t h  FDA. T h a t ' s  a  b r i e f  c a p s u l e  o f  my 

c a r e e r  s e r v i c e .  

L o f s v o l d :  M r .  B r o d s k y ,  w o u l d  y o u  g i v e  u s  a s i m i l a r  r e c a p  

on y o u r  FDA c a r e e r ?  

B r o d s k y :  S u r e l y .  I s t a r t e d  w i t h  t h e  FDA, t h e  d a y  a f t e r  

New Y e a r ' s  i n  1951 .  I was i n t e r v i e w e d  f o r  t h e  j o b  s h o r t l y  

b e f o r e  I s t a r t e d ,  I t h i n k  s o m e t i m e  i n  O c t o b e r ,  b y  D i c k  

W i l l i a m s  who was t h e n  t h e  c h i e f  i n s p e c t o r  i n  P h i l a d e l p h i a .  

I came t o  w o r k  J a n u a r y  t h e  2nd,  1951 ,  and  I remember  

v e r y  v i v i d l y  t h a t  t h e y  gave  me a manua l  t o  r e a d  and a 

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

i n  t h e  c o r n e r  a n d  I s t a r t e d  t o  r e a d  t h a t ,  and  a f t e r  I ' d  

b e e n  r e a d i n g  f o r  a b o u t  an  h o u r  one  o f  t h e  i n s p e c t o r s  came 

o v e r  and  i n t r o d u c e d  h i m s e  I f ,  i t  was C h a r l i e  D i c k i n s o n  a n d  

h e  t o l d  me t h a t  h e  was go i n g  t o  t r a i n  me. We w e n t  o u t  t o  

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

noon.  A f t e r  a b o u t  a week o f  f a m i l i a r i z i n g  me w i t h  t h e  

f o r m s  t h a t  t h e y  had,  t h e y  s e n t  me o u t  t o  c o l l  e c t  s a m p l e s  

a n d  make an i n s p e c t i o n  o f  a, w h a t  we wou l d n ' t  c o n s i d e r  an 

i n s p e c t i o n  t o d a y ,  j u s t  s o r t  o f  an i n t e r v i e w ,  t o  f i n d  o u t  

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

I Is t a y e d  i n  P h i l a d e l p h i a  up  t i l l  J a n u a r y  o f  ' 5 9  

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

a  d r u g  i n s p e c t o r ,  W e i s s e n b e r g  t h a t  had b e e n  o u t  



t h e r e  who had b e e n  t r a n s f e r r e d  t o  W a s h i n g t o n .  I n  

C i n c i n n a t i ,  b y  t h a t  t i n e  I h a d  l e a r n e d  q u i t e  a b i t  a b o u t  

d r u g  w o r k .  P r i o r  t o  j o i n i n g  t h e  Food  and  D r u g  I h a d  gone  

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

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

names. D u r i n g  my s t a y  i n  C i n c i n n a t i  I d i d  m o s t  o f  t h e  d r u g  

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

a l l  o f  O h i o  I guess ,  p a r t  o f  I n d i a n a ,  K e n t u c k y ,  and  e a s t e r n  

Tennessee .  A l l  t h e  d r u g  work  i n  t h a t  a r e a  I p r a c t i c a l l y  

h a n d l e d  a t  t h a t  t i m e .  T h e r e  was o n l y  one  s e n i o r  d r u g  i n -  

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

I s t a y e d  i n  C i n c i n n a t i  u n t i l  1 9 7 1 ,  t h e n  was t r a n s -

f e r r e d  b a c k  t o  P h i l a d e l p h i a ,  w h e r e  I s t a r t e d .  I h a d  an 

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

W a s h i n g t o n  c a l l e d  EDRO, and s p e n t  mos t  o f  my t i m e  w o r k i n g  

o u t  o f  P h i l a d e l p h i a  f o r  t h e  EDRO g r o u p  i n  W a s h i n g t o n .  

W h i l e  i n  C i n c i n n a t i ,  b a c k  a r o u n d  1 9 6 3 ,  I was a s k e d  t o  

a i d  o r  a s s i s t  h e a d q u a r t e r s  g r o u p  i n  W a s h i n g t o n  t o  make some 

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

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

t r i p s .  I t h i n k ,  r e s u l t i n g  f r o m  t h a t  t h e  EDRO g r o u p  was 

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

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



w i t h i n  t h e  c o u n t r y .  I t  had t w o  o r  t h r e e  p e o p l e  m a i n l y  f r o m  

New Y o r k ,  l i k e  C h a r l i e  Wayne and  C y r i l  O s b r a c k ,  a n d  I r v  

F e l d m a n  w e r e  d o i n g ,  and  m y s e l f  i n  C i n c i n n a t i  w e r e  t h e  o n l y  

ones  t h a t  I knew o f  t h a t  w e r e  m a k i n g  f o r e i g n  i n s p e c t i o n s  

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

t r a n s f e r r e d  b a c k  t o  P h i l a d e l p h i a ,  t h e y  s t a r t e d  a, t h i s  E D R O  

g r o u p .  They  r e c r u i t e d  a  man f r o m  C h i c a g o ,  B u m i l l e r ,  

C h a r l i e  Wayne f r o m  New Y o r k ,  m y s e l f  f r o m  P h i l a d e l p h i a ,  a n d  

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

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

somebody f r o m  San F r a n c i s c o  and  L.A. a n d  A t l a n t a  and  so 

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

f i n a l l y  b y  t h e  t i m e  I r e t i r e d  i n  1 3 7 7  t h - e y  h a d  a f a i r l y  

good s i z e d  g r o u p  o f  t r . a i n e d  i n v e s t i g a t o r s  t o  do  f o r e i g n  

d r u g  i n s p e c t i o n s .  I r e t i r e d  i n  A u g u s t  o f  1 9 7 7  a f t e r  3 3  

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

w i t h  t h e  m i l i t a r y .  One i n t e r e s t i n g  s i d e  l i g h t ,  i s  t h a t  

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

M a r a v i g l i a  was my b o s s .  He f o l l o w e d  me o r  I f o l l o w e d  h i m  

f r o m  one p l a c e  t o  t h e  o t h e r .  

L o f s v o l d :  T h a t ,  t h e  s p e c i a l i z e d  g r o u p  t h a t  y o u  speak  o f  

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

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

w a s n ' t  i t ?  



B r o d s k y :  As w e l l  as  s p e c i a l  i n v e s t i g a t i o n s .  

L o f s v o l d :  P h i l  d e s c r i b e d  h i s  f i r s t  f e w  d a y s  on  t h e  j o b  and 

t k e  e a r l y  t r a i n i n g  t h a t  he  g o t ,  Ted,  how was y o u r s ?  

M a r a v i g l i a :  W e l l  when I r e p o r t e d  i n  1935 ,  t h e r e  was no 

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

c o u r s e ,  a l l  r i g h t .  The t r a i n i n g  c o n s i s t e d  e n t i r e l y  o f  go -  

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

o r s  f o r  a week o r  t w o  a t  a t i m e  and  k i n d  o f  r o t a t i n g  f r o m  

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

C h a r l i e  G r e e n l e e ,  y o u  remember  C h a r l i e .  I l e a r n e d  b y  ob-  

s e r v i n g  and l i s t e n i n g  t o  G r e e n l e e ,  I w e n t  o u t  w i t h  h i m  f o r  

a c o u p l e  a weeks  a t  a t i m e .  Then a f t e r  G r e e n l e e ,  L e o  L u s b y  

who was c h i e f  i n s p e c t o r  w o u l d  a s s i g n  me t o  somebody l i k e  Ed 

P a l m e r  who t o o k  me o u t  i n  h i s  s p e c i a l  k i n d  o f  wo rk .  A f t e r  

E d  P a l m e r ,  L e o  L u s b y  m i g h t  s e n d  me o u t  w i t h  F r e d  G r a y  f o r  a 

c o u p l e  o f  weeks.  And so i t  w e n t ,  a c o u p l e  o f  weeks a t  a 

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

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

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

r e f e r e n c e s  o f  c o u r s e  t o  p r o c e d u r e ,  i n s t r u c t i o n s  i n  t h e  s o  

c a l l e d  i n s p e c t o r s  manua l  t h a t  we had.  T h a t  was, t h e r e  was 

no c l a s s  r o o m  t y p e  o f  t r a i n i n g ,  we had a t  t h e  t i m e  t h a t  I 

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



L o f s v o l d :  Was t h e r e  a n y  s y s t e m a t i c  d i s c u s s i o n  and r e q u i r e -

m e n t s  o f  t h e  l a w ?  

M a r a v i g l i a :  N o t  t h a t  I r e c a l l .  

L o f s v o l d :  O n l y  a s  i t  a p p l i e d .  ... 
M a r a v i g l i a :  O n l y  a s  i t  a p p l i e d  t o  t h e  p a r t i c u l a r  j o b  t h a t  

we w e r e  d o i n g  a t  t h e  t i m e .  T h e r e  was no, l a t e r  on, oh  t h i s  

m u s t  h a v e  b e e n  a f t e r  t h e  war  I r e c a l l  t h a t  i n  p l a c e s  l i k e  

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

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

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

t h e  l a w ,  y o u  know, l e g a l  c a s e s  and  i n v e s t i g a t i o n s ,  t y p e  o f  

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

t h i n g .  And t h a t  k i n d  o f  t r a i n i n g  was, I t h i n k ,  e x c e l l e n t  

b e c a u s e  i n s p e c t o r s  w e r e  a b l e  t o  p a r t i c i p a t e  and c o n t r i b u t e ,  

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

And o c c a s i o n a l l y  we w o u l d  h a v e  p e o p l e  come i n  who were  

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

o f  o u r  own shop  y o u  know. B u t  i n  t h e  e a r l y  d a y s ,  t h a t  I 

say ,  t h e  o n  t h e  j o b  t r a i n i n g  was l i t e r a l l y  on  t h e  j o b .  

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

As I m e n t i o n e d  e a r l i e r  t h i s  i s  t h e  way t h a t  we t r a i n e d  

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

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

v a r i o u s  work .  I d o n ' t  know i f  I was a v e r y  good  t r a i n e r  o r  



n o t  b e c a u s e  I remember  c l e a r l y  o n e  i n c i d e n t  when we w e r e  

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

a b a r r e l ,  a n d  y o u  know, we w e r e  s u p p o s e d  t o  t a k e  i t  i n  a 

s t e r i l e  manner .  We h a d  t h e s e  l i t t l e  a l c o h o l  l a m p s  and  y o u  

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

d r i e d  m i l k  and p l a c e  i n  a j a r  f o r  samp le .  I was t r y i n g  t o  

--Il i t  t h e  a l c o h o l  l amp  i n  t r y i n g  t o  s t e r i l i z e  t h e  t r i e r  

and  t h e  damn t h i n g ,  I s t a r t e d  a  c o n f l a g r a t i o n .  I remember  

R a y f i e l d ,  "What  t h e  h e l l  a r e  y o u  d o i n g ,  y o u ' r e  s u p p o s e d  t o  

b e  s h o w i n g  me how t o  s t e r i l i z e  i t . "  Anyway, t h e  a l c o h o l  

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

o f  t h i n g ,  t h e  way we l e a r n e d ,  b u t  d o i n g  i t  o n  t h e  j o b .  B u t  

a s  I s a y ,  t h a t  was i n  t h e  e a r l y  y e a r s ,  i n  t h e  m i d d l e  t h i r -  

t i e s  and  so on.  My r e c o l l e c t i o n  i s  t h a t  t h e  t r a i n i n g  c o n -

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

I s a i d ,  t h i s  was a f t e r  t h e  war, I remember  t h a t  o u r  t r a i n -

i n g  became a l i t t l e  m o r e  f o r m a l  b u t  i t  was m o r e  i n s t i t u t e d  

i n  house ,  y o u  m i g h t  say .  A t  t h e  d i s t r i c t  we w o u l d  g e t  t h e  

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

e v e r y  m o n t h  o r  week o r  o n c e  a m o n t h  a t  l e a s t .  T h i s  i s  t h e  

way i t  d e v e l o p e d  a f t e r  t h e  war .  

B r o d s k y :  I r e c a l l  Ted, y o u  w e r e  a l l u d i n g  t o  t h e  i n  h o u s e  

t y p e  o f  c o n f e r e n c e s  we had .  I remember ,  I ' m  n o t  s u r e  

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

P h i l y  o r  when W i l l i a m s  was s t i l l  t h e r e .  



E s s e n t i a l l y ,  when I s t a r t e d  i n  1951,  t h e  t r a i n i n g  was 

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

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

w i t h  w o u l d  t r e a t  y o u  d i f f e r e n t l y .  Some w o u l d  t e l l  y o u  as  a 

t r a i n e e ,  d o n ' t  y o u  s a y  a word ,  y o u  j u s t  w a t c h  a n d  l i s t e n .  

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

a n d  i f  y o u  g e t  i n  a n y  t r o u b l e ,  I 'll r e c o g n i z e  i t  and  I '  

j ump  i n .  T h e r e  w e r e  a l l  d e g r e e s  o f  t h i s ,  f r o m  s a y  n o t h  

t o  d o  e v e r y t h i n g .  And o t h e r w i s e  t h i n g s  w e r e  a s  Ted d e -  

s c r i b e d  up,  w i t h  t h e  e x c e p t i o n  t h a t  I remember  we h a d  t h e s e  

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

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

o f f i c e  w i t h  r e f e r e n c e s  o f  f o o d  and d r u g  l aw .  And we c o u l d  

go i n  t h e r e ,  t h e y  w o u l d ,  t h e  c h i e f  w o u l d  g u i d e  u s  and  t e l - l  

u s  h e r e ' s  w h e r e  y o u  c a n  g e t  some i n f o r m a t i o n  and  t h e r e  w e r e  

p a m p h l e t s  p u t  o u t  b y  t h e  Food and  D r u g  a n d  Law R e v i e w ,  was 

i t ?  What was t h e  name o f  t h a t  l i t t l e  m a g a z i n e  t h a t  we u s e d  

t o  g e t ?  Food,  D r u g  an d  C o s m e t i c  Law J o u r n a l ,  y e s .  And 

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

a r o u n d  t o  some o f  t h e  m o r e  e x p e r i e n c e d  p e o p l e  t h e y ' d  t e l l  

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

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

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

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



a n y t h i n g ,  b u t  on  Monday m o r n i n g s  we h a d  t h i s  m e e t i n g .  I 

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

a s  any  f o r m a l  t r a i n i n g ,  by t h i s  t i m e  t h e r e  was, i n  t h e  

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

d o n ' t  know who h a d  w r i t t e n  i t  o r  when i t  was w r i t t e n ,  b u t  

i t  was t h e r e  when I came, and  i t  h a d  c a p t i o n s  and  some 

d e t a i l  on  d r u g  i n s p e c t i o n s .  I t  w a s n ' t  v e r y ,  I mean i t  was 

v e r y  good  f o r  t h a t  t i m e ,  f o r  t h e  t y p e s  o f  i n s p e c t i o n a l  wo rk  

t h a t  we d i d .  I d o n ' t  t h i n k  t h e  i n s p e c t i o n a l  j o b s  i n  t h e  

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

b e  l a t e r  i n  t h e  ' 6 0 ' s  a n d  ' 7 0 ' s .  

M a r a v i g l i a :  I n  t h e  e a r l y  d a y s  t o o ,  F r e d ,  a s  I r e c a l l ,  a 

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

q u o t a  s a m p l e s ,  y o u  may r emember t h a t  y o u r s e l f .  We h a d  

q u o t a  s a m p l e s  f o r  p y r o g e n s ,  we . had q u o t a  s a m p l e s  f o r  h o r -
L 

mones, l i k e  p i t u a t a r y  e x t r a c t ,  and t h a t  k i n d  o f  t h i n g .  

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

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

a n a l y z e  t h e s e  s p e c i a l  p r o d u c t s .  T h i s  i s  t h e  way t h e y  k e p t  

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

k e t .  Do y o u  remember  t h a t ?  

L o f s v o l d :  Yes I remember  t h a t  v e r y  c l e a r l y .  

M a r a v i g l i a :  A l o t  o f  o u r  t i m e  was s p e n t  i n  c o l  l e c t i n g  

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



t h i s  i s  an  i n t e r e s t i n g  i n c i d e n t ,  t o  me i t  was, b a c k  d u r i n g  

t h e  war,  W o r l d  War 11, t h a t  i s .  I g u e s s  i t  was r i g h t  a f t e r  

t h e  war ,  I was a r e s i d e n t  i n  Newark .  One o f  my a s s i g n m e n t s  

was t o  c o l l e c t  a q u o t a  samp le ,  o f  q u i n i n e  s u l f a t e .  A r o u n d  

t h a t  t ime t h e r e  was a r e a l  s h o r t a g e  o f  q u i n i n e  y o u  know, 

b e c a u s e  o f  t h e  war.  So I w e n t  t o  YcKesson  a n d  R o b b i n s  i n  

Newark .  They h a d  a b r a n c h  w a r e h o u s e  t h e r e  a n d  I c o l l e c t e d  

t h i s  q u o t a  s a m p l e ,  r o u t i n e  s a m p l e ,  and  s e n t  i t  i n .  A f t e r  a 

w h i l e  we h e a r d  t h a t  t h i s  s a m p l e ,  c o n t a i n e d  no q u i n i n e .  I t  

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

e r a .  I f  y o u  r e c a l l ,  t h e y  w e r e  s u p p o s e d  t o  h a v e  w a r e h o u s e s  

u p  i n  M o n t r e a l  i n  Canada somewhere  o f  q u i n i n e  and t h e r e  was 

n o t h i n g  t h e r e .  T h e r e  w e r e  no  s t o c k s  o f  i t ,  i t  was j u s t  an  

e m p t y ,  y o u  know, empty  w a r e h o u s e .  As a r e s u l t ,  I remember  

t h e  names o f  t h e s e  g u y s  t h e y  w e r e  C o s t e r  b r o t h e r s ,  d o  y o u  

r e c a l l  t h a t  name? 

L o f s v o l d :  Oh y e s ,  F. D o n a l d  C o s t e r .  

M a r a v i g l i a :  And when t h e y  u n c o v e r e d  t h i s ,  Go ldhammer  

f o l l o w e d  t h a t  i n v e s t i g a t i o n  up ,  and  a s  u s u a l  h e  made a  

t r e m e n d o u s  i n v e s t i g a t i o n .  As a r e s u l t  o f  t h i s  i n v e s t iga-

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

j u s t ,  y o u  know, d e c e i v i n g  e v e r y b o d y  w i t h  n o n e x i s t e n t  s t o c k s  

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

was some k i n d  o f  i n d i c t m e n t ,  a g r a n d  j u r y  i n d i c t m e n t  



w a s n ' t  t h e r e ?  When t h e  m a r s h a l s  w e r e  o n  t h e i r  way t o  t h e  

C o s t e r s ,  I t h i n k  t h e y  l i v e d  i n  C o n n e c t i c u t ,  w e l l  McKesson 

h a d  i t s  h e a d q u a r t e r s  i n  C o n n e c t i c u t ,  i n  B r i d g e p o r t  I t h i n k .  

They w e r e  o n  t h e i r  way t o  a r r e s t  t h e  C o s t e r s ,  t h e  m a r s h a l s  

were ,  when one  o f  t h e  C o s t e r s ,  a t  l e a s t  c o m m i t t e d  s u i c i d e .  

He s h o t  h i m s e l f  i n  t h e .  head.  He knew t h e  j i g  was u p  and  i t  

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

q u o t a  samp le .  

L o f  s v o l  d :  And t h e n  t h i s  d r u g  company w h i c h  was n a t i o n w i d e ,  

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

s h i p  f o r  many many y e a r s .  

M a r a v i g l i a :  They  w e r e  a l s o  i n  t h e  l i q u o r  b u s i n e s s  a t  t h a t  

t i m e .  1 t h i n k  t h e  d r u g  b u s i n e s s  a l m o s t  e x p i r e d ,  b u t  I 

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

L o f  s v o l  d :  They  ma i n t a i n e d  t h e i r  w h o l e s a l e  d r u g  b u s i n e s s  

t h r o u g h o u t  t h e  c o u n t r y ,  b u t  u l t i m a t e l y  t h e y  became 

Foremos t -McKesson .  

M a r a v i g l i a :  As I s a y ,  g o i n g  b a c k ,  a l o t  o f  o u r  work  was i n  

c o l l e c t i o n  o f  t h e s e  so c a l l e d  q u o t a  samp les .  

L o f s v o l d :  I t h i n k  t h e n  we d e p e n d e d  m o r e  o n  l a b o r a t o r y  

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

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

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

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



L o f s v o l d :  We s t i l l  u s e  t h e  t e c h n i q u e  a s  an  a d j u n c t  t o  

i n s p e c t i o n ,  b u t  I b e l i e v e  o v e r  t h e  y e a r s  we a r e  now more  

i n t e r e s t e d  i n  t h e  process . . . . .  

M a r a v i g l i a :  The e m p h a s i s  i s  on  i n s p e c t i o n ,  y o u  know, 

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

B r o d s k y :  Y o u r  s t o r y  r e m i n d s  me o f  a s i m i l a r  t h i n g  t h a t  

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

P h i l a d e l p h i a .  I remember  D e t r o i t  h a d  e x a m i n e d  a v i a l  o f  

p o s t e r i o r  p i t u i t a r y  o n  a q u o t a  s a m p l e  f o r  p o s t e r i o r  p i t ,  

f r o m  P i t t e n g e r  Labs ,  H a r v e y  P i t t e n g e r ,  i n  P h i l a d e l p h i a .  As 

a r e s u l t  y o u  had s e n t  me o u t  t o  L u s t g a r t e n  L a b s  who had 

s h i p p e d  i t .  W h i l e  I was o u t  t h e r e ,  I was s u p p o s e d  t o  t r y  

t o  f i n d  o u t  why t h i s  was l o w ,  t h e r e  was no p o t e n c y  a t  a l l  

i n  t h i s  s t u f f .  I remember ,  I was o u t  t h e r e  m a k i n g  an i n -

s p e c t i o n  and  w a n t e d  t o  g e t  a  sample ,  a  r e s e r v e  s a m p l e ,  so 

t h a t  we c o u l d  a n a l y z e  t h i s  s t u f f .  And t h e y  h a d  n o n e  o f  t h e  

s t u f f ,  i t  was a l l  s h i p p e d  o u t .  A t  t h a t  t i m e  t h e y  u s e d  t o  

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

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

b e r e d  t h a t  t h i s  p o s t e r i o r  p i t  i s  p r e t t y  e x p e n s i v e  a n d  

u s u a l l y  l e a v e s  a b o u t  5 0  c c ' s  i n  t h e  c a n d l e ,  and  t h e y  

u s u a l l y  s a v e  i t .  And s o  I a s k e d  t h e m  how a b o u t  wha t  was 

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

t h e y  h a d  i t .  So I g o t  a  s a m p l e  o f  t h a t  a n d  I c a l l e d  Ted,  I 



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

Ted, and  s u g g e s t e d  t h a t  maybe h e  c o u l d  g e t  L u t h e r  J o h n k e  t o  

go  o v e r  t o  H a r v e y  P i t t e n g e r  w h i l e  I ' m  s t i l l  h e r e ,  b e c a u s e  

r i g h t  now we knew t h a t  t h e y  h a d  a s a m p l e  and  do y o u  

remember  t h i s  a t  a l l  T e d ?  

M a r a v i g l i a :  V a g u e l y ,  y e s .  

B r o d s k y :  And L u t h e r  w e n t  o u t  t o  H a r v e y  P i t t e n g e r  L a b s  a n d  

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

make t h e  p o s t e r i o r  p i t  and  h e  s t a r t e d  t o  g e t  f u n n y  a n s w e r s .  

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

t h a t  o u t ,  I t h i n k  we u s e d  t o  h a v e  t o  send  t h a t  o u t  t o  a 

d i v i s i o n  i n  W a s h i n g t o n .  I n  t h e  m e a n t i m e  we g o t  t h e  r e -

s u l t s ,  i t  had no p o t e n c y  so t h e n  L u t h e r  and  I t o g e t h e r ,  

s t a r t e d  o u t  a t  t h i s  P i t t e n g e r  Lab .  W e l l ,  L u t h e r  a n d  I w e r e  

t h e n  s e n t  o u t  b y  Ted t o  make a n  i n v e s t i g a t i o n  a t  t h e  sup -

p l i e r  o f  t h e  p o s t e r i o r  p i t  w h i c h  was H a r v e y  P i t t e n g e r  

L a b o r a t o r i e s .  T h i s  i s  w h e r e  I l e a r n e d  a g r e a t  d e a l  a b o u t  

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

F i r s t ,  L u t h e r  w a n t e d  t o  know w h e r e  he  g o t  t h e  g l a n d s  and  

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

Camden, New J e r s e y ,  so h e  a s k e d  h i m  f o r  t h e  i n v o i c e s .  He 

d i d n ' t  h a v e  a n y  i n v o i c e s .  He a s k e d  h i m  w h e r e  h e  g o t  t h e  

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

t e r i o r. p i t ,  he knew y o u  h a d  t o  h a v e  U S P  s t a n d a r d s  t o  t e s t  



i t  a g a i n s t .  And t h e y  c o u l d n ' t  show h i m  t h a t ,  h e  a s k e d  t h e m  

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

p i g e o n s  a t  t h a t  t i m e ,  t h e y  had no p i g e o n  b o a r d s .  They  h a d  

no c a g e s  f o r  p i g e o n s ,  t h e y  c o u l d n ' t  show u s  a n y t h i n g .  I 

remember  j u s t  l i s t e n i n g  b e i n g  f a s c i n a t e d ,  a n d  b y  t h i s  t i m e  

I ' d  been  i n ,  I d o n ' t  know w h a t  y e a r  t h i s  was, maybe f o u r  

y e a r s  o r  f i v e  y e a r s  a t  t h i s  t i m e ,  and  n e v e r  h a d  b e e n  e x -

p o s e d  t o  a n y t h i n g  l i k e  t h i s .  Ye t ,  I knew e n o u g h  a b o u t  t h e  

d r u g  e n d  o f  i t ,  b u t  t h e  i n v e s t i g a t o r y  e n d  I d o n ' t  t h i n k  I 

w o u l d ' v e  known wha t  t o  do. And I j u s t  s t o o d  t h e r e  f a s c i -

n a t e d  and a s  he  s t a r t  a s k i n g  t h e s e  s p e c i f i c  q u e s t i o n s ,  

o t h e r  t h i n g s  s t a r t e d  t o  come t o  my m i n d  and  when w e ' d  g e t  

o u t  I ' d  ask  h i m  how ' b o u t  t h i s ,  how ' b o u t  t h a t  a n d  h e ' s  

j u s t  t e l l  me, y o u  j u s t  l i s t e n  and b o y  he  was a r e a l  

e d u c a t i o n .  I t f i n a l l y  wound up t h a t  t h e s e  p e o p l e ,  t h e s e  

were  t w o  b r o t h e r s ,  I t h i n k  t h e i r  name w e r e  Cohen. Eugene  

Cohen was t h e  m a i n  p e r s o n ,  and  t h e y  w e r e  b o t h  g r a d u a t e s  

f r o m  P h i l a d e l p h i a  C o l l e g e  o f  Pharmacy  a n d  we made an i n -

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

b o t h  Ph.D1s,  a t  l e a s t  o n e  o f  t h e m  was a Ph.D. And t h e y  w e r e  

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

and e v e r y t h i n g  a n d  so t h e y  knew enough  t o  do  t h e  j o b  r i g h t .  

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

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



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

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

o f  t h o s e .  And a t  t h a t  t i m e  we w e r e  m a k i n g  some s e i z u r e s  o n  

t h o s e ,  b u t  n o t  t o o  many b e c a u s e  t h e  compan i e s  t h a t  w e r e  

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

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

and  t h a t ' s  w h a t  t h e y  w e r e  d o i n g . I t  was my, o r  o u r  c o n -

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

i n e r t  m a t e r i a l  t o  L u s t g a r t e n  was t h a t  t h e y  t h o u g h t  t h a t  

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

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

o u t  p o s t e r i o r  p i t u i t a r y  p r e p a r a t i o n .  T h a t ' s  a s t r a i g h t  

p o s t e r i o r  p i t u i t a r y ,  I t h i n k  i t  was 20  u n i t  s t u f f ,  w h i c h  

was r e a l l y  t h e r a p e u t i c  i n j e c t i b l e  p r e p a r a t i o n .  And f i g u r i n g  

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

I t h i n k  t h a t ' s  why t h e y  s h i p p e d  i t .  And a s  a r e s u l t ,  t h i s  

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

t o l d  b y  t h e  j u d g e  t o  g e t  out o f  t h e  d r u g  b u s i n e s s ,  and  

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

M a r a v i g l i a :  On t h e  s u b j e c t  o f  t r a i n i n g .  I d o n ' t  t h i n k  a n y  

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

t h e  t h r e e  o r i g i n a l  D i s t r i c t s  w e r e  b r o k e n  up and  a d i v i s i o n  

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



T h e n  i s  when R a y f i e l d  and h i s  g r o u p  s t a r t e d  c o n t r o l l i n g  t h e  

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

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

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

l i s t  and s h o u l d  be  a b l e  t o  d o  a n y  t y p e  o f  i n s p e c t i o n .  So 

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

p r o m o t e d ,  he  had t o  d o  a c e r t a i n  amount  o f  w o r k  i n  e a c h  

" p r o j e c t " ,  t h a t ' s  what  we u s e d  t o  c a l l  t hem,  remember  t h a t ,  

" p r o j e c t " .  And t h i s  c a u s e d  a f e w  d i f f i c u l t i e s  b e c a u s e  a s  

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

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

t h e y  l a c k e d  a 1 i t t l e  e x p e r i e n c e  i n  a c e r t a i n  " p r o j e c t "  o r  

f i e l d  o f  wo rk .  I remember ,  C h a r l i e  P y a t t ,  w h o ' s  s t i l l  w i t h  

FDA, when he  was i n  P h i l a d e l p h i a  w i t h  P h i l  a n d  me a n d  

C h a r l i e  was a n x i o u s  t o  g e t  a G S - 9 ,  a n d  I w a n t e d  t o  g e t  h i m  

a GS-9, b u t  we c o u l d n ' t .  I t  c o u l d n ' t  b e  a p p r o v e d  b y  

H a s h i n g t o n  b e c a u s e  he  had n o t  d o n e  a n y  o f  w h a t  we c a l l e d  

OTC w o r k ,  t h a t  i s ,  o v e r  t h e  c o u n t e r  w o r k ,  w h i c h  mean t  b u y -

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

C h a r l i e ,  a s  d i s t a s t e f u l  a s  i t  was t o  h i m ,  managed t o  make a 

c o u p l e  o f  " b u y s "  a s  we c a l l e d  t h e m  a t  a d r u g  s t o r e ,  o f  some 

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

a GS-9. And I t h i n k  t h e  same t h i n g  h a p p e n e d  w i t h  P h i l ,  and  

maybe P h i l  c a n  t e l l  y o u  w h a t  h i s  e x p e r i e n c e  was. 



B r o d s k y :  Y o u r  s t o r y ,  o r  y o u r  r e f e r e n c e  t o  C h a r l i e  r e m i n d s  

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

w e r e  recommended f o r  9 ' s  a r o u n d  t h e  same t i m e ,  I t h i n k  i t  

was e x a c t l y  t h e  same day .  What happened ,  i s  I h a d  a l o t  o f  

w o r k  i n  OTC a n d  t h e  d r u g  f i e l d  b u t  i n  o r d e r  f o r  me t o  g e t  a 

GS-9 I h a d  t o  g e t  w o r k  i n  b a k e r y  i n s p e c t i o n s  and c a n d y  i n -

s p e c t i o n s .  H a v i n g  s p e n t  a l o t  o f  t i m e ,  m o s t  o f  my t i m e  i n  

t h e  d r u g  f i e l d ,  v e r y  me t i c u l o u s  t y p e  s t u f f ,  when I went  o u t  

t o  d o  t h e  b a k e r y  i n s p e c t  i o n s ,  I d i d  t h o s e  t h e  same way. I 

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

i n s p e c t i o n  t h a t  I made o n  t h e s e  o n e s  t h a t  I knew n o t h i n g  

a b o u t  t u r n e d  o u t  t o  be ,  t o  h i t  p a y  d i r t .  I was v e r y  a p p r e -

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

t h a t  I h a d  m e n t i o n e d  i n  t h e ,  a t  t h e  b e g i n n i n g  a t  t h e  t a p e  

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

p l a c e  I w e n t ,  o r  he  f o l l o w e d  me. 

I remember  Ted c a l l i n g  me i n  one t i m e  b e f o r e  he  recom-

mended me f o r  t h e  9, t h e  G S - 9 .  He h a d  a s k e d  me why I 

d i d n ' t  come i n  a n d  b i t c h ,  h e  s a i d  e v e r y b o d y  e l s e  i s  b i t c h -

i n g  a b o u t  t h e s e  9 ' s .  He s a i d  d o n ' t  y o u  t h i n k  y o u ' r e  w o r t h  

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

h a d  t o  d o  . B u t  I r e ~ i l e m b e r  s a y i n g  t o  h i m  when I f e e l  t h a t  I 

know i t ,  I e x p e c t  y o u ' l l  know i t  b y  t h a t  t i m e .  And he sa i d  

no,  I was k i n d  o f  shy .  He t o l d  me, y o u  g e t  o u t  t h e r e  and  



y o u ' r e  d o i n g  a good  j o b  and h e  g a v e  me a l o t  o f  c o n f i d e n c e ,  


and  t o l d  me, he  s a i d ,  y o u ' r e  j u s t  a s  good  a s  e v e r y o n e  e l s e ,  


and  d o n ' t  f o r g e t  i t .  And I n e v e r  d i d  f o r g e t  t h a t .  


L o f s v o l d :  I n  t h e s e  i n s t r u c t i o n s  t h a t  we g o t  f r o m  h e a d -  


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


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


o v e r  a s i x  m o n t h  p e r i o d ,  a s  I remember ,  i s  t h a t  c o r r e c t  


Ted?  


M a r a v i g l i a :  Yes, t h e r e  w e r e  t i m e  l i m i t s .  


L o f s v o l d :  And t h e y  a l s o  t o l d  u s  c e r t a i n  t i m e  was r e q u i r e d  


t o  be  s p e n t  on  e x p l a i n i n g  t h e  s e c t i o n s  o f  t h e  l a w  t o  t h e  


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


M a r a v i g l i a :  Yes, a n d  t h i s  r e a l l y  was a s t a r t  o f  some r e a l - 


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

r e l y  o n  o u r  own, y o u  know. 

L o f s v o l d :  D o n ' t  y o u  t h i n k  t h a t  was p r o b a b l y  b e c a u s e  we 

w e r e  s u c h  a s m a l l  a g e n c y  and  we d i d n ' t  a c q u i r e  v e r y  many 

p e o p l e  a t  a n y  one  t i m e .  A  f o r m a l  t r a i n i n g  p r o g r a m  p r o b a b l y  

w a s n ' t  n e c e s s a r y ,  o r  a s  n e c e s s a r y  t h e n  a s  i t  was l a t e r .  

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

I ' v e  m e n t i o n e d  t h a t  we o n l y  had f i v e  i n s p e c t o r s  i n  t h e  

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

U n i t e d  S t a t e s .  As y o u  c a n  s e e  i n  t h e  e a r l i e r  d a y s  t h e y  h a d  

e v e n  l e s s  t h a n  t h a t .  B u t  y e s ,  y o u ' r e  r i g h t ,  I d o n ' t  t h i n k  

a q u i t e  f o r m a l  t r a i n i n g ,  was r e a l l y  n e c e s s a r y .  



L o f s v o l d :  O f  c o u r s e  one  o f  t h e  o t h e r  t h i n g s  a y o u n g  

i n s p e c t o r  h a d  t o  w a t c h  o u t  f o r  when he  wen t  o u t  w i t h  a 

t r a i n e r  was t o  make s u r e  t h e  t r a i n e r  was d o i n g  i t  r i g h t .  I 

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

b y  d e c i d i n g  I w o u l d  n o t  do  wha t  t h e y  w e r e  d o i n g  and I w o u l d  

come o u t  b e t t e r .  

M a r a v i g l i a :  W e l l  y o u  h a v e  t o  g i v e  t h o s e  y o u n g  i n s p e c t o r s  

i n  t h o s e  d a y s  a l o t  o f  c r e d i t  f o r  common sense .  

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

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

v o l  ved i n  t h e  d e v e l o p m e n t  o f  new d r u g s .  

M a r a v i g l i a :  W e l l  my f i r s t  p r o m i n e n t  r e c o l l e c t i o n  o f  an  

o u t s t a n d i n g  i n c i d e n t ,  was t h a t  i n v o l v i n g  t h e  d r u g  MER-29, 
'r' 

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

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

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

t h e  eye.  As I r e c a l l ,  t h e  company and v a r i o u s  i n v e s t i g a -

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

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

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

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

W i l l i a m  S. M e r r e l l  Co. i n  C i n c i n n a t i  a n d  I t h i n k  t h e y  l a t e r  

became R i c h a r d s o n - M e r r e l l  and  a r e  now p a r t  o f  Dow C h e m i c a l  

Co. Anyhow, t h e  d r u g  was m a n u f a c t u r e d  and  d i s t r i b u t e d  f r o m  



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

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

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

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

p e o p l e  w e r e  p u t  o n  p r o b a t i o n .  A l s o  a number  o f  c i v i l  s u i t s  

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

s e t t l e d  o u t  o f  c o u r t  and  i n  c o u r t .  I d o n ' t  know, t h e y  may 

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

I h e a r  s o m e t h i n g .  And t h e n  t h e  o t h e r  p r o m i n e n t  c a s e  i n -

v o l  ved.. 

L o f  s v o l  d  : What y e a r  was, about . . . .  

M a r a v i g l i a :  I t  was i n  t h e  e a r l y  1 9 6 0 ' s .  I t  was, i t  m i g h t  

h a v e  b e e n  ' 6 1  o r  ' 6 2  b e c a u s e  t h e  f i r m  was f i n a l l y  p r o s e -

c u t e d  and  f i n e d  i n  1964 ,  so i t  was i n  t h e  e a r l y  1 9 6 0 ' s .  

L o f s v o l d :  The f i n e s  w e r e  s u b s t a n t i a l ?  

M a r a v i g l i a :  Yes, a n  $80,000.00 f i n e  a s  I r e c a l l ,  p l u s  

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

and  t h a t ' s  o n e  o f  t h e  f i r s t  i n c i d e n t s  o f  t h i s  n a t u r e .  

B r o d s k y :  The  o n l y  t h i n g  I w o u l d  h a v e  t o  a d d  w o u l d  be  my 

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

begun  t h i s ,  Tom R i c e ,  who i s  now r e t i r e d ,  l i v i n g  down i n  

F l o r i d a .  We h a d  a l o t  o f  f o l l o w  up  i n t e r v i e w s  t o  make 

f r o m  p e o p l e  who had h a d  c a t a r a c t s ,  o r  d o c t o r s  who had p r e -  

s c r i b e d  t h e  d r u g  who h a d  g i v e n  t h e m  d r u g s ,  so c a l l e d  d r u g  



i n v e s t i g a t o r y  p a t i e n t s .  And we h a d  t o  t r y  t o  d e t e r m i n e  

t h r o u g h  t h e s e  i n t e r v i e w s  w h e t h e r  t h e  d o c t o r s  w e r e  commer-

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

p a t i e n t s .  I know we t r a v e l l e d  i n  a l l  t h e  s t a t e s  o f  o u r  

t e r r i t o r y  i n t e r v i e w i n g  p e o p l e  and  I t h i n k  t h a t  was t h e  

r e a s o n  t h a t  Ted w a s n ' t  a b l e  t o  go. He c o u l d n ' t  r u n  a r o u n d  

t h e  s t a t e s  and  s t i l l  r u n  a  d i s t r i c t .  And t h a t ' s  how I g o t  

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

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

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

M a r a v i g l i a :  I ' d  l i k e  t o  a d d  s o m e t h i n g  h e r e  i f  I c o u l d .  

The c a s e  was so i m p o r t a n t  t h a t  J a c k  H a r v e y  y o u  remember ,  

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

t h e  t i m e ,  s e n t  u p  G i l b e r t  Go ldhammer  who was h i s  d e p u t y  a t  

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

make s u r e  a l l  t h e  l o o s e  ends  w e r e  t i e d  up .  I r e c a l l ,  I 

d o n ' t  know i f  y o u  remember  t h a t  P h i l ,  b u t  G i l  Go ldhammer  

came up and  s p e n t  q u i t e  a t i m e ,  q u i t e  a b i t  o f  t i m e  u p  

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

He r e a l l y  wound i t  u p - - s o  G i l ,  I ' m  s u r e ,  remembers  a l o t  

o f  p e r s o n a l  t o u c h e s  t h a t  we c a n ' t  r e c a l l .  

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

o u t s t a n d i n g  c a s e  t h a t  comes t o  m i n d  i s  t h e  t h a  1  i d o m i d e  

c a s e .  A g a i n ,  a d r u g  i n  w h i c h  W i l l i a m  S. M e r r e 1 1  was 



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

I remember  a b o u t  t h a l i d o m i d e  l a t e r  on ,  i n  w h i c h  a g a i n  Tom 

R i c e  was t h e  p r i n c i p a l  c o n t r i b u t o r .  B u t  t h e  one  f a c t  t h a t  

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

r e c o m m e n d a t i o n  o f  W i l l i a m  S. M e r r e l l  and Co., b a s e d  on 

t h a l i d o m i d e ,  t h a t  we s u b m i t t e d  when I was i n  C i n c i n n a t  

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

i n t e n t s  and  p u r p o s e s  W i l l i a m  S.  M e r r e l l  was m a r k e t i n g  

t h a l i d o m i d e  a s  a c o m m e r c i a l  p r o d u c t  u n d e r  t h e  g u i s e  o f  S 0 

c a l l e d  e x p e r i m e n t a l  use .  I n  o t h e r  w o r d s  a t  t h a t  t i n e ,  a 

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

t i o n a l '  d r u g  s o l e l y  f o r  i n v e s t i g a t i o n  o r  e x p e r i m e n t a l  use .  

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

c o m m e r c i a l  u s e  w h i l e  i t  was s t i l l  y o u  know, b e i n g  i n v e s t i -  

g a t e d .  B u t  i t  d e v e l o p e d  i n  o u r  i n v e s t i g a t i o n  o f  M e r r e l l  

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

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

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

t h e y  w e r e  d o i n g .  T h e r e  w e r e  c a s e s ,  some o f  t h e  d o c t o r s  

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

n o t  r e p o r t i n g  b a c k  a n y  f i n d i n g s ,  y o u  know. The d o c t o r s  

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

c l i n i c a l  t e s t s  and  t r i a l s ,  b u t  i n  many c a s e s ,  many c a s e s  

t h e y  w e r e n ' t  e v e n  d o i n g  t h a t .  So t o  a l l  i n t e n t s  a n d  



p u r p o s e s  and f o r  a l l  p r a c t i c a l  p u r p o s e s  t h e  f i r m  was mar-

k e t i n g  t h i s  damn d r u g  a s  a commerc ia l  d r u g .  O n  t h e  b a s i s  o f  

t h a t  e v i d e n c e  we h e l d  a  h e a r i n g  of t h e  f i r m  and i t s  o f f i -

c e r s  a t  which t h e  f i r m  was r e p r e s e n t e d  by a Mr. Lawrence 

Walsh who was a o n e - t i m e  f e d e r a l  j u d g e ,  and a t  one t i m e  was 

a l s o  p r e s i d e n t  o f  t h e  American Bar A s s o c i a t i o n .  He c a n e  i n  

w i t h  a n o t h e r  l e g a l  c o u n s e l  Mr. Brad M i n t e n e r ,  you know 

Brad ,  and a l o n g  w i t h  r e p r e s e n t a t i v e s  of W i l l i a m  S .  M e r r e l l .  

We h e l d  a  h e a r i n g  i n  C i n c i n n a t i .  George Weeks and I ,  a s  

D i r e c t o r  of C i n c i n n a t i  D i s t r i c t ,  h e l d  a  h e a r i n g  w i t h  t h e s e  

gen t l emen  p r e s e n t  where  t h e y  p r e s e n t e d  t h e i r  c a s e ,  a n d  

t h e i r  r e s p o n s e  t o  o u r  c h a r g e s  which we took  down. Eventu-

a l l y  a f t e r  t h e  h e a r i n g  we i n  C i n c i n n a t i  recommended t h a t  

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

r e a l l y ,  i n  i n t e r s t a t e  commerce b e c a u s e  i t  had n e v e r  been 

app roved  f o r  commerc ia l  u s e .  Then ,  t h i s  p r o s e c u t i o n  recom-

menda t ion  went t o  o u r  h e a d q u a r t e r s  i n  Washington and i t  l a y  

t h e r e  f o r  months ,  and a y e a r ,  and a c o u p l e  y e a r s .  I k e p t  

i n q u i r i n g  a b o u t  i t  and w a s n ' t  g e t t i n g  anywhere  and f i n a l l y  

I was t o l d  t h a t  t h e  recommendat ion had been s e n t  t o  t h e  

Depar tment  of J u s t i c e  by t h e  FDA h e a d q u a r t e r s  and t h e r e  i t  

a p p a r e n t l y  d i e d  a q u i e t  d e a t h  and we n e v e r  h e a r d  anymore 

a b o u t  i t . B u t  we i n  C i n c i n n a t  i  f e l t  t h a t  we had enough 

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



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

m a r k e t e d  c o m m e r c i a l l y .  And a p p a r e n t l y ,  I d o n ' t  know I 

g u e s s  o u r  h e a d q u a r t e r s  f e l t  t h e  same way b e c a u s e  t h e y  

bumped i t  u p  t o  t h e  J u s t i c e  D e p a r t m e n t  a c c o r d i n g  t o  t h e  

i n f o r m a t i o n  I g o t  o v e r  t h e  phone  f r o m  somebody i n  

W a s h i n g t o n  b u t  n o t h i n g  happened  a f t e r  t h a t .  B u t  I d o n ' t  

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

h e a r i n g s  o r  n o t  b u t  I d o n ' t  know, Tom R i c e ,  h e  m i g h t  o f  

m e n t i o n e d  i t .  T h e r e ' d  b e e n  v o l u m e s  o f  C o n g r e s s i o n a l  h e a r -

i n g s  on  t h a l i d o m i d e  a f t e r  t h a t ,  I d o n ' t  know wha t  c o m m i t t e e  

t h a t  was, was K e f a u v e r  s t i l l  a l i v e  t h e n ?  

B r o d s k y :  A t  t h e  b e g i n n i n g ,  t h e  l a s t  t h i n g  I h e a r d  a b o u t  

t h e  d i s p o s i t i o n  was t h e y  d i d n ' t  p r o s e c u t e  b e c a u s e  t h e y  h a d  

been  done  so much harm, y o u  know, t h a t  o l d  e x c u s e .  

M a r a v i g l i a :  T h e y ' d  a1 r e a d y  b e e n  " h u r t "  enough.  

B r o d s k y :  Yea, t h e y .... 
M a r a v i g l i a :  B u t  a t  t h e  same t i m e  t h a t  I u n d e r s t a n d  i t  

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

f i r m  b a s e d  on d e f o r m e d  bab  i e s  who had u s e d  t h a l i d o m i d e  o r  

t h a t  h a d  b e e n  e x p o s e d ,  y o u  know, t h e i r  m o t h e r s  h a d  u s e d  

t h a l  i d o m i d e .  And t h e r e  we r e  many c a s e s  w h e r e  I e x p e c t  t h a t  

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

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

n e v e r  r e p o r t e d  b a c k  t o  t h e  company.  



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

s p e c i f i c  t h a n  t h e y  a r e  now I t h i n k  ...... 
M a r a v i g l i a :  They  w e r e  s p e c i f i c  enough ,  I t h i n k  5 0 5 ( i )  was 

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

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

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

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

t o  make them,  y o u  know, t i g h t e r .  

B r o d s k y :  A t  t h a t  t i m e  when we w e n t  o u t  t o  t r y  t o  g e t  an  

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

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

when he  s e n t  a t h i n g  o u t  f o r  i n v e s t i g a t i o n a l  use .  He h a d  

t o  l a b e l  t h a t  t h i n g ,  F e d e r a l  Law F o r  I n v e s t i g a t i o n a l  Use 

O n l y .  He had t o  send  t h e  i n v e s t i g a t o r  a  s l i p  and  a t h i n g  

t o  s i g n  t h a t  h e ' s  a b o n a  f i d e  i n v e s t i g a t o r  and  he h a d  t o  

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

t h i n g  and  t h a t  was t h e  s h i p p e r  was r e q u i r e d  t o  h a v e  t h e  

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

d r u g  and t h i s  u s u a l l y  was j u s t  t h e  r e v e r s e .  

M a r a v i g l i a :  W h i l e  w e ' r e  o n  t h e  s u b j e c t  o f  c l i n i c a l  i n v e s -

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

t h e  G. D. S e a r l e  & Go. i n  C h i c a g o  i n  w h i c h  P h i l  was d i r e c t -

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

t h a t  w o r k e d  o n  t h a t  c a s e .  I ' d  l i k e  t o  know w h a t e v e r  



h a p p e n e d  t o  t h a t ,  w h i c h  l e a d s  me t o  e x p r e s s  a p e r s o n a l  

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

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

h e a l t h  v i o l a t i o n s  o r ,  t o  me i t  seems t h e r e  f o r  t h e  p a s t  f e w  

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

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

t i o n s .  And i f  y o u  l o o k  a t  t h e  r e c o r d  y o u ' l l  s e e  t h a t  a l o t  

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

g u i l t y  o f  s a n i t a r y  v i o l a t i o n s  and v e r y  f e w ,  i f  any ,  a g a i n s t  

p e o p l e  who a r e  r e a l l y ,  h a d  t h e  l i f e  and  h e a l t h  o f  t h e  

A m e r i c a n  p u b l i c  i n  t h e i r  hands ,  n a m e l y  d r u g  m a n u f a c t u r e r s  

and  o t h e r s .  So t h i s  i s  why I ' m  a s k i n g  wha t  h a p p e n e d  t o  

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

c l i n i c a l  d a t a  and  a l l  t h e  r e s t  o f  i t .  Maybe P h i l  c a n  e x -

p a n d  on t h a t  a l i t t l e  b i t .  

E r o d s k y :  I am a l s o  w o n d e r i n g  wha t  happened  t o  t h e  c a s e .  I 

h a v e n ' t  h e a r d  a n y t h i n g  more .  I ' v e  b e e n  i n  t o u c h  w i t h  some 

o f  t h e  p e o p l e  t h a t  w o r k e d  on t h i s  and  t h e  i n f o r m a t i o n  I 

h a v e  i s  t h a t  n o t h i n g  seems t o  be  g o i n g  t o  come o f  t h i s  a n y -

more.  And I ' v e  r e a d  r e c e n t l y  t h a t  A s p a r t a m e ,  o n e  o f  t h e  

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

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

me i s  a f t e r  i n v e s t i n g  a l l  o f  t h i s  t i m e ,  e f f o r t  and money,  a  

t h r e e  m o n t h  i n v e s t i g a t i o n  w i t h  s i x  i n v e s t i g a t i o n  t e a m s  



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

d o c u m e n t s  s u b m i t t e d ,  w h a t  i s  t h e  d i s p o s i t i o n .  Why d o n ' t  we 

h e a r  s o m e t h i n g ?  T h a t  r e a l l y  p u z z l e s  me. E v e r y t h i n g  

q u i e t e d  down. 

M a r a v i g l i a :  We d o n ' t  w a n t  t o  s o u n d  l i k e  d i s g r u n t l e d  muck-  

r a k e r s  b u t  a t  t h e  same t i m e  i t  makes y o u  wonder  w h a t  o f  a l l  

t h i s  e f f o r t  and  t a x p a y e r s  money? Y h e r e  has  i t  gone  and  t o  

w h a t  a v a i l ,  I d o n ' t  know. One t h i n g  a b o u t  t h e  f i e l d  

p e o p l e .  I t h i n k  t h e y ' v e  a l w a y s  b e e n  d e d i c a t e d  and  h a r d -  

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

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

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

f e l t  l i k e  t h e y  w e r e  p r o t e c t i n g  t h e  consumer .  I g u e s s  when 

y o u  g e t  u p  h i g h e r - p o l i t i c s  s t a r t  i n f l u e n c i n g... 
L o f s v o l d :  E a r l i e r  we w e r e  t a l k i n g  a b o u t  t r a i n i n g  o f  o u r  

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

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

M a r a v i g l i a :  W e l l ,  my e a r l i e s t  r e c o l l e c t i o n  o f  a n y  k i n d  o f  

d r u g  t r a i n i n g  was a c o n f e r e n c e  i n  1 9 4 8  w h i c h  was s p e a r -

h e a d e d  b y  W i n t o n  R a n k i n  who was i n  W a s h i n g t o n  a t  t h e  t i m e .  

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

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

t r i c t  o r  s t a t i o n  i n  t h e  c o u n t r y  a t  t h e  t i m e .  And t h e  

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



I 

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

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

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

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

remember  one  o f  my a s s i g n m e n t s  was t o  p r e s e n t  a p a p e r  on  

r e s  a d j u d i c a t a  w h i c h  o f  c o u r s e  means, i t ' s  a l e g a l  t e r m  

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

s e i z u r e  on  a m i s b r a n d i n g  c h a r g e  and no more  a f t e r w a r d s  o n c e  

t h a t  i s s u e  h a s  b e e n  a d j u d i c a t e d .  So i n  o t h e r  w o r d s  e a c h  

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

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

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

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


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


a t  t h e  t i m e  was t h a t  i n v o l v i n g  new d r u g s .  Remember, t h i s  


was b e f o r e  t h e  1 9 6 2  amendments b u t  t h e r e  was a s e c t i o n  o f  


t h e  A c t  t h a t  i n v o l v e d  new d r u g s  and  we s p e n t  t i m e  o n  i t ,  I 


remember,  I t h i n k  Go ldhammer  was i n v o l v e d  i n  t h a t  d i s c u s - 


s i o n .  Anyway,  a l o t  o f  us p r e s e n t e d  p a p e r s ,  and  as  a 


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


And t h i s  was t h e  k i n d  o f - - t h i s  was t h e  way t h e  p r o g r a m  


f o r m a t  f o r  t h a t  c o n f e r e n c e  was. 


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


f a c t u r e ,  how y o u  make d r u g s  a n d  so o n ?  




M a r a v i g l i a :  As I r e c a l l ,  F r e d ,  t h e r e  was v e r y  l i t t l e  o f  

t h a t .  The way W i n t o n  h a d  p r e p a r e d  t h e  f o r m a t  i t  d e a l t  a 

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

w h a t  I mean. I n  f a c t  a s  I m e n t i o n e d  b e f o r e ,  my s p e c i f i c  

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

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

z u r e  b a s e d  on t h i s  c h a r g e  o n e  s e i z u r e  a t  a t i m e .  And t h e  

o t h e r  one  h a d  t o  d o  w i t h  a n  o l d  c a s e  c a l l e d  L e e ' s  Save  The 

Baby  w h i c h  r e a l l y  w e n t  b a c k  and  was a n o t h e r  consummated  

s e i z u r e  l e g a l  a c t i o n  i n v o l v i n g  t h e  p r i n c i p l e  of  r e s  a d j u d i -

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

c a s e .  

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

p o r t i o n  o f  t h e  l a w  w h i c h  was r e l a t i v e l y  new a t  t h e  t i m e .  

And so t h e r e  was v e r y  l i t t l e  a b o u t  i n s p e c t i o n  t e c h n i q u e s  i f  

t h a t ' s  what  y o u  mean, a t  t h a t  p a r t i c u l a r  t i m e  a s  I remem-

b e r .  T h e r e ' s  a p r o g r a m  somewhere i n  t h e  f i l e s  I ' m  s u r e  y o u  

c a n  d i g  up  i f  W i n t o n  R a n k i n  d o e s n ' t  h a v e  a c o p y  h i m s e l f .  

Anyway we t a l k e d ,  and  t h a t  was t h e  g e n e r a l  t e n o r  o f  t h e  

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

know,  "how t o  do  i t "  k i n d  o f  t h i n g .  B u t  more  a b s t r a c t  

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

f o r m a l  d r u g  i n s p e c t o r s  c o n f e r e n c e  I r e c a l l ,  i n  1948.  I 

b e l i e v e  t h e r e  was a n o t h e r  one  a y e a r  o r  s o  l a t e r  maybe i n  



1 9 5 0  b u t  I'm n o t  s u r e .  My memory i s n ' t  t o o  g o o d  on t h a t  

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

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

B r o d s k y :  W e l l  w h a t  I'll t r y  t o  do, F r e d ,  i s  t e l l  y o u  f r o m  

my memory t h e  s c h o o l s  t h a t  I know a b o u t  o r  t h a t  I a t t e n d e d ,  

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

t h e y  w e r e  and  w h a t  t h e y  t r i e d  t o  t e a c h  y o u .  

The f i r s t  one  t h a t  I ' m  f a m i l i a r  w i t h  was, I was s t i l l  

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

why. It was t o  an  a n t i b i o t i c  c o n f e r e n c e  i n  W a s h i n g t o n  and  

t h a t  was c o n s i d e r e d  a s c h o o l .  What i t  was was Welch ,  who 

was t h e  h e a d  o f  t h e  d i v i s i o n  o f  a n t i b i o t c s  and  some o u t s i d e  

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

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

T h e y  t o l d  y o u  w h a t  t h e y  p r o j e c t e d  f o r  t h e  f u t u r e ,  how i m -

p o r t a n t  t h e y  w o u l d  b e  and  so f o r t h .  And t h a t ' s  a b o u t  w h a t  

t h a t  amoun ted  t o  and  i f  y o u  t o o k  n o t e s ,  n o b o d y  t o l d  y o u  t o  

t a k e  n o t e s ,  t h e r e  was no i n d i v i d u a l  i n s t r u c t i o n  on  how t o  

make an i n s p e c t i o n ,  t h e y  j u s t  g a v e  y o u  t h e  h i s t o r y  o f  a n t i -  

b i o t i c s .  It was v e r y  i n t e r e s t i n g  and  i n f o r m a t i v e .  T h a t  

was t h e  f i r s t  one  t h a t  I knew o f .  

The n e x t  one  was a b o u t  1960.  And t h a t  was s i m i l a r  t o  

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

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



t h e  f o o d  and  d r u g ,  and  y o u  h a d  t o  d i s c u s s  c a s e s .  And t h e y  

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

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

The n e x t  one t h a t  I r e c a l l  was a t r u e  d r u g  s c h o o l .  I t  

was c a l l e d  a  b a s i c  d r u g  s c h o o l .  The  b a s i c  d r u g  s c h o o l  c o n -

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

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

W a s h i n g t o n .  I remember ,  Les  B a u k i n ,  t a l k e d  on h i s  s e c t i o n ,  

w h a t  h e  knew a b o u t  d r u g  i n s p e c t i o n s .  Ue h a d  E a r l  M e y e r s ,  

we h a d  C h a r l i e  Wayne and  s e v e r a l  o t h e r  p e o p l e ,  some o f  t h e  

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

l o n s  o f  t h e  d i v i s i o n s  i n  W a s h i n g t o n  t a l k e d  t o  us. And i t  

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

c o u r s e  a s  I remember.  

Now t h e  n e x t  d r u g  s c h o o l  t h a t  I r e c a l l  was t h e  ad-

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

t h e  b a s i c  d r u g  s c h o o l  a s  f a r  a s  r e p r e s e n t a t i o n  wen t .  Ex-

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

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

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

d e p e n d i n g  on t h e  d i s t r i c t s  t h a t  t h e y  w e r e  i n .  B u t  i t  i n -

c l u d e d  t h e  g u y s  who h a d  made m o s t  o f  t h e  d e t a i l e d  i n v e s t i -

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

c o u r s e ,  t h i s  one  l a s t e d  a t  l e a s t  a week, i t  may h a v e  been 



more  t h a n  t h a t  I ' m  n o t  s u r e ,  i t  may h a v e  b e e n  a t w o  week 

c o u r s e .  B u t  t h i s  i s  w h e r e  t h e  h e a d s  o f  d i v i s i o n s ,  t h e  MD's 

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

o r a t o r y  p e o p l e  h a d  w e l l  p r e p a r e d  l e c t u r e s .  L a r r i c k  a t t e n d -

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

t h i n g  t h a t  I remember  was t h a t  h e  d w e l t  on  m a k i n g  i n v e s t i -  

g a t i o n s .  

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

m i d d l e  s i x t i e s ,  p r o b a b l y  ' 6 5  t o  ' 6 7 ,  s o m e t i m e  i n  t h e r e ,  and 

t h i s  was w e l l  s t r u c t u r e d  w i t h  w e l l  p r e p a r e d  l e c t u r e s  b y  

p e o p l e  t h a t  r e a l l y  knew t h e  s t u f f ,  t h e  p r o f e s s i o n a l  p e o p l e ,  

MD's,  t h e  d e n t i s t s ,  t h e  p h a r m a c i s t s ,  t h e  h e a d s  o f  p h a r m a c o -

l o g y  and s o  f o r t h .  And t h e  C o m m i s s i o n e r  gave  a w e l c o r n i n g  

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

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

s i v e  t e a c h i n g  t e c h n i q u e s  was a s e t  u p  s i t u a t i o n  w h e r e  t h e  

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

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

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

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

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

g o i n g  t o  l e t  y o u  i n  o r  n o t  g o i n g  t o  l e t  y o u  l o o k  a t  

r e c o r d s .  I t was v e r y  i n s t r u c t i v e  and  y o u  c o u l d  s e e  f r o m  

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



a l r e a d y  done  some i n v e s t i g a t i ons  had t e c h n i q u e s  w h i c h  

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

manager ,  t h e i r  a n t a g o n i s t ,  w i t h  a q u e s t i o n  i n  w h i c h  t h e y  

had t o  l e t  t h e m  i n  o r  e l s e  a1 m o s t  a d m i t  t h a t  t h e y ' r e  t r y i n g  

t o  b r e a k  t h e  l a w .  And t h o s e  t h a t  d i d n ' t  h a v e  much e x p e r -  

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

n i q u e .  

The n e x t  f o r m a l  t r a i n i n g  s e s s i o n s  I t h i n k  s t a r t e d  

a r o u n d  1 9 6 6  o r  ' 6 7  w h e r e  a b a s i c  t r a i n i n g  s c h o o l  s i t u a t i o n  

was s e t  u p  w i t h  t h e  U n i v e r s i t y  o f  Rhode I s l a n d  Pharmacy  

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

s e l e c t e d  t o  a t t e n d  t h i s  s c h o o l  and  h e r e  t h e y  l e a r n e d  how 

d r u g s  were  made, m o s t l y  t a b l e t s .  They l e a r n e d  how t a b l e t s  

and  c a p s u l e s  w e r e  made, how t o  c o a t  them,  t h e y  l e a r n e d  t h e  

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

them- -

M a r a v i g l i a :  C o u l d  I i n t e r j e c t  s o m e t h i n g  h e r e ?  

B r o d s k y :  S u r e .  

i q a r a v i g l i  a :  T h i s  c o i n c i d e d  w i t h  t h e  s t a r t  o f  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  i o n  P rog ram,  i t  was j u s t  a b o u t  t h a t  t i m e  

t h a t  t h e  Rhode I s  l a n d  s c h o o l s  were  i n s t i t u t e d  t o o .  

B r o d s k y :  And s i n c e  y o u  s a y  t h a t ,  i t  was p r o b a b l e  t h a t  t h e  

s c h o o l  s t a r t e d  a l i t t l e  b e f o r e  ' 6 5  o r  ' 6 6  b e c a u s e  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 i o n  P r o g r a m  came o u t  i n  1967  a n d  I 



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


u s  r e a l l y  t r a i n e d  b e c a u s e  o f  t h e  K e f a u v e r - H a r r i s  Amendment.  


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


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


i n s p e c t o r s - - t h e  t r a d e  i n d i c a t e d  t h a t  we had t o  h a v e  i n s p e c - 


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


member t h e r e  w e r e  some d o c u m e n t s  t h a t  c i r c u l a t e d  w i t h i n  t h e  


d i s t r i c t s  i n d i c a t i n g  t h a t  we n e e d e d  t h i s  t r a i n i n g .  And t h e  


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


t o  t r a i n  t h e  i n s p e c t o r s  as  w e l l  as  e x p e r i e n c e d  i n s p e c t o r s  


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


M a r a v i g l i a :  A r e  t h e y  s t i l l  r u n n i n g  t h  e s e  Rhode I s l a n d  


s c h o o l s ?  


B r o d s k y :  No, t h e s e  Rhode I s l a n d  s c h o o l s  r a n  f r o m  t h a t  


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


t h e  way up t h r o u g h ,  t o  my k n o w l e d g e ,  t h r o u g h  1 9 7 p - - t h e  f a l l  


o f  197P. A f t e r  t h a t - - I ' m  j u s t  r e f e r r i n g  t o  t h e  b a s i c  d r u g  


s c h o o l s - - i n  1 9 7 8  I u n d e r s t a n d  f' rom my c o n t a c t s  w i t h  t h e  FDA 


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


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


New Y o r k  D i s t r i c t - - I  r a n  a s c h o o l  up  t h e r e  as  a l e c t u r e r - - 


t h e y  h a d  some o f  t h e i r  men go o u t  t o - - S t .  J o h n ' s ,  i s  i t ?  


M a r a v i g l i a :  Yes. 




B r o d s k y :  S t .  J o h n ' s  has  a p i l o t  p l a n t  and t h e  l e c t u r i n g - - I  

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

t h e n  t h e  n e x t  y e a r ,  I t h i n k  ' 7 9 ,  I d i d  i t  f o r  Newark  D i s t -  

r i c t  o u t  a t  R u t g e r s  and  s i n c e  t h a t  t i m e  I d o n ' t  know whe- 

t h e r  t h e y  s t i l l  r u n  s c h o o l s  o r  n o t .  

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

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

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

M a r a v i g l i a :  F r e d ,  P h i l  c o u l d  g i v e  y o u  a g o o d  s l a n t  o n  f o r -

e i g n  i n s p e c t  i o n s  b e c a u s e  he  was one o f  t h e  f i r s t - - y o u 1  1 1  

p r o b a b l y  g e t  i n t o  t h a t  a l i t t l e  l a t e r  on. 

L o f s v o l d :  I w o u l d  l i k e  t o  g e t  i n t o  t h a t .  

M a r a v i g l i a :  He was one  o f  t h e  f i r s t  t o  g e t  i n v o l v e d  i 

t h a t .  

B r o d s k y :  I'll c o n t i n u e  w i t h  t h e  b a s i c - - t h a t  ends  t h e  b a s i c  

I mean t h a t ' s  t h e  h i s t o r y  a s  I know o f  i t  o f  t h e  b a s i c  d r u g  

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

a b o u t  was o u t  o f  W a s h i n g t o n  and s u b s e q u e n t  t o  t h e  f i r s t  o r  

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

a d v a n c e d  d r u g  s c h o o l ,  s e t  u p - - I  t h i n k  b y  H a r o l d  P o s t .  The 

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

t a c t e d  u n i v e r s i t i e s  a r o u n d  t h e  c o u n t r y  and  s e t t l e d  on  t h e  

U n i v e r s i t y  o f  P i t t s b u r g h  t o  s t a r t  an  a d v a n c e d  d r u g  i n s p e c -  

t o r ' s  c o u r s e .  And t h a t  r a n  a l m o s t  e v e r y  y e a r  a s  we g o t  



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

s c h o o l  and  a s  t h e  I D I P  p r o g r e s s e d - - t h a t ' s  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 i o n  P r o g r a m  p r o g r e s s e d - - w e  needed  more  and more  

e x p e r i e n c e d  i n s p e c t o r s  a n d  s o  t h i s  became a y e a r l y  s c h o o l  

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

n e v e r  a t t e n d e d  i t  b e c a u s e  I h a d  a t t e n d e d  t h e  one  i n  

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

Then we s t a r t e d  t o  h a v e  a number  o f  p r o b l e m s  w i t h  l a r g e  

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

f i r m s .  T h e r e  w e r e  a number  o f  r e c a l l s  and  an a d v a n c e d  d r u g  

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

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

T e n n e s s e e  a t  t h e  U n i v e r s i t y  o f  Tennessee ,  I b e l i e v e .  And I 

d o n ' t  know i f  t h a t ' s  s t i l l  g o i n g  on ,  b u t  t h e r e  w e r e  t h r e e  

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

t h e  e a r l y  1 9 6 0 ' s  f r o m  t h e  c o n f e r e n c e  t y p e  and  i n - h o u s e  t y p e  

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

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

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

w h i c h  was h e l d  down i n  A r k a n s a s  a t  t h e  P i n e  B l u f f  I n s t a l -

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

FDA, b u t  seemed l i k e  n o t  many p e o p l e  w e r e  a w a r e  o f  i t .  

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

o f  t h e  G. D. S e a r l e  Company, i t  was d e c i d e d  t h a t  t h e  



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

D. S e a r l e  w o u l d  go  down a s  t h e  f i r s t  c l a s s  t o  i n s p e c t  o u r  

own f a c i l i t i e s  a t  P i n e  B l u f f ,  A r k a n s a s .  

L o s f v o l d :  T h a t ' s  t h e  p h a r m a c o l o g y  r e s e a r c h  f a c i l i t y ?  

B r o d s k y :  T h a t ' s  p h a r m a c o l o g i c a l  r e s e a r c h  f a c i  1  i t y  o f  t h e  

Food and  D r u g  A d m i n i s t r a t i o n  w h i c h  was composed o f  t h e  s o  

c a l l e d  e x p e r t s .  And when t h i s  g r o u p  o f  i n v e s t i g a t o r s ,  I 

t h i n k  t h e r e  w e r e  t h i r t e e n  o f  them,  h i t  t h a t  p l a c e  a f t e r  

m a k i n g  a t h r e e  m o n t h  i n v e s t i g a t i o n  a t  S e a r l e ,  t h e y  t o r e  

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

o f  w r o n g  w i t h  t h e  p l a c e .  R e a l l y ,  i t  was so d r a m a t i c  t h a t  

t h e  p e o p l e  down t h e r e  j u s t  w e r e  n o n p l u s e d .  T h e y  c o u l d n ' t  

r e f u t e  w h a t  we f o u n d  and  I mean i t  was o b v i o u s .  We f o u n d  

so many t h i n g s  t h a t  were.. . .  

M a r a v i g l i a :  W e l l  d i d  t h a t  c a s t  some q u e s t i o n s  on  t h e i r  own 

w o r k ?  

B r o d s k y :  Re11 i t  c a s t  some q u e s t i o n s  on  some o f  t h e  a n i m a l  

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

t a r  c o l o r s  and  w h a t  n o t ,  b u t  t h e y  made a q u i c k  r e v i s i o n  and  

c o r r e c t i o n  o f  some o f  t h e  c o n t r o l s .  M o s t l y  i t  was t h e  c o n -

t r o l s .  You c o u l d n ' t  s a y  t h a t  w h a t  t h e y  d i d  was n o t  v a l i d ,  

b u t  t h e  c o n t r o l s ,  t h e r e  was n o  way o f  t e l l i n g  w h e t h e r  t h e  

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

B u t  what  was g o i n g  o n  now a t  t h e  t i m e  t h a t  we were  t h e r e  we 

f o u n d  a l l  k i n d s  o f  p o s s i b i l i t i e s .  



M a r a v i g l i a :  A r e  t h e y  i n s p e c t e d  r e g u l a r l y  now.. .. 
B r o d s k y :  W e l l  we h a d  we c o n d u c t e d  n i n e  I was i n v o l v e d  w i t h  

a l l  o f  t h e  i n s p e c t i o n s  t h a t  w e r e  h e l d  t h e r e  d u r i n g  1 9 7 5  o r  

1 3 7 6  o r  ' 7 7 .  We h a d  n i n e  d i f f e r e n t  c l a s s e s  t h e r e  and t h i s  

t h i n g  was s e t  up  b y  P o s t .  

M a r a v i g l i a :  Whose i d e a  was i t  o r i g i n a l l y  t o  make t h a t  

i n v e s t i g a t i o n  and  i n s p e c t i o n  i n  h o u s e  i n s p e c t i o n ?  

B r o d s k y :  W e l l  I t h i n k  t h e  i d e a  was w e r e  g e n e r a t e d  f r o m  

W a s h i n g t o n  f r o m  t h e  g r o u p  f r o m  S e a r l e ,  when we f o u n d  o u t - -

I t h i n k  i t  was D ' A g u a n n o  may h a v e  h a d  s o m e t h i n g  t o  do  w i t h  

i t .  He was o n  t h e  s t e e r i n g  c o m m i t t e e  o f  t h i s  S e a r l e  t h  in g  

and  we made a n  i n s p e c t i o n  o f  o u r  own f a c i l i t i e s  i n  

W a s h i n g t o n  t o o ,  and  f o u n d  t h i n g s  a l i t t l e  h a z y  t h e r e .  Some 

o f  t h e  g u y s  o n  t h e ,  w e l l  y o u  know, we d i d  w h a t  t h e  h e l l .  

T h a t ' s  w h a t  we f o u n d  a n d  t h e  b o s s e s  t h e r e ,  t h e  g u y s  who 

w e r e  i n  c h a r g e ,  we gave t h e m  o u r  r e p o r t .  They  t o l d  us t o  

d o  i t  a s  i f  we w e r e  d o i n g  i t  o u t s i d e  and  s o  we d i d  i t .  And 

we f o u n d  some ....... 

M a r a v i g l i a :  We h a r p  o n  f i r m s ,  d r u g  f i r m s  m a k i n g  s e l f  i n -

s p e c t i o n s  and  maybe we should.. . . . . .  

B r o d s k y :  Now y o u  m u s t  remember  when y o u  h a v e  y o u  know 

t w e n t y  s i x  p a i r  t w e n t y  s i x  e y e s  l o o k i n g ,  w h a t  I m i s s  J o e  

Doe g e t s ,  and  w h a t  b o t h  o f  u s  m i s s ,  t h e  t h i r d  g u y  g e t s .  So 

t h e r e  w a s n ' t  much t h a t  was m i s s e d  and  t h e  same t h i n g ,  j u s t  



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

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

t h e s e  and make an i n s p e c t i o n  o f  t h a t  f i r m .  T w i c e  a  y e a r  we 

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

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

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

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

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

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

B r o d s k y :  Oh y e s  t h e y  made c o r r e c t i o n s .  As a r e s u l t  o f  t h e  

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

made, t h e r e  was one  made e v e r y  m o n t h  f o r  n i n e  m o n t h s  a t  

t h i s  same i n s t a l l a t i o n  down i n  P i n e  B l u f f ,  A r k a n s a s .  So 

that. . . . . .  

R a r a v i g l i a :  Oh y e s ?  

B r o d s k y :  So t h a t ,  y e s  a n d  I a t t e n d e d  e a c h  one  o f  t h e m  a 

week. We had p e o p l e  f r o m  p h a r m a c o l o g y  g i v  i n g  l e c t u r e s  o n  

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

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

t h e  r e g u l a t i o n s  o n  p r e c l i n i c a l  i n s p e c t i o n s .  D ' A g u a n n o  and  

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

W a s h i n g t o n  and  t h e y  w e r e  s e n t  o u t  t h r o u g h  t h e  r e g u l a r  

c o u r s e  and t h e y  w e r e  added  t o  b y  p e o p l e  down i n  P i n e  B l u f f  

and  v a r i o u s  a r e a s  o f  t h e  f o o d  and  d r u g  t h a t  h a d  some 

e x p e r t i s e .  



L o f s v o l d :  I n  P h i l ' s  d i s c u s s i o n  o f  t h e  t r a i n i n g  he  men-

t i o n e d ,  p a r t  o f  i t  was p r o m p t e d  b y  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 i o n  P r o g r a m .  Ted,  d o  y o u  w a n t  t o  t a l k  a l i t t l e  

a b o u t  t h a t ?  

M a r a v i g l i a :  The 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  was a 

c o n c e p t  t h a t  was d e v e l o p e d  b y  J i m  G o d d a r d  when he  was 

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

1 9 6 7  and t h i s  was a k i n d  o f  a j o i n t  e f f o r t  on  t h e  p a r t  o f  

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

d r u g s  b e i n g  m a r k e t e d .  What i t  i n v o l v e d  was a an  a g r e e d -

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

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

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

w o u l d  g e t  t o g e t h e r  w i t h  t h e  management  o f  t h e  d r u g  f i r m  

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

f i c a t i o n s  o f  t h e  i n s p e c t i o n  t o  b e  made a t  t h i s  f i r m .  They  

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

weeks ,  i f  n o t  m o n t h s ;  t h a t  we w e r e  a s k i n g  f o r  t h e i r  com-

p l e t e  and open  c o o p e r a t i o n  and t h a t  t h e  p u r p o s e  was t o  h e l p  

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

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

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

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

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



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

t o g e t h e r .  So m o s t  o f  t h e  f i r m s  when we h a d  t h e s e  p r e -

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

s t o o d  w h a t  t h e  u l t i m a t e  o b j e c t i v e  was and  t h e r e  was r e a l l y  

n o  o b j e c t i o n  o n  t h e i r  p a r t .  They  saw i t  f o r  w h a t  i t  was - -

t h a t  i t  was t o  t h e i r  b e n e f i t  f o r  u s  t o  be  i n  t h e i r  p l a n t  

f o r  weeks and  m o n t h s  a t  a t i m e  i f  n e c e s s a r y .  T h i s  i s  wha t  

h a p p e n e d  t h e n  and t h e  p r o g r a m  seemed t o  me t o  b e  w o r k i n g  

p r e t t y  w e l l  a n d  i t  w e n t  on  f o r  a t  l e a s t  t w o  o r  t h r e e  y e a r s .  

As I r e c a l l  t h e r e  was some i m p r o v e m e n t  i n  t h e  q u a l i t y  o f  

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

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

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

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

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

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

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

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

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

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

w o u l d  b e  unmanageab le .  So e v e n  t h o u g h  i t  was a t i m e  c o n -

s u m i n g  p r o j e c t  o n  o u r  p a r t ,  I t h i n k  t h e  u l t i m a t e  o b j e c t i v e ,  

m a i n l y  t o  h a v e  b e t t e r  d r u g s  o n  t h e  m a r k e t  seemed t o  work .  

T h a t  i n  e s s e n c e ,  was 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 i o n  

P rog ram.  



B r o d s k y :  I w o u l d  j u s t  l i k e  t o  a d d  t h a t  i n  a d d i t i o n  t o  

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

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

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

As a m a t t e r  o f  f a c t  i n  C i n c i n n a t i  d i s t r i c t  a t  t h e  t i m e ,  we 

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

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

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

w e r e  and o f t e n  t h e y  w o u l d  a g r e e  t o  m o s t  o f  them,  a n d  some 

t h e y  w o u l d  d i s a g r e e  v e h e m e n t l y .  And when i t  came t o  an  

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

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

was r u n n i n g  t h a t  segmen t ,  p r o b a b l y  t h e  f i r m ' s  l a w y e r  and  

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

d i s t r i c t  d i r e c t o r  and  o u r  f o o d  and  d r u g  o f f i c e r  and  t h e  

i n s p e c t o r s  who were  i n v o l v e d  i n  t h e  i n s p e c t i o n .  Now I 

t h i n k  e v e r y  t i m e  we came t o  a c o r d i a l  r e c k o n i n g  h e r e .  

N a r a v i g l i a :  I t was l i k e  h a v i n g  an i n s p e c t o r  i n  r e s i d e n c e  

a t  t h e  p l a n t ,  t h a t ' s  w h a t  i t  a m o u n t e d  t o ,  y o u  know l i k e  a 

USDA mea t  i n s p e c t o r  o r  somebody. Even  t h o u g h  we s a i d  t h a t  

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

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

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

c o u l d n ' t  e s c a p e  f i n d i n g  some p r o d u c t s  t h a t  h a d  t o  be  s e i z e d  



i . e . ,  t a k e n  o f f  t h e  m a r k e t  o r  r e c a l l e d .  And i f  t h e r e  was 

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

w o u l d n ' t  wan t  t o  t u r n  o u r  b a c k s  o n  t h a t .  B u t  t h e  p r i m a r y  

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

p r o c e d u r e s .  

As a m a t t e r  o f  f a c t  many f i r m s ,  e v e n  a f t e r  t h e  

I n t e n s i f i e d  P r o g r a m  was o v e r ,  q u i t e  a f e w  f i r m s  w o u l d  come 

t o  us v o l u n t a r i l y  and  t e l l  u s  a b o u t  r e c a l l s  t h a t  w e r e  i m m i -

n e n t  o r  a b o u t  t h i n g s  t h e y  h a d  f o u n d  wrong .  I remember  

L i l l y  c o m i n g  t o  u s  o n c e  i n  C i n c i n n a t i  and  t h e y ,  w h a t  was 

h i s  name, t h e  q u a l i t y  c o n t r o l l e r ,  D r .  H i l t y  and  t o l d  me 

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

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

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

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

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

i p e c a c ,  a c r u d e  d r u g  s u p p l i e r  up  t h e r e  i n  t h e  Newark  a r e a  

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

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

t y p e  o f  a l k a l o i d  t h a t  d i d n ' t  h a v e  t h e  USP c o n t e n t .  

L o f s v o l d :  I b e l i e v e  t h a t  d u r i n g  t h e  1 9 6 0 ' s  we were  a l s o  

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

r e c a l l  t h a t  we h a d  an e d u c a t i o n a l  p r o g r a m  f o r  t h e  m a n u f a c -  

t u r e r s .  Do y o u  remember  t h a t ?  



M a r a v i g l i a :  You m u s t  b e  r e f e r r i n g  t o  t h e  s o  c a l l e d  Z e r o  

D e f e c t s  P rog ram.  

L o f s v o l d :  T h a t ' s  r i g h t .  

M a r a v i g l i s :  Yes. T h i s  was a n o t h e r  c o n c e p t  a i m e d  a t ,  a s  

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

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

r e a l l y .  

B r o d s k y :  T h i s  was s o r t  o f  a s p i n  o f f  Ted f r o m  t h e  a e r o -

s p a c e  i n d u s t r y .  

M a r a v i g l i a s :  Yes, r i g h t .  G e n e r a l  D e l m o r e ,  F r e d  D e l m o r e ,  

when he  came i n  b a c k  t o  FDA somewhere  i n  t h e  m i d d l e  ' 6 0 1 s ,  

he  b r o u g h t  t h i s  c o n c e p t  w i t h  h i m  f r o m  t h e  Army w h e r e  he  had 

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

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

t r i c t s .  I n  f a c t ,  he  h e a d e d  up,  a s  y o u  may r e c a l l ,  t h e  

B u r e a u  o f  E d u c a t i o n  a n d  V o l u n t a r y  C o m p l i a n c e .  F r a n k  C l a r k ,  

o u r  good  f r i e n d  F r a n k  C l a r k ,  was h i s  d e p u t y .  And I remem-

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

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

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

D e f e c t s  c o n c e p t .  The Z e r o  D e f e c t s  P r o g r a m  i s  I t h i n k ,  

s e l f - e x p l a n a t o r y ,  y o u  know. W h e t h e r  i t  was a p r a c t i c a l  

t h i n g  o r  n o t  t h e  f a c t  t h a t  we t r i e d  t o  a p p r o a c h  a Z e r o  

D e f e c t  b a s i s  was w o r t h  i t  i n  i t s e l f .  I remember  g i v i n g  a 



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


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


D e f e c t  P r o g r a m  i n  t h e i r  own o p e r a t i o n .  And on t h e  w h o l e  a 


l o t  o f  t h e m  w e r e  v e r y  r e c e p t i v e  t o  i t  and o f  c o u r s e  some o f  


t h e m  h a d  h e a r d  a b o u t  i t  t h r o u g h  t h e  A e r o s p a c e  P r o g r a m ,  o r  


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


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


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


i n d u s t r i e s  t o  c o o p e r a t e  and  come i n  l i n e .  


B r o d s k y :  A t  e a c h  o f  t h o s e  s e m i n a r s  t h a t  we m e n t i o n e d  p r e -  


v i o u s l y ,  t h e  W i s c o n s i n  s e m i n a r  and  t h e  H e r s h e y  s e m i n a r ,  


G e n e r a l  D e l m o r e  p r e s e n t e d  t a l k s  on  Z e r o  D e f e c t s  a t  e a c h  o f  


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


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


t h e i r  , h a d  i n s t i t u t e d  t h e i r  own Z e r o  D e f e c t s  P r o g r a m s  u n d e r  


o t h e r  names. L i k e  P r i d e ,  I d o n ' t  remember  s p e c i f i c a l l y  t h e  


names o f  t h e m  b u t ,  P r i d e  i n  t h e  P r o d u c t  I t h i n k ,  s o m e t h i n g  


s i m i l a r  t o  t h a t  was one  w i t h  M e r c k .  And t h e  v a r i o u s  com-


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


c o m p a n i e s  had a p r o g r a m  o f  t h e i r  own a f t e r  t h e  f i r s t  y e a r  


o f  G e n e r a l  D e l m o r e ' s  t a l k s .  He e n c o u r a g e d  t h a t  a n d  t h e  


f i r m s  wen t  a l o n g  w i t h  i t .  


M a r a v i g l i a :  I t  r e a l l y  was a q u a l i t y  c o n t r o l  p r o g r a m ,  y o u  


know, a i m e d  a t  z e r o  o r  m in imum amount  o f  v i o l a t i o n s .  




L o f s v o l d :  T h i s  was t h e  same F r e d  D e l m o r e  t h a t  e n t e r e d  i n t o  

s e r v i c e  w i t h  FDA t h e  same d a y  t h a t  y o u  d i d .  

M a r a v i g l i a :  The  v e r y  same. We s t a r t e d  i n  New Y o r k  a n d  a t  

t h e  s t a r t  o f  W o r l d  War I 1  F r e d  was i n  t h e  r e s e r v e s  a n d  h e  

w e n t  i n t o  t h e  army a s  a c o m m i s s i o n e d  o f f i c e r .  And a f t e r  

t h e  war ,  h e  s t a y e d  i n  t h e  a rmy  a n d  g o t  t o  b e  a B r i g a d i e r  

G e n e r a l .  I n  f a c t  he  was t h e  Commanding O f f i c e r  o f  Edgewood 

A r s e n a l  t h e r e  a t  t h e  t i m e  h e  was a s k e d  t o  come t o  FDA b y  

G e o r g e  L a r r i c k .  

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

w a r f a r e  s e r v i c e  o f  the. . .  

M a r a v i g l i a :  I d o n ' t  know i f  h e  d i d  t h a t .  I knew t h a t  h e  

commanded t h e  Edgewood A r s e n a l  p a r t  o f  i t .  So h e  came b a c k  

t o  FDA oh,  a r o u n d  t h e  m i d  ' 6 0 ' s  s o m e t i m e  o r  e a r l y  ' 6 0 ' s .  

L o f s v o l d :  He came I b e l i e v e ,  j u s t  a b o u t  t h e  t i m e  t h a t  Com-

m i s s i o n e r  L a r r i c k  e s t a b l i s h e d  t h e  B u r e a u  o f  E d u c a t i o n  a n d  

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

one  o f  t h e  C i t i z e n s  Commi t tee . . .  

M a r a v i g l i a :  Was tha t . . . . .  

L o f s v o l d :  P h i l ,  when y o u  were  s k e t c h i n g  o u t  y o u r  c a r e e r ,  

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

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

how i t  came a b o u t  and  why we made i n s p e c t i o n s  o v e r s e a s ?  



B r o d s k y :  Yes F r e d .  To t h e  b e s t  o f  my k n o w l e d g e ,  t h e  

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

d u r i n g  t h e  V i e t n a m e s e  War, o u r  AID,  t h a t ' s  t h e  A d m i n i s t r a -  

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

t h a t  was s u p p l y i n g  t h e  d r u g s  f o r  t h e  V i e t n a m e s e .  And 

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

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

t h e  U n i t e d  S t a t e s .  Now t h e s e  c o n t r a c t s  w e r e  l e t  i n  a l l  

c o u n t r i e s  t h a t  w a n t e d  t o  m a n u f a c t u r e  t h e m  a s  f a r  as  I know 

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

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

War b u t ,  t h e  P o r t u g u e s e ,  t h e  S p a n i s h ,  t h e  E n g l i s h ,  t h e  

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

and  b u l k ,  t o  A I D  o r i g i n a l l y .  B u t  m o s t l y  t h e y  w e r e  a n t i -

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

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

So i n  o r d e r  t o  t e s t  t h e s e ,  h e a d q u a r t e r s  f r o m  W a s h i n g t o n  

s e n t  some o f  t h e  t o p  men f r o m  t h e  D i v i s i o n  o f  A n t i b i o t i c s  

t o  make t h e s e  i n s p e c t i o n s ,  and  t h e y  c o n s i s t e d  u s u a l l y  o f  

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

w e r e  O r. D i  L o r e n z o ,  J e s t e r ,  and  o t h e r s .  

These  i n s p e c t i o n s  w e r e  o r i g i n a l l y  made by ,  a t  t h e  

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

i s i o n ,  t h e  p e o p l e  f r o m  W a s h i n g t o n .  L a t e r  on ,  as  t h in g s  



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

A I D .  T h e r e  w e r e  more  i n s p e c t i o n s  t o  b e  made a s  t h e  i n s p e c -

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

t u r i n g  p r a c t i c e s  w e r e  d e v e l o p e d  i n  t h e  U n i t e d  S t a t e s .  The 

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

f i r m s  w e r e  i n v o l v e d  and  n o t  o n l y  t o  d e t e r m i n e  w h e t h e r  t h e  

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

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

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

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

t h e  l a b o r a t o r y  a n a l y s i s ,  e t c . ,  t h e y  n e e d e d  some e x p e r i e n c e d  

i n s p e c t o r s .  So I t h i n k  i t  o r i g i n a l l y  d e v e l o p e d  t h a t  t h e  

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

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

c o u n t r y  o f  c o u r s e  w e r e  s t a t i o n e d  t h e r e .  So t h e  f i r s t  f o r -

e i g n  i n s p e c t i o n s  made b y  f i e l d  i n s p e c t o r s  w e r e  made b y  

t h o s e  i n s p e c t o r s  i n  t h o s e  d i s t r i c t s  and  t h e y  c o n s i s t e d  o f  

o r i g i n a l l y ,  C h a r l i e  Wayne, O s b r a c k ,  a n d  Fe ldman ,  a l l  v e r y  

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

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

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

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

t o r s  w i t h  them. So t h e r e  w e r e  t w o  o r  t h r e e  p e o p l e  f r o m  

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



y e a r  t o  make an i n s p e c t i o n  and  w o u l d  t a k e  a  f i e l d  i n s p e c t o r  

w i t h  them. And I s t a r t e d  t h i s  i n  1 9 6 3  w i t h  D r .  D i  L o r e n z o  

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

a n t i b i o t i c s .  Then t h e  n e x t  y e a r  I made a c o u p l e  o f  m o r e  

i n s p e c t i o n s  a n d  t h e n  as  t i m e  w e n t  on,  t h e r e  w e r e  j u s t  t w o  

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

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

19.., o r  a s  t i m e  w e n t  o n  I d o n ' t  know how i t  e f f e c t e d  t h e  

o t h e r  d i s t r i c t s  b u t  b y  t h i s  t i m e  I ' d  b e e n  made a s u p e r -

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

b e i n g  away f o r  s i x  t o  e i g h t  weeks a t  a t i m e  t w o  o r  t h r e e  

t i m e s  a y e a r  a n d  when I came b a c k  h e  r a i s e d  h e l l  w i t h  me, 

y o u  know. Fo l l o w i n g ,  a f t e r  s e v e r a l  y e a r s  o f  t h i s  t y p e  o f  

w o r k ,  u p  u n t i 1  a b o u t  1969,  .Icame b a c k  f r o m  a t r i p  a r o u n d  

t h e  w o r l d .  M r . H i l e  was i n  c h a r g e  o f  E D R O ,  y e s ,  b y  t h i s  

t i m e  EDRO h a d  b e e n  d e v e l o p e d .  T h a t  was a h e a d q u a r t e r s  o u t -

f i t  t h a t  we a l l u d e d  t o  e a r l i e r .  We a s k e d  me how t h i n g s  

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

a t  t h e  d i s t r i c t  b e c a u s e  when I was away I h a d  somebody e l s e  

s i t t i n g  o n  my d e s k  and  p r o d u c t i o n  w a s n ' t  as  f a s t ,  o f  c o u r s e  

when y o u  h a v e  a s u b s t i t u t e  y o u  d o n ' t  g e t  a s  much done.  And 

I t o l d  h i m  o f  an  i n c i d e n t  when I was b e i n g  e v a l u a t e d ,  I g o t  

e v a l u a t e d  as  y o u  know, j u s t  p o o r  b e c a u s e  o f  my p r o d u c  t -
i v i t y .  And when I a s k e d  a b o u t  i t  my s u p e r v i s o r  s a y s  I ' m  



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

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

e v a l u a t i o n s  I ' d  j u s t  a s  s o o n  n o t  go. I f i g u r e d  I c a n  s t a y ,  

I c a n  do e i t h e r  j o b ,  I ' m  a v a i l a b l e  f o r  a n y  j o b  t h a t  t h e y  

a s k  me t o  do, I'll do i t  t o  t h e  b e s t  o f  my a b i l i t y .  So 

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

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

i s ,  o r  why d o n ' t  y o u  s e t  up  a t h i n g  h e r e  i n  i n  W a s h i n g t o n ,  

o r  t r a n s f e r  me t o  W a s h i n g t o n  o r  s o m e p l a c e  w h e r e  t h a t ' s  my 

j o b .  So he  s a i d ,  w e l l  w e ' r e  g o i n g  t o  s e t  up  a t h i n g ,  and  

t h i s  happened  b e f o r e  E D R O  was s e t  up,  a n d  t h e y  s e t  up t h e  

t h i n g  and  t h e n  t h e y  f i n a l l y  t r a n s f e r r e d  me. T h e y  a s k e d  me 

w o u l d  I l i k e  t o  go t o  W a s h i n g t o n  o r  P h i l a d e l p h i a ,  I c o u l d  

go t o  e i t h e r  one. Ted, b y  t h i s  t i m e  h a d  b e e n  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  and  I h a d  l i v e d  t h e r e  b e f o r e  and  h a d  an 

i d e a  o f  wha t  i t  was l i k e  s o  I ' d  r a t h e r  go t o  P h i l a d e l p h i a ,  

my w i f e ' s  f a m i l y  was a r o u n d  t h i s  a r e a ,  s o  i n  ' 7 1  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 .  B u t  my b o s s  was i n  

W a s h i n g t o n .  I h a d  a l i t t l e  o f f i c e  h e r e  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 .  I d i d  some w o r k  f o r  P h i l a d e l p h i a  when I h a d  t i m e  

and  t h e y  a s k e d  me w e l l  I w o u l d .  A l o t  o f  t h e  P h i l a d e l p h i a  

i n s p e c t o r s  w o u l d  come i n t o  my o f f i c e  when t h e y  had a p r o -

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

g i v e  t h e m  some i d e a s  o n  i n v e s t i g a t i o n  s o  I w o r k e d  t h e r e  

b o t h  ends.  



L o f s v o l d :  As a t e c h n i c a l  e x p e r t  a n d  a d v i s i n g  them. 

B r o d s k y :  S o r t  o f ,  y e s .  

L o f s v o l d :  One o f  t h e  t h i n g s  t h a t  I ' m  i n t e r e s t e d  i n  w o u l d  

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

y o u  s e r v e d  u n d e r .  What k i n d  o f  men t h e y  w e r e ,  w h a t  t h e r e  

management s t y l e  was, and  a n y  o t h e r  t h i n g  y o u  know a b o u t  

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

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

M a r a v i g l ia: We 1 1  I g u e s s  t h e  b e s t  way wou I d  be,  t o  s t a r t  

f r o m  t h e  b e g i n n i n g .  The f i r s t  c o m m i s s i o n e r  I remember  was 

i d .  G. C a m p b e l l  b u t  b e i n g  a l o w l y  i n s p e c t o r  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 i m  I r e c a l l .  B u t  my i m p r e s s i o n  o f  h i m  

f r o m  f a r  o f f  was, o f  c o u r s e  y o u  know he was a l a w y e r  I 

b e l i e v e  and  t o  me h e  seemed l i k e  a g e n t l e m a n  o f  t h e  o l d  

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

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

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

L o f s v o l d :  You saw h i m  when h e  v i s i t e d  t h e  d i s t r i c t s  w h e r e  

y o u  were  or.... 

M a r a v i g l i a :  I d o n ' t  e v e n  remember  s e e i n g  h i m  t h e n .  Maybe 

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

A t l a n t a  o r  New Y o r k  somewhere.  B u t  h e ' s  v e r y ,  he  was v e r y  

a f f a b l e  p e r s o n  b u t  I d i d n ' t  know h i m  t h a t  w e l l  b e c a u s e  I 

had v e r y  l i t t l e  p e r s o n a l  c o n t a c t  w i t h  h im .  



T h e  n e x t ,  a f t e r  C a m p b e l l  I b e l i e v e  t h e r e  was C h a r l i e  

C r a w f o r d  o r  P a u l  D u n b a r .  Now P a u l ,  M r .  D u n b a r  was a v e r y  

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

come i n t o  t h e  d i s t r i c t  and  t a l k  w i t h  e v e r y b o d y  y o u  know, i n  

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

l i t t l e  pep  t a l k  b u t  he  wen t  a r o u n d  and  made sure.....We 

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

b o d y  e l s e ,  y o u  know F r e d ,  y o u  p r o b a b l y  remember  y o u r s e l f  

how i t  was. And M r .  D u n b a r  i m p r e s s e d  me a s  b e i n g  a v e r y  

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

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

t y p e .  

Then  a f t e r  D u n b a r  t h e r e  was C h a r l i e  C r a w f o r d  f o r  whom 

I p e r s o n a l l y  h a d  a l o t  o f  r e s p e c t .  To me he  was a t r u e  

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

a g a i n  h e  was a v e r y  d e m o c r a t i c  t y p e .  He wasn ' t  a l o o f ,  I 

remember ,  h e  u s e d  t o  come t o  t h e  P h i l a d e l p h i a  d i s t r i c t  when 

I was c h i e f  i n s p e c t o r  and  he  s a t  i n  o n  a c o u p l e  o f  m e e t -

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

know. And t h e n  w e ' d  go o u t  a t  n i g h t  and  go t o  o n e  t h e  

i n s p e c t o r ' s  h o u s e s ,  i t  m i g h t  b e  J o h n  B r e c k e n r i d g e ,  y o u  

remember  J o h n  B r e c k e n r i d g e ?  W e l l  a c o u p l e  o f  t i m e s  w e ' d  go  

o v e r  t h e r e  o r  somebody e l s e ' s  p l a c e  a n d  p l a y  p o k e r  w i t h  M r .  

C r a w f o r d .  He was r e a l l y  one  o f  t h e  b o y s  and y e t  he  was a 



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

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

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

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

w h a t e v e r  h i s  p o s i t i o n  was. 

Then a f t e r  C r a w f o r d  o f  c o u r s e ,  t h e r e  was G e o r g e  

L a r r i c k .  George,  a g a i n ,  we w e r e  s t i l l  a  s m a l l  a g e n c y  m o r e  

o r  l e s s  and  h e  was, I remember  g o i n g  o u t  w i t h  M r .  L a r r i c k  

when he  u s e d  t o  v i s i t  t h e  d i s t r i c t s  r e g u l a r l y  and  he was an 

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

know and  t h e n  became c h i e f  i n s p e c t o r  o f  t h e  w h o l e  FDA b e -  

f o r e  h e  g o t  t o  b e  c o m m i s s i o n e r .  I remember  I had some 

p e r s o n a l  c o n t a c t  w i t h  L a r r i c k  o n  t h e  j o b .  He came down t o  

A t l a n t a  when I was down t h e r e .  I t h i n k  I was s t i l l  on  p r o -

b a t i o n  a n d  he  came o u t  w i t h  me. We w e n t  o u t  and  made some 

i n s p e c t i o n s  and  h e  o b s e r v e d  and  was v e r y  h e l p f u l  and  u n d e r -

s t a n d i n g .  G e o r g e  was v e r y  u n d e r s t a n d i n g ,  b u t  he  was a g o o d  

i n s p e c t o r  t o o .  He showed me how t o  do  a number  o f  t h i n g s . .  

I remember  o n c e  we w e n t  i n t o  a  p i m e n t o  c a n n e r y  t h a t  h a d  h a d  

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

l o t  o f  open,  I mean a l o t  o f  b u l g i n g  s w o l l e n  c a n s  y o u  know, 

s u s p e c t .  I remember  M r .  L a r r i c k  o p e n i n g  some and  s h o w i n g  

me how t o  e x a m i n e  t h e m  o r g a n o l e p t i c a l l y  y o u  know, b y  s m e l l .  

J u s t  p l a i n  common s e n s e  i n s p e c t i o n  work  a n d  v e r y  e d i f y i n g  



a s  f a r  a s  I ' m  c o n c e r n e d .  I ' d  n e v e r  h a v e  b e e n  a b l e  t o  d o  

t h a t .  I w o u l d ' v e  t a k e n  a s a m p l e  and  b r o u g h t  i t  i n t o  t h e  

l a b  o r  s o m e t h i n g  y o u  know, b u t  h e  made t h e  e x a m i n a t i o n  

r i g h t  t h e r e  on  t h e  s p o t  and t h a t  k i n d  o f  t h i n g .  He was v e r y  

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

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

s e c o n d  g e a r  f o r  a b o u t  t w e n t y  m i l e s  a n d  d i d n ' t  r e a l i z e  i t .  

He s a i d ,  o k a y  Ted r e l a x  l e t s  h a v e  some f u n  y o u  know, b u t  h e  

was t h a t  k i n d  o f  guy ,  e a s y  t o  g e t  a l o n g  w i t h .  I d o n ' t  know 

wha t  h i s  p e r s o n a l  l i f e  was l i k e  b e c a u s e  we d i d n ' t  t a l k  

a b o u t  t h o s e  t h i n g s .  As f a r  a s  g e t t i n g  a l o n g  w i t h  t h e  i n -

s p e c t i o n  s t a f f  I t h o u g h t  G e o r g e  was O.K .  You n e v e r  me t  h i m  

d i d  y o u ?  

B r o d s k y :  N o t  p e r s o n a l l y .  

M a r a v i g l i a :  Anyway,  t h a t ' s  my i m p r e s s i o n  o f  L a r r i c k .  And 

t h e n  a f t e r  h e  l e f t ,  t h e r e  was Goddard ,  Jim Goddard .  

A  l o t  o f  p e o p l e  d i d n ' t  l i k e  G o d d a r d  b u t  I d i d .  He 

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

was d i s t r i c t  d i r e c t o r  i n  C i n c i n n a t i  when G o d d a r d  came on. 

He c h a n g e d  t h e  w h o l e  c e n t r a l i z e d  f o r m  o f  c o n t r o l  up  t o  t h a t  

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

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

g u e s s  t h a t  a l o t  o f  u s  w e r e n ' t  u s e d  t o ,  we d i d n ' t ,  maybe 

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



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

u n d e r  G o d d a r d ' s  r e g i m e .  I n  my o p i n i o n  he  e n c o u r a g e d  u s  t o  

r u n  o u r  own show i n  t h e  d i s t r i c t s .  W h e t h e r  t h a t ,  maybe t o  

a c e r t a i n  e x t e n t  t h a t  was good ,  and  maybe t o  a n o t h e r  e x t e n t  

i t  w a s n ' t  so good, b e c a u s e  y o u  n e e d  some k i n d  o f  c e n t r a l  

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

p r i v i l e g e  I s u p p o s e  and.. .But i t  was a t o t a l l y  d i f f e r e n t  

k i n d  o f  o r g a n i z a t i o n  u n d e r  Goddard .  He w h a t ' s  t h e  w o r d  

t h a t  use. .  ... 
B r o d s k y :  W e l l  he  was t o o  f l e x i b l e  w i t h  h i s  t r o o p s .  

M a r a v i g l i a :  H e ' s  t h e  k i n d ,  I remember  one t i m e  he  came t o  

C i n c i n n a t i  a n d  he  w a n t e d  t o  go  o u t  on  an  i n s p e c t i o n  w i t h  

me. He e n c o u r a g e d  t h e  d i r e c t o r s  t o  do  so ,  w h i c h  was I 

t h i n k ,  a good i d e a  t o  k e e p  i n  t o u c h  w i t h  w h a t ' s  g o i n g  on  

o u t  t h e r e .  G e t  o u t  w i t h  y o u r  men, make i n s p e c t i o n s ,  g e t  

y o u r  h a n d s  d i r t y - - y o u  know. So he  b r o u g h t  me o u t ,  we w e n t  

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

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

t h i n g s  w r o n g  w i t h  i t .  He came b a c k  and  s a i d  I w a n t  y o u  t o  

c l o s e  t h a t  g u y  up. I s a i d  D r .  G o d d a r d  we c a n ' t  c l o s e  h i m  

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

t h e  Pub1 i c  H e a l t h  S e r v i c e  y o u  know w h e r e  y o u  c a n  q u a r a n t i n e  

somebody and  s h u t  t h e  d o o r  on  them. I s a i d  w e ' l l  b u i l d  a 

c a s e  aga i n s t  t h e m  b u t  i t ' l l  t a k e  a  l i t t l e  w h i l e .  So, e v e r y  



t i m e  we had a d i r e c t o r s  m e e t i n g  h e ' d  s a y  "Hey Ted h a v e  y o u  

c l o s e d  t h a t  guy  up  y e t ? ' '  B u t  t h a t ' s  t h e  k i n d  o f  g u y  he 

was. I n t e l l i g e n t ,  b r i l l i a n t ,  a n d  a m b i t i o u s  I g u e s s  y o u ' d  

say .  B u t  I l i k e d  w o r k i n g  f o r  h im.  I f  y o u  c o u l d  k i n d  o f  

k e e p  h i m  y o u  know, u n d e r  c o n t r o l  y o u  m i g h t  say.  T h a t  was 

my i m p r e s s i o n  o f  Goddard ,  I l i k e d  h i m  v e r y  much. A g a i n ,  he  

was t h e  k i n d  t h a t  was one  o f  t h e  b o y s  y o u  know. We'd go  

o u t  and  h a v e  d r i n k s  w i t h  h i m  a n d  he  w a s n ' t  a l o o f  b y  a n y  

means. He w a n t e d  u s  t o  a d d r e s s  h i m  b y  h i s  f i r s t  name a l l  

t h e  t i m e .  W e l l  Goddard ,  as  I s a y  was t h e  one  who l i k e d  t h e  

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

A f t e r  h e  l e f t ,  t h e r e  was D r .  Ley ,  remember  H e r b  L e y  

who was an MD, came o u t  o f  t h e  b u r e a u  o f  d r u g s  I b e l i e v e .  

L e y  was k i n d  o f  a  t r a n s i t i o n - t y p e  o f  c o m m i s s i o n e r  I g u e s s  

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

w a s n ' t  t h e  c h a r i s m a t i c  t y p e  t h a t  G o d d a r d  was. I t  became 

a p p a r e n t  s o o n  t o  e v e r y b o d y  t h a t  t h e r e  h a d  b e e n  t o o  much d e -  

c e n t r a l i z a t i o n  and  i n  f a c t  we n e e d e d  some k i n d  o f  c e n t r a l  

d i r e c t i o n  a s  f a r  as  p o l i c y  a t  l e a s t  was c o n c e r n e d .  I n  

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

d i r e c t o r s  t a l k e d  t o  h i m  f r a n k l y  a b o u t  i t - - t h a t  we needed  

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

w h i c h  e v o l v e d  i n t o  w h a t  t h e y  c a l l e d  a F i e l d  L i a i s o n  O f f i c e r  

(FLO) ,  y o u  remember?  Goddard  s o u n d e d  me o u t  on t h e  j o b ,  



a n d  I s a i d  no  t h a n k s  I ' d  r a t h e r  s t a y  w h e r e  I am a n d  he  g o t  

H a r r i s  Kenyon  t o  become t h e  f i r s t  FLO, o r  F i e l d  L i a i s o n  

O f f i c e r .  B e c a u s e  e v e n  h e  r e a l i z e d  and  I t h i n k  maybe R a n k i n  

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

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

need  some k i n d  o f  g u i d a n c e ,  a t  l e a s t .  a s  f a r  a s  p o l i c y  i s  

c o n c e r n e d  f r o m  h e a d q u a r t e r s .  So t h a t ' s  when FLO s t a r t e d  

and  t h a t  F i e l d  L i a i s o n  O f f i c e r  g r a d u a l l y ,  o v e r  t h e  y e a r s  

e v o l v e d  i n t o  t h e  p r e s e n t  d a y  E x e c u t i v e  D i r e c t o r  o f  F i e l d  

O p e r a t i o n s .  Anyway t h a t  s t a r t e d  e v e n  i n  G o d d a r d ' s  t i m e ,  h e  

r e a l i z e d  t h a t  maybe t h e y  h a d  g o t t e n  a l i t t l e  t o o  f a r  i n  d e -  

c e n t r a l i z a t i o n ,  so a f t e r  G o d d a r d ,  L e y  came a l o n g .  He was 

j u s t  C o m m i s s i o n e r  f o r  a c o u p l e  o f  y e a r s ,  I t h i n k .  He was 

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

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

A f t e r  Ley ,  we g o t  o u r  f r i e n d ,  C h a r l i e  Edwards ,  D r .  

Edwards .  He was one  o f  t h e  f i r s t  t o  come o u t  f r o m  a non -

g o v e r n m e n t  s o u r c e .  A l l  o f  t h e  r e s t  o f  t h e s e  c o m m i s s i o n e r s  

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

L o f s v o l d :  I b e l i e v e  t h a t  D r .  L e y  was i n  g o v e r n m e n t  f o r  

o n l y  a s h o r t  t i m e .  He came t o  FDA, a s  d i r e c t o r  o f  t h e  

d i v i s i o n  o f  d r u g s ,  f r o m  H a r v a r d  M e d i c a l  S c h o o l .  

M a r a v i g l i a :  Oh, d i d  h e ?  



A t  l e a s t  h e  was i n  t h e  g o v e r n m e n t  when he  was a p p o i n t -

ed  C o m m i s s i o n e r ,  w h e r e a s  C h a r l i e  E d w a r d s ,  I t h i n k ,  was t h e  

v e r y  f i r s t  man t o  come i n  f r o m  o u t s i d e  t h e  g o v e r n m e n t  as  

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

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

a l o o f  b u t  I t h i n k  he  t r i e d  t o  do  t h e  j o b  w h i c h  was k i n d  o f  

a s t r a n g e  one  t o  h im.  O f  c o u r s e ,  h i s  m e d i c a l  b a c k g r o u n d ,  

n a t u r a l l y ,  h e l p e d  h i m  a l o t  b u t  i t  d i d n ' t  seem t o  me l i k e  

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

c o n t a c t s  w i t h  Edwards .  He u s e d  t o  v i s i t  t h e  d i s t r i c t s  

o c c a s i o n a l  l y .  

Who came a f t e r  D r .  E d w a r d s ?  I t  was S c h m i d t ,  Mac 

S c h m i d t ,  a n o t h e r  M.D. S c h m i d t  v i s i t e d  t h e  d i s t r i c t s  r e g u -

l a r l y .  He came t o  P h i l a d e l p h i a  a  c o u p l e  o f  t i m e s .  S c h m i d t  

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

A u g u s t  o f  1 9 7 6  a n d  he  was s t i l l  t h e r e .  T h a t ' s  a b o u t  a l l  I 

c a n  remember  a b o u t  a l l  t h e  c o m m i s s i o n e r s .  

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

p l a n n i n g  t h a t  e x i s t  t o d a y  i n  t h e  a g e n c y  and  how c e n t r a l i z e d  

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

c a r e e r  i n  t h e  l a t e  3 0 ' s  and  e a r l y  4 0 ' s ,  t h e r e  was no s u c h  

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

i n s p e c t o r ,  b u t  I d o n ' t  remember  s u c h  d e t a i l s  a s  t h e y  e x i s t  



t o d a y .  I remember  t h a t  we d i d  seem t o  p u t  a l o t  o f  empha-

s i s ,  maybe w r o n g l y  o r  r i g h t l y ,  I d o n ' t  know, on  e c o n o m i c  

v i o l a t i o n s .  F o r  i n s t a n c e ,  many was t h e  n i g h t  t h a t  I ' v e  

gone  down t o  t h e ,  wha t  u s e d  t o  b e  t h e  W a s h i n g t o n  m a r k e t  i n  

New Y o r k ,  i n  M a n h a t t a n ,  t o  t a k e  s a m p l e s  o f  f r e s h  b l u e -

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

b e  w a i t i n g  t o  e x a m i n e  t h e m  f o r  m a g g o t s .  N e x t  m o r n i n g ,  

e a r l y  i n  t h e  m o r n i n g ,  w e ' d  b e  i n  t h e  D A ' s  o f f i c e ,  d r a w i n g  

u p  a  1  i b e l  t o  s e i z e  t h e  m a g g o t s  and  o r  h a v i n g  t h e  c i t y  em-

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

I t  seems t o  me l i k e  t h a t  was a v i o l a t i o n  t h a t ,  I g u e s s  y o u  

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

' m i c  t o o .  

A n o t h e r  one  t h a t  we u s e d  t o  do  a l o t  o f  wo rk  w i t h ,  

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

b e  a b i g  p r o j e c t  i n  P h i l a d e l p h i a ,  r e a l  c o m p l e x  p r o g r a m  f o r  

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

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

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

know, a f t e r  we l o s t  t h e  w a t e r e d  o y s t e r  c a s e ,  we d r o p p e d  

t h a t  p r o g r a m  p r e t t y  much. 

L o f s v o l d :  The c o u r t s  d e c l a r e d  o u r  s t a n d a r d  i n v a l i d .  

M a r a v i g l i a .  Yes. 



I t  seemed t h a t ,  a t  l e a s t  i n  my e a r l y  d a y s  i n  New Y o r k  

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

t h e  season.  I n  o t h e r  w o r d s ,  we knew t h a t  i f  i t  was h a r v e s t  

t i m e  i n  t h e  Hudson  V a l l e y  i t  was t i m e  t o  p i c k  a p p l e s ,  and  

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

r e c a l l ?  And t o m a t o  p i c k i n g  and  c a n n i n g  t i m e  i n  G e o r g i a ,  o r  

p e a c h  c a n n i n g  t i m e ;  i t  was t i m e  t o  w o r k  o n  t h a t  p r o j e c t .  

And we knew i n s t i n c t i v e l y  t h a t  i t  was t i m e  t o  do  t h a t  k i n d  

o f  work  and  m a p l e  s y r u p  was a n o t h e r  one.  

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

w i t h ,  was t h e  amoun t  o f  v o l u n t a r y  o v e r t i m e  t h a t  we u s e d  t o  

p u t  i n  i n  t h o s e  days .  Men, o f  c o u r s e  w o u l d  be  o u t  on  t h e  

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

h a d  a b i g  t e r r i t o r y .  M a n y ' s  an  e v e n i n g  w e ' v e  s p e n t  m o u n t -

i n g  s e d i m e n t  pads  f r o m  t e s t i n g  m i l k  y o u  may r e c a l l .  A l l  

d o n e  on y o u r  own t i m e  and a l s o  y o u  h a d  t o  w r i t e  up y o u r  

r e p o r t s  w h i l e  y o u  w e r e  on  t h e  r o a d  and weekends  t o o .  I f  

n e c e s s a r y  y o u ' d  b e  o u t  t e s t i n g  s e d i m e n t  i n  m i l k  a t  d a i r i e s  

y o u  know, a n d  m o u n t i n g  t h o s e  s e d i m e n t  pads  a l l  on  y o u r  own 

t i m e .  I f i g u r e d  t h e  g o v e r n m e n t  owes y o u  and  me, a h e l l  o f  

a l o t  o f  o v e r t i m e .  T h a t  was e x p e c t e d  o f  u s  i n  t h o s e  days .  

We were ,  a t  l e a s t  I was, a d e p r e s s i o n  b a b y ,  and  I was 

t h a n k f u l  t h a t  I h a d  a j o b  a n d  I was h o n o r e d  I c o u l d  w o r k  

and i f  I h a d  work ,  I d i d n ' t  know t h e  m e a n i n g  o f  o v e r t i m e  a t  

t h a t  t i m e .  



L o f s v o l d :  No c o f f e e  b r e a k s  e i t h e r .  

M a r a v i g l i a :  Yes, t h a t ' s  r i g h t .  

L o f s v o l d :  I t h i n k  c o f f e e  b r e a k s  became a n a t i o n a l  i n s t i -

t u t i o n  a f t e r  W o r l d  War 11. 

M a r a v i g l i a :  Yes, t h a t ' s  a s a c r e d  cow now. B u t  i t  was e n -

j o y a b l e .  

L o f s v o l d :  When y o u  f i r s t  s t a r t e d ,  FDA was o p e r a t i n g  u n d e r  

t h e  1 9 0 6  a c t  w h i c h  d i d  n o t  a u t h o r i z e  u s  t o  make f a c t o r y  

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

i n s p e c t  f a c t o r i e s ?  

M a r a v i g l i a :  Oh, y e s ,  we made i n s p e c t i o n s  a n d  o f  c o u r s e  we 

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

B u t  i t  seemed t o  me t h a t  we assumed as  i n s p e c t o r s  t h a t  we 

had t h e  a u t h o r i t y ,  t o  go i n t o  a p l a n t ,  and  I d o n ' t  r e c a l l  

a n y  t i m e  t h a t  "my a u t h o r i t y "  was e v e r  q u e s t i o n e d  b y  a n y -  

b o d y .  I d o n ' t  remember  e v e r  b e i n g  r e f u s e d  an i n s p e c t i o n  

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

we d i d  i n s p e c t  h a d  assumed a l s o  t h a t  we had t h e  a u t h o r i t y  

a n d  w e r e  a f r a i d  t o  deny  u s  e n t r y .  B u t  t h a t ' s  my p e r s o n a l  

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

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

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

t h i n k ,  a r e  g o i n g  t o  b e  v e r y  u s e f u l .  Thank y o u  v e r y  much. 

I 




