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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. Porter 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 ed  F.D.A. employees 

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

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

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

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

and dist inguishsd leaders wil l  f ind a place i n  t ra in ing  and 

or ien ta t ion  of new employees, and may b e  useful to  enhance 

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

be of value to  3r. James Harvey Young in  the  wri t ing of the  

his tory of the 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  will  be placed i n  the  Library of Emory 

University. 
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Myt inger  and Casselberry I n v e s t i g a t i o n .  
Koch Case - Trans fer  t o  Chicago -

Assignment t o  D i v i s i o n  o f  Regulatory Management. 
Cancer Cures, Med ica l - lnspect iona l  Approach t o  

Inves t i ga t i on .  
Hoxsey Cancer C l i n i c  Cases. 
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Rand Cancer Vaccine I n v e s t i g a t i o n .  
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O f f i ce  o f  C e r t i f i c a t i o n  Services. 

O f f i ce  o f  Compliance, Bureau o f  Drugs. 

Bureau o f  Product Safety. 

Compliance Regulations Pol icy  Staff, Off ice 


o f  Associate Comissioner f o r  Compliance, 
Discussion o f  Regulation Making. 

Koch Case - Walter B. Simnons -
D r .  Norman DeNosaquo. 
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G i i be r t  Goldhammer. 
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D r .  Kenneth L. Milstead. G i l be r t  Goldhamner, 
Chick Palmer, W i l l  Swain, Van Smart, 
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DMSO, D r .  Jacobs. 
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Regulations, Inf luence and Author i ty  of  
Of f i ce  o f  General Counsel. 

Compliance Stance o f  FDA, General Discussion of. 
Compliance Stance o f  FDA (cont.) 
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T h i s  i s  an  o r a l  h i s t o r y  i n t e r v i e w ,  o n e  o f  t h e  s e r i e s  t h a t  h a s  

b e e n  made r e g a r d i n g  t h e  h i s t o r y  o f  U.S. Food a n d  D r u g  A d m i n i -  

s t r a t i o n .  Today ,  I am i n t e r v i e w i n g  R o b e r t  C. B r a n d e n b u r g ,  

r e t i r e d  FDA e m p l o y e e ,  a t  h i s  home  .  The 

d a t e  i s  November  4, 1982.  My name i s  Bob P o r t e r .  

P o r t e r :  Bob, I t h i n k  I wou I d  l i k e ,  i f  y o u  d o n ' t  m i n d ,  t o  

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

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

j u s t  t e l l  u s  w h e r e  y o u  w e r e  and  w h a t  y o u  d i d .  

B r a n d e n b u r g :  I was a r a t h e r  l a t e - c o m e r  t o  Food a n d  Drug .  I 

was a l l  o f  2 9  y e a r s  o l d  when I s t a r t e d ,  s i n c e  I h a d  w o r k e d  

s h o o t i n g  M i c k e y  Mouse f o r  W a l t  D i s n e y  f o r  q u i t e  some t i m e  

p r e v i o u s l y .  So i t  was n o t  u n t i l  December  1 6 ,  1946 ,  t h a t  I 

r e p o r t e d  f o r  d u t y  i n  t h e  L o s  A n g e l e s  D i s t r i c t ,  t h e n  L o s  

A n g e l e s  S t a t i o n ,  a s  a t e m p o r a r y  w a r - t i m e  e m p l o y e e  w h i c h  m e a n t  

t h a t  I h a d  t o  p a s s  o n e  o f  t h o s e  p e r n i c i o u s  C i v i l  S e r v i c e  T e s t s  

a c o u p l e  o f  y e a r s  l a t e r .  

P o r t e r :  How w e l l  I remember .  

B r a n d e n b u r g :  I t o o k  my t e s t  i n  c h e m i s t r y ,  e v e n  t h o u g h  my 

m a j o r  a t  t h e  U n i v e r s i t y ,  UCLA,  was t h a t  o f  a s t r o n o m y .  I h a d  

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

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

w e l l .  They  h i r e d  me anyway.  

P o r t e r :  O K  

B r a n d e n b u r g :  I s p e n t  t h e  f i r s t  5 y e a r s  a s  a n  i n s p e c t o r  i n  t h e  

L o s  A n g e l e s  D i s t r i c t .  I t  became a D i s t r i c t  s h o r t l y  a f t e r  I 



j o i n e d  i t .  I was t h e n  t r a n s f e r r e d  a s  S a l t  L a k e  C i t y  R e s i d e n t .  

I r e p l a c e d  t h e r e  one  Bob  P o r t e r  who h a d  d e c i d e d  t h a t  h i s  FDA 

f u t u r e  l i e  i n  C h i c a g o .  

P o r t e r :  T h e r e  i s  a m i s t a k e  t h e r e .  Somebody e l s e  d e c i d e d  

t h a t .  

B r a n d e n b u r g :  W e l l ,  i n  a n y  e v e n t ,  I s p e n t  1 0  m o n t h s  i n  S a l t  

L a k e  C i t y  a s  R e s i d e n t  a n d  was t h e n  t r a n s f e r r e d  t o  C h i c a g o  f o r  

a  6  m o n t h ' s  t e m p o r a r y  a s s i g n m e n t ,  n o t  t o  e x c e e d  6 m o n t h s  

I was t o l d ,  t o  work  o n  a c a s e  o f  a c a n c e r  q u a c k  a n d  t o  h e l p  

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

s p e n d  3 0  y e a r s  i n  FDA, t h a t  a s s i g n m e n t  e x c e e d e d  6  m o n t h s .  I 

a c t u a l l y  s p e n t  5 y e a r s  i n  C h i c a g o .  F r o m  C h i c a g o  I was t r a n s -

f e r r e d  t o  Wash n g t o n  a s  a  member o f  t h e  D i v i s i o n  o f  R e g u l a t o r y  

Management .  I h a d  b e e n  a s s i g n e d  t o  t h a t  D i v i s i o n  w h i l e  i n  

C h i c a g o ,  b u t  I became a f u l l  f l e d g e d  member when I 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  1957 .  F r o m  1 9 5 7  t o  1 9 6 3  I was a member o f  

t h a t  D i v i s i o n ,  a n d  t h e n  t was r e o r g a n i z e d  o u t  o f  e x i s t e n c e  

f o r  v a r i o u s  r e a s o n s .  

I was n e x t  a s s i g n e d  t o  t h e  D i v i s i o n  o f ,  I t h i n k  i t  was 

c a l l e d  t h e  D i v i s i o n  o f  F e l d  O p e r a t i o n  a t  t h a t  t i m e .  I o n l y  

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

P o r t e r :  P r o b a b l y  t h e  B u r e a u  o f  F i e l d  A d m i n i s t r a t i o n ,  b y  t h e n .  

B r a n d e n b u r g :  M i g h t  h a v e  b e e n  c a l l e d  t h a t .  As I s a y  I o n l y  

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

I was t h e n  t r a n s f e r r e d  t o ,  I d o n ' t  know t h e  name o f  w h a t  

t h e y  c a l l e d  t h e  o u t f i t  a t  t h a t  t i m e ,  i t  was W i n t o n  R a n k i n ' s  



s h o p  a n d  h e  was r e s p o n s i b l e ,  amongs t  o t h e r  t h i n g s  f o r  Con- 

g r e s s i o n a l  L i a i s o n .  I was a s s i g n e d  a s  C o n g r e s s i o n a l  L i a i s o n  

and  s p e n t  m o s t  o f  1 9 6 3  a n d  p a r t  o f  ' 6 4  i n  t h a t  j o b .  

I n  l a t e  1 9 6 4  and  u n t i l  e a r l y  1 9 6 6  I was o n  a s p e c i a l  

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

t h e  K r e b i o z e n  c a s e .  T h e r e  was a c a s e  o f  a c a n c e r  c u r e  t h a t  

was b r o u g h t  i n  C h i c a g o .  I was r e s p o n s i b l e  f o r  FDA 's  p o s t u r e  

i n  t h a t  c a s e .  

P o r t e r :  T h i s  was p r o b a b l y  t h e  B u r e a u  o f  E n f o r c e m e n t ,  b y  t h i s  

t i m e .  O r  am I w r o n g ?  

B r a n d e n b u r g :  I was o n  s p e c i a l  a s s i g n m e n t .  I t  was u n d e r  no  

b u r e a u .  I t  was a d i r e c t  a s s i g n m e n t  f r o m  t h e  C o m m i s s i o n e r ' s  

O f f i c e .  I t  was a r a t h e r  p e c u l i a r  a s s i g n m e n t ,  i n  t h a t  FDA h a d  

r e t a i n e d  t h e  s e r v i c e s  o f  G i l b e r t  Go ldhammer ,  who b y  t h a t  t i m e  

h a d  r e t i r e d .  S i n c e  h e  was n o t  an  FDA e m p l o y e e ,  h e  c o u l d  n o t  

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

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

t h e  t r i a l .  So, t h a t  r e s p o n s i b i l i t y  d e v o l v e d  o n  me. 

F rom 1 9 6 6  t h r o u g h  1968 ,  a f t e r  t h e  K r e b i o z e n  t r i a l ,  I was 

a S t a f f  O f f i c e r ,  m o s t  o f  t h a t  t i m e ,  o n  t h e  s t a f f  o f  t h e  

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

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

t o  t h e  g o v e r n m e n t .  P a r t  o f  t h i s  t i m e  I was o n  t h e  s t a f f  o f  

t h e  A s s o c i a t e  C o m m i s s i o n e r  f o r  C o m p l i a n c e  a n d  p a r t  o f  t h e  t i n e  

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



P o r t e r :  Yes. 


B r a n d e n b u r g :  A1 a a r n a r d  was t h e  D  i r e c t o r  f o r  a  w h i l e .  


P o r t e r :  B u r e a u  o f  R e g u l a t o r y  Comp l i a n c e ,  b y  t h a t  t i m e  w a s n ' t  


i t ?  


B r a n d e n b u r g :  As I say... 


P o r t e r :  I t h i n k  t h a t  i s  w h a t  i t  was. 


B r a n d e n b u r g :  The t e r m i n o l o g y  a n d  when i t  c h a n g e d  e s c a p e s  me. 


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


o n e  o r  t h e  o t h e r  u n i t .  C a n ' t  d e c i d e  w h i c h .  


F r o m  1 9 6 8  t o  1 9 7 0  I c e r t i f i e d  a n t i b i o t i c s ,  a s  D i r e c t o r  o f  

t h e  O f f i c e  o f  C e r t i f i c a t i o n  S e r v i c e s ,  a l s o  p a r t  o f  t h e  s t a f f  

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

D u r i n g  1 9 7 0  i was D e p u t y  D i r e c t o r  o f  t h e  O f f i c e  f o r  Com- 

p l i a n c e  o f  t h e  B u r e a u  o f  D r u g s .  L a t e  i n  1970 ,  u n t i l  e a r l y  i n  

1971,  a t  t h e  d i r e c t i o n  o f  t h e  t h e n  C o m m i s s i o n e r  C h a r l i e  

Edwards ,  I was A c t i n g  D e p u t y  D i r e c t o r  o f  t h e  B u r e a u  o f  P r o d u c t  

S a f e t y .  

P o r t e r :  I d i d n ' t  remember  t h a t .  

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

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

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

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

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

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

Then  f r o m  1 9 7 1  t h r o u g h  1 9 7 6  I was S t a f f  D i r e c t o r  o f  a 

s t a f f  f o r  t h e  A s s o c i a t e  C o m m i s s i o n e r  o f  C o m p l i a n c e .  T h i s  was 



c a l l  ed  t h e  R e g u l  a t  ory.. .  L e t  me go back .  T h i s  was c a l l e d  t h e  

Compl i a n c e . .  . We' 11 h a v e  t o  s t o p  h e r e .  

P o r t e r :  OK 

B r a n d e n b u r g :  T r y i n g  t o  t h i n k . . .  

P o r t e r :  L e t ' s  t r y  i t  a g a i n .  

B r a n d e n b u r g :  I t  was c a l l e d  t h e  Compl i a n c e  R e g u l a t i o n s  a n d  

P o l i c y  S t a f f .  I t h i n k  y o u  c a n  u n d e r s t a n d  why I t r i e d  t o  

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

P o r t e r :  L e t ' s  s e e ?  

S r a n d e n b u r g :  CRAPS. 

P o r t e r :  I w o n ' t  s a y  a word .  

B r a n d e n b u r g :  U n d e r  t h i s  s t a f f  h o w e v e r ,  we had ,  i n  a d d i t i o n  t o  

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

c o m p l i a n c e  w i t h  t h e  C o m m i s s i o n e r ' s  p o l i c y ,  t h e  H e a r i n g  C l e r k s  

O f f i c e  and  t h e  o f f i c e  o f  t h e  F e d e r a l  R e g i s t e r  W r i t e r .  I a l s o  

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

a n d  I s e t  up  t h e  R e g u l a t o r y  Management  S t a f f ,  a s  i t  was known 

a t  t h a t  t i m e .  I t  was u n d e r  my s u p e r v i s i o n  f o r  q u i t e  same 

t i m e .  

P o r t e r :  I see .  

B r a n d e n b u r g :  So d u r i n g  t h a t  p e r i o d  we w e r e  somewhat  bu,sy a n d  

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

r e t i r e d ,  I am s o r r y  t o  s a y .  


P o r t e r :  We1 1, I i m a g i n e  t h e  Freedom o f  I n f o r m a t i o n ,  


p a r t i c u l a r l y ?  




B r a n d e n b u r g :  F r e e d o m  o f  I n f o r m a t i o n ,  a s  y o u  know, i s  a 

b u s i n e s s  a l l  i n  i t s e l f .  

P o r t e r :  Yes. 

B r a n d e n b u r g :  B u t  t h e  H e a r i n g  C l e r k ' s  O f f i c e  a l s o  e x p a n d e d  

g r e a t l y .  When I i n h e r i t e d  t h e  F e d e r a l  R e g i s t e r  W r i t e r  f u n c -

t i o n ,  I h a d  2 F e d e r a l  R e g i s t e r  W r i t e r s  a n d  I t h i n k  t h a t  a s  o f  

r e c e n t l y  t h e r e  w e r e  a b o u t  1 2  p l u s  a c o m m e n s u r a t e  s t a f f  f o r  

them. I w o u l d  h o p e  t h a t  some d a y  t h e y ' d  a l l  d e c r e a s e .  

P o r t e r :  Maybe t h e y  h a v e  b e e n  " R e a g a n i s e d "  now. 

B r a n d e n b u r g :  W e l l ,  I d o n ' t  t h i n k  i t  was t o o  b a d  o f  a n  i d e a .  

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

t h e m  a t  t h a t  t i m e .  

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

Bob. T h a t  i s  a s h o r t  o u t l i n e  o f  w h e r e  we h a v e  been .  

P o r t e r :  T h a t  i s  w h a t  I w a n t ,  Bob. Now, d u r i n g  t h e  c o u r s e  o f  

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

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

y o u  t o  t a l k  a b o u t  p e o p l e ,  i f  y o u  w o u l d .  L i t t l e ,  w h a t  s h o u l d  I 

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

k i n d s  o f  t h i n g s  t h a t  m i g h t  n o t  show u p  i n  t h e  f i l e s .  One 

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

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

t h e  Food  a n d  D r u g  h a s  h a d  o v e r  t h e  y e a r s .  You h a v e n ' t  men-

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

y o u  w e r e  i n v o l v e d  i n  a number . . . r a the r  d e e p l y  i n v o l v e d  i n  

d i r e c t i n g  a n d  g a t h e r i n g  e v i d e n c e  a n d  i n  t h e  way t h e  c a s e  was 



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

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

t e l l i n g  a b o u t  w h a t  y o u  d i d ,  why y o u  d i d  i t ,  who y o u  d i d  i t  

w i t h  and  t h a t  k i n d  o f  t h i n g .  

B r a n d e n b u r g :  W e l l ,  p e r h a p s  I was r a t h e r  na i v e  when I f i r s t  

j o i n e d  t h e  Food a n d  D r u g  A d m i n i s t r a t i o n .  I was t o l d  t h a  i t  

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

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

t h e  good  f o r t u n e  t o  s t u m b l e  o n t o  some r a t h e r  i m p o r t a n t  

e v i d e n c e  soon  a f t e r  I s t a r t e d  b e i n g  an i n s p e c t o r  i n  a ma t e r  

t h a t  i n v o l v e d  R u t h  D r o w n  a n d  h e r  l i t t l e  b l a c k  box .  

P o r t e r :  T e l l  me a b o u t  i t .  

6randenbu. t -g:  I t  seems t h a t  we w e r e  w o r k i n g  up a  p r o s e c u t i o n  

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

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

b y  a c h i r o p r a c t o r  b y  t h e  name o f  R u t h  Drown. One o f  t h e  

p l a c e s  w h e r e  we w e r e  l a c k i n g  e v i d e n c e  was i n  d i r e c t  c l a i m s  

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

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

we w e r e  t r y i n g  t o  p i n  i t  down c l o s e r  t o  home. We f o u n d  t h a t  a  

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

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

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

a p o k e r  c a r d  d e a l e r  down i n  Gardena ,  h a d  i n h e r i t e d  h i s  p o s s e s -

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



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

t h i s  d e v i c e .  

P o r t e r :  You a s k e d  h i m  t o  d e a l  y o u  i n .  

S r a n d e n b u r g :  He d i d .  We f o u n d  t h e  t r u m p  c a r d .  We f o u n d  t h e  

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

t r i a l .  Amongst  o t h e r  t h i n g s  t h i s  A t l a s  s a i d  t h a t  t h o s e  who 

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

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

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

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

t a k e  a s h o w e r .  As a d e f e n s e  w i t n e s s ,  t h e  h u s b a n d  o f  t h e  

S u p e r i n t e n d e n t  o f  t h e  L o s  A n g e l e s  B o a r d  o f  E d u c a t  o n  t e s t i -

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

a s k e d  h i m  was, "How d i d  h e  t a k e  a b a t h ? "  He t e s t i f i e d  i n  a l l  

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

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

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

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

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

E d u c a t i o n  l o s t  h e r  j o b .  

P o r t e r :  Bob, y o u  h a v e n ' t  s a i d  i t  a n d  I m i g h t  b e  wrong ,  y o u  

c o r r e c t  me i f  I am wrong ,  b u t  w a s n ' t  t h e  p r i n c i p l e  o f  t h i s  

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

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

m i x e d  u p ?  



B r a n d e n b u r g :  R i g h t ,  t h i s  h a d  s i m i l a r i t i e s  w i t h  a number  o f  

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

The Abrams d e v i c e  a s  a n  examp le .  The p e r s o n s  who b o u g h t  t h e s e  

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

a p a r t .  A1 1  s c r e w  h o l e s  w e r e  s e a l e d  w i t h  d r o p s  o f  s o l d e r  t o  

make s u r e  y o u  d i d n ' t .  We u n s o l d e r e d  them. We t o o k  o n e  a p a r t  

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

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

need1  e s  w o u l d  a1 1  t w i r l .  

W e l l ,  t h a t  w h e t t e d  my a p p e t i t e  f o r  t h a t  t y p e  o f  i n v e s t i -

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

eggs,  a s  an  e x a m p l e .  N o t  t o  s a y  t h a t  e g g  s a m p l i n g  d o e s n ' t  

h a v e  a p l a c e .  

P o r t e r :  F o r  o t h e r  p e o p l e .  

B r a n d e n b u r g :  I h a v e  d o n e  my s h a r e  o f  i t .  

No t  t o o  l o n g  a f t e r  t h a t ,  t h e  A d m i n i s t r a t i o n  d e c i d e d  t h a t  

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

f i r m  c a l l e d  M y t i n g e r  a n d  C a s s e l b e r r y  f o r  t h e  p r o d u c t  N u t r i -

l i t e .  T h i s  was a t r e m e n d o u s  money maker .  I t  h a d  s w e p t  t h e  

c o u n t r y  b y  s t o r m .  We knew t h a t  we w e r e  f a c e d  w i t h  a v e r y  

d i f f i c u l t  p r o b l e m .  

P o r t e r :  W a s n ' t  t h i s  o n e  o f  t h e s e  p y r a m i d  schemes? 

B r a n d e n b u r g :  I t  was t h e  o r i g i n a l .  N o t  o n l y  t h a t  t h e  f i r m  

had... W e l l ,  l e t  me p u t  i t  b l u n t l y ,  p o l i t i c a l  c o n n e c t i o n s .  

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

t o  comba t  f o r  w h a t  was t h e n  a  s m a l l  agency .  1 



P o r t e r :  R i g h t .  

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

f a c t  t h a t  J o h n  L. H a r v e y ,  who was s h o r t l y  t o  become D e p u t y  

C o m m i s s i o n e r  o f  t h e  Food a n d  D r u g  A d m i n i s t r a t i o n . . .  L e t  me 

s e e ,  W i l l i a m  G o o d r i c h  who was t h e  G e n e r a l  C o u n s e l ,  a t  t h a t  

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

D r u g  A d m i n i s t r a t i o n ,  h e  was Food  a n d  D r u g  G e n e r a l  C o u n s e l  f r o m  

t h e  G e n e r a l  C o u n s e l ' s  o f f i c e .  They  a s s i g n e d  W a l t  Simmons, who 

a t  t h a t  t i m e  was C h i e f  I n s p e c t o r  t h e  C e n t r a l  D i s t r i c t .  

P o r t e r :  T h a t  was W a l t e r  B. Simmons. 

B r a n d e n b u r g :  W a l t e r  B. Simmons. W a l t e r  B. Simmons was, a s  I 

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

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

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

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

i n  L o s  A n g e l e s .  I was t h e  man c h o s e n .  We w o r k e d  o n  t h a t  

c a s e ,  o r  I w o r k e d  on i t  i n  L o s  A n g e l e s ,  f o r  a p p r o x i m a t e l y  t w o  

y e a r s  b e f o r e  we o b t a i n e d  a c o n s e n t  d e c r e e  o f  i n j u n c t i o n .  

D u r i n g  t h e  c a s e  Hr .  Simmons h a d  a s k e d  i f  I w o u l d  b e  

w i l l i n g  t o  go  t o  C h i c a g o  t o  work  w i t h  h i m  o n  a c a s e  i n v o l v i n g ,  

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

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

w o u l d  b e  w i l l i n g  t o  d o  i t .  J u s t  l e t  me know. I h e a r d  n o t h i n g  

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

S a l t  L a k e  C i ty .  



P o r t e r :  R i g h t .  Where y o u  a n d  I w o r k e d  t o g e t h e r  f o r  p r o b a b l y  

t h r e e  m o n t h s  b e f o r e  I l e f t .  

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

c a l l  f r o m  my D i s t r i c t  D i r e c t o r  and  he  s a i d ,  " W e l l ,  I h a d  a n  

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

as  we knew i t .  He s a i d  h e  w o u l d  a d v i s e  a g a i n s t  i t  b e c a u s e  i t  

w o u l d  o n l y  b e  f o r  s i x  m o n t h s  and  when t h e  s i x  m o n t h s  w e r e  u p  I 

w o u l d  b e  t r a n s f e r r e d  somewhere  e l s e ,  n o t  t o  S a l t  L a k e  C i t y ,  

a n d  no one  c o u l d  t e l l  me w h e r e  I w o u l d  b e  o r  w h a t  my p o s i t i o n  

w o u l d  be.  W e l l ,  s i n c e  I h a d  made t h e  p r o m i s e  t o  M r .  Simmons, 

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

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

I t h e n  w e n t  t o  C h i c a g o .  As y o u  know I s t a y e d  t h e r e  f i v e  

y e a r s .  W h i l e  I was i n  C h i c a g o  I was a t  f i r s t  t e m p o r a r i l y  

a s s i g n e d  t o  t h e  W a s h i n g t o n  D i v i s i o n  o f  R e g u l a t o r y  Management .  

L a t e r  on ,  a p e r m a n e n t  a s s i g n m e n t  t o  them. 

P o r t e r :  Bob, we h a d  t h e r e  i n  C h i c a g o  t h r e e  o f  y o u  who w e r e  

r e a l l y ...y ou w e r e  h e a d q u a r t e r e d  i n  C h i c a g o  b u t  y o u  w e r e  

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

T h a t ' s  u n u s u a l ,  we d o n ' t  h a v e  t o o  much o f  t h a t .  Wou ld  y o u  

d e s c r i b e  t h a t  s i t u a t i o n ?  

B r a n d e n b u r g :  T h e r e  w e r e  t w o  o f  us ,  W a l t  Simmons a n d  m y s e l f ,  

who w e r e  a s s i g n e d  t o  t h e  D i v i s i o n  o f  R e g u l a t o r y  Management .  

D r .  Norman DeNosaquo was p a r t  o f  t h e  B u r e a u  o f  M e d i c i n e .  He 

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

Dr.  L e o  P a r m e r  i n  New Y o r k ,  Dr .  R a l p h  W e i l e r s t e i n  i n  San 



F r a n c i s c o , and,  o f  c o u r s e , DeNosaquo i n  C h i c a g o .  Dr .  

DeNosaquo a n d  Simmons a n d  t h e n  m y s e l f ,  when I j o in e d  them, 

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

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

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

p e o p l e  who w e r e  s u r v i v o r s  and  some o f  t h e  r e l a t i v e  o f  t h o s e  

who w e r e n ' t .  A t  t i m e s  we w o u l d  b e  j o i n e d  b y  a n  a t t o r n e y ,  when 

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

was u s u a l l y  j u s t  t h e  t w o  o f  us.  Dr .  DeNosaquo a n d  I t r a v e l e d  

i n  a l m o s t  e v e r y  s t a t e  i n  t h e  U n i o n  i n  i n v e s t i g a t i n g  many o f  

t h e s e  s o - c a l l e d  c a n c e r  c u r e s .  A t  t h a t  t i m e  we had,  p e r h a p s  

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

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

T.R. 's t o  e n a b l e  u s  t o  d o  i t .  

P o r t e r :  R i g h t .  

B r a n d e n b u r g :  M r .  Simmons, W a l t  Simmons, became ill a b o u t  t h e  

s e c o n d  y e a r  t h a t  I was w o r k i n g  w i t h  h i m  i n  C h i c a g o .  V e r y  

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

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

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

o t h e r  p a r t s  o f  t h e  c o u n t r y .  

As p a r t  o f  t h i s  u t i l i z a t i o n  o f  my s e r v i c e s ,  I w e n t  t o  

P i t t s b u r g h  t o  work  o n  t h e  H o x s e y  C l i n i c s  t h e r e ,  t h e  c a s e s  

i n v o l v i n g  them.  T h e r e  were ,  as  I r e c a l l ,  a n d  my memory i s  n o t  

t o o  c l e a r  o n  t h i s .  T h e r e  w e r e  e i t h e r  t w o  o r  t h r e e  i n j u n c t i o n  

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



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

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

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

w i t h  t h e  m a t t e r .  T h i s  c a s e ,  a g a i n ,  was h a n d l e d  p r i m a r i l y  b y  

G i l  Go ldhammer  who was a t  t h a t  t i m e  D e p u t y  D i r e c t o r  o f  t h e  

D i v i s i o n  o f  R e g u l a t o r y  Management .  B i l l  G o o d r i c h  a c t e d  a s  t h e  

a t t o r n e y .  I was f u n c t i o n i n g  as t h e i r  a l t e r  egos .  The  h a n d l -  

i n g  o f  a c a s e  o f  t h i s  t y p e ,  r e q u i r e s  t h i s  much manpower  b e -  

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

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

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

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

t h e  n e x t  day .  T h i s  i s  d o n e  o n  a d a i l y  b a s i s .  A t  t i m e s  o n e  o f  

us ,  e i t h e r  M r .  Go ldhammer  o r  m y s e l f ,  w o u l d  b e  s i t t i n g  a t  t h e  

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

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

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

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

n e x t  day .  T h i s  i s  n e c e s s a r y  i n  n e a r l y  e v e r y  c a s e  o f  

i m p o r t a n c e .  

P o r t e r :  Now, we a r e  t a l k i n g  a b o u t  c a s e s  t h a t  l i t e r a l l y  

e x t e n d e d  o v e r  weeks ,  t h e  a c t u a l  c o u r t  p a r t .  

B r a n d e n b u r g :  The c o u r t  p a r t  o f  t h i s  c a s e ,  I w o u l d  s a y ,  we 

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

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

P o r t e r :  R i g h t .  



B r a n d e n b u r g :  T h i s  was n o t  a  y e a r  o f  c o n t i g u o u s  m o n t h s ,  b u t  i t  

t o o k  p l a c e  o v e r  a b o u t  t w o  y e a r s .  

P o r t e r :  Yes. 

B r a n d e n b u r g :  W h i l e  I was s t i l l  i n  C h i c a g o ,  I was a l s o  a s s i g -  

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

C h i c a g o ,  o r  n e a r b y ,  s u c h  a s  t h e  V i v i s o n  M a c a r o n i  Company c a s e  

i n  D e t r o i t  w h e r e  we g o t  i n v o l v e d  w i t h  t h e  m a c a r o n i  b e i n g  manu-

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

i n g  f a c e t s  o f  t h i s  c a s e  i s  t h a t  t h e  i n s p e c t o r ,  when h e  made 

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

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

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

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

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

c o n c e r n i n g  t h e  t a k i n g  o f  t h e  samp le ,  t h e  s u b m i s s i o n  o f  i t  t o  

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

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

W a s h i n g t o n .  I n  o r d e r  t o  d o  t h i s ,  t w o  o f  t h e  p e o p l e  who 

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

o f  t h e  C h i c a g o  D i s t r i c t ,  a Ph. D., a n d  t h e  f e l l o w  who r e c e i v e d  

i t  i n  W a s h i n g t o n  was a Ph. D. h a d  t o  t e s t i f y ,  a n d  a l l  t h a t  

t h e y  c o u l d  t e s t i f y  t o  was t h a t ,  "Yes,  I g o t  i t  a n d  t h a t  I h a d  

s e n t  i t . "  

P o r t e r :  R i g h t :  

B r a n d e n b u r g :  So, we h a d  h i g h  p o w e r e d  t e s t i m o n y  o n  b o t h  e n d s  

o f  t h a t .  T h a t  i s  a c a s e  w h e r e  o u r  i n s p e c t o r ,  V i n c e  B a l a n t y ,  



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

t e s t i m o n y .  

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

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

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

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

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

d e n t  o c c u r r e d ,  FDA h a d  t a k e n  a c t i o n  a g a i n s t  t h e  same p r o d u c t  

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

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

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

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

n e s s ,  I t h i n k  t h e y  c a l l e d  i t  ABC Company a t  o n e  p o i n t .  I t  was 

i n  F l o r i d a .  We p u t  i t  o u t  o f  b u s i n e s s ,  I t h i n k ,  a s  t h e  X Y Z  

Company i n  L o s  A n g e l e s .  

P o r t e r :  Were t h e  p r i n c i p l e  p e o p l e  t h e  same? 

B r a n d e n b u r g :  No. These  w e r e  d i f f e r e n t  p e o p l e ,  b u t  t h e  same 

p r o d u c t .  

P o r t e r :  They  j u s t  g o t  t h e  idea.. .  

B r a n d e n b u r g :  J u s t  g o t  t h e  i d e a .  F i n a l l y  t h i s  l i t t l e  o l d  

w i d o w  woman, Mrs .  W i e r ,  f r o m  J a c k s o n ,  M i s s i s s i p p i ,  was down i n  

F l o r i d a  v i s i t i n g .  She h a p p e n e d  t o  b e  a n  a r t h r i t i c .  She was 

v i s i t i n g  t h i s  woman down t h e r e  who we h a d  p u t  o u t  o f  b u s i n e s s ,  

o r  s h e  h a d  h e a r d  o f  h e r .  A p p a r e n t l y  we d i d n ' t  p u t  h e r  o u t  o f  

b u s i n e s s  a s  w e l l  a s  we t h o u g h t  we had.  She was a r e a l  e s t a t e  

woman, Mrs.  W i e r ,  a n d  s h e  s u d d e n l y  saw t h e  l i g h t .  She t o o k  



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

T r i  wonda. 

P o r t e r :  Oh, y e s .  

B r a n d e n b u r g :  She knew t h a t  we h a d  t a k e n  a c t i o n  a g a i n s t  t h e  

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

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

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

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

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

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

u p  h e r  g r o u p  o f  p e o p l e. T h e n  s h e  managed t o  g e t  h e r s e l f  a n  

a t t o r n e y  who was n o t  o n l y  a member o f  t h e  s t a f f  o f  o n e  o f  t h e  

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

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

c o - a t t o r n e y  who was a p a r t n e r  o f  t h e  J u d g e ' s  f o r m e r  p a r t n e r .  

I n  o t h e r  w o r d s ,  we w e r e  f a c e d  w i t h  a  p r o b l e m  a n d  we knew i t .  

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

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

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

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

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

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

o n  t h a t  b a s i s .  Each  t i m e  we w o u l d  i n v e s t i g a t e  t h e  v a r i o u s  

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

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



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

c u r e s .  

P o r t e r :  Now, w e r e  we g b i n g  b y  i n j u n c t i o n ?  

B r a n d e n b u r g :  Ye w e n t  b y  i n j u n c t i o n .  

P o r t e r :  O K  

B r a n d e n b u r g :  T h i s  w e n t  on  a n d  on.  I had ,  p e r s o n a l l y ,  t e n  

t r i p s  t o  t h e  S o u t h ,  i n c l u d i n g  M i s s i s s i p p i ,  o n  t h i s  t r i p .  Each  

t r i p  t o o k  s e v e r a l  weeks.  I w o u l d  go  down,  a n d  t h r o u g h  d i s -  

c o v e r y  we w o u l d  l e a r n  t h e  names o f  t h e i r  new w i t n e s s e s .  I 

w o u l d  go down a n d  v i s i t  them. They had ,  i n  t h e  m e a n t i m e ,  r e -

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

a r o u n d  t o  v i s i t  t h e s e  p e o p l e  and  make a r e p o r t  o n  t h e i r  c o n d i -  

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

p h y s i c i an,  o r  m o r e  o f t e n  by a n o t h e r  i n s p e c t o r .  We w o u l d  f i n d  

t h a t  w h a t  we w e r e  t o l d  by t h e  p e o p l e  d i d  n o t  c o r r e s p o n d  w i t h  

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

a p p e a r  i n  t h e  j u d g e ' s  c o u r t  a g a i n ,  a n d  t h i s  w e n t  o n  and  on. 

I'll n e v e r  f o r g e t  o n e  s e s s i o n .  The j u d g e  l i k e d  t o  h o l d  

c o u r t  i n  h i s  o f f i c e  o v e r l o o k i n g  t h e  G u l f  i n  G u l f p o r t .  He 

d i d n ' t  h a v e . . . t h e r e  was no F e d e r a l  O f f i c e  B u i l d i n g  t h e r e  t h a t  

h e  h a d  a n  o f f i c e  i n ,  I mean, n o  c o u r t r o o m  b u t  h e  h a d  an o f f -

i c e  i n  t h e r e .  So, we w o u l d  h o l d  c o u r t  i n  t h e r e .  One s e s s i o n  

I was s i t t i n g ,  u n f o r t u n a t e l y ,  n e a r  an o p e n  w i n d o w  and  a f t e r  

a b o u t  3 - 4  h o u r s  I s u d d e n l y  f o u n d  o u t  t h a t  I h a d  g o t t e n  a 

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



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

d i c t  f r o m  t h e  j u d g e .  We d i d  make a n  a p p e a l .  We d i d  w i n  o n  a 

a p p e a l .  


P o r t e r :  A l o t  o f  e f f o r t  t o  p u t  o n e  l i t t l e  woman o u t  o f  b u s i - 


n e s s ,  w a s n n ' t  i t ?  


B r a n d e n b u r g :  It was a t r e m e n d o u s  amoun t  o f  e f f o r t .  H e r  


a t t o r n e y s  made a l o t  o f  money. Enough  s a i d .  


P o r t e r :  She was mak i n g  money o u t  o f  t h e  p r o d u c t ,  n o  


q u e s t i o n .  


B r a n d e n b u r g :  She was a t  t h e  t i m e .  I f  we h a d  n o t  a c t e d ,  


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


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


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

b r i n g i n g  a c t i o n  a g a i n s t  T r i w o n d a ,  I was moved t o  W a s h i n g t o n .  

I was o n  a s t a f f  o f '  t h e  D i v i s i o n  o f  R e g u l a t o r y  Managemef i t  

t h e r e .  h e  D i v i s i o n  T was headed ,  a t  t h a t  t i m e ,  b y  D r .  

M i l  s t e a d .  

P o r t e r :  Dr .  K e n n e t h  M i 1  s t e a d .  

B r a n d e n b u r g :  D r .  K e n n e t h  M i  1 s t e a d ,  t h e  m o s t  e n e r g e t i c ,  w o r k -

a h o l i c  t h a t  I h a v e  e v e r  met  i n  my l i f e .  He c a n ' t  r e s t  f o r  a 

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

h i s  work .  

H i s  D e p u t y ,  a t  t h e  t i m e  I w e n t  t h e r e ,  was G i l b e r t  

Goldhammer.  T h e r e  w e r e  f i v e  o t h e r s  who w e r e  o n  t h e  s t a f f  a t  

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



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

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

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

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

h a v e  t h e  n e c e s s a r y  manpower  t o  h a n d l e  i t .  M o s t  c a s e s ,  r o u t i n e  

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

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

Case C o n t r o l ,  I t h i n k  t h e y  c a l l e d  i t  t h e n .  

P o r t e r :  l i e v eI b e  so. 

B r a n d e n b u r g :  Where L e s  B a u k i n ,  o r  H a r o l d  O ' K e e f e ,  o r  some o f  

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

D i s t r i c t  w h a t  t h e y  t h o u g h t  s h o u l d  b e  done.  Those  t h a t  w e r e  

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

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

D i s t r i c t  o r  b y  t h e  C o m m i s s i o n e r ' s  O f f i c e ,  t h a t  s o m e t h i n g  

needed  t o  b e  d o n e  a b o u t  t h e  s i t u a t i o n .  They h a d  shown a c r i m -

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

p r o d u c t ,  f o r  some r e a s o n  o r  a n o t h e r .  

P o r t e r :  Yes. 

B r a n d e n b u r g :  We u s u a l l y  w o u l d  s p l i t  o u r  c a s e s  a c c o r d i n l g  t o  

t h e  s u b j e c t  m a t t e r .  One man w o u l d  u s u a l l y  h a n d l e  f o o d .  T h o s e  

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

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

f r a u d .  M o s t  o f  my c a s e s  w e r e  t h o s e  t h a t  d e a l t  w i t h  f r a u d ,  

f a l s e  s t a t e m e n t s ,  o r  c o n s p i r a c y .  As an  e x a m p l e  Van S m a r t ,  who 



was a member o f  t h e  D i v i s i o n  t h e n ,  w o u l d  h a n d l e  c a s e s  t h a t  

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

m a t e r i a l .  We w o u l d  do  t h i s .  A s  I s a y  we w o u l d  s p l i t  up  t h e  

c a s e s  on t h a t  b a s i s ,  b u t  t h a t  d i d  n o t  mean t h a t  a t  t i m e s  I 

w o u l d  n o t  h a n d l e  a c a s e  i n v o l v i n g  f o o d .  E v e n  t h o u g h  C h i c k  

P a l m e r  u s u a l l y  d i d .  

P o r t e r :  We 11 ,  y o u  w e r e  a s m a l l  g r o u p  a n d  y o u  c o u l d  w o r k  o n  

t h a t  b a s i s .  

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

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

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

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

d e c i d e  how much a d d i t i o n a l  e v i d e n c e  was r e q u i r e d  a n d  d e p e n d i n g  

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

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

P o r t e r :  Yes. 

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

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

b e e n  t h e  B u r e a u  o f  M e d i c i n e .  Dr .  W e i n s t e i n ,  H o w a r d  W e i n s t e i n  

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

i n  c o u r t  c a s e s .  We w o u l d  ask  f o r  a man t o  b e  a s s i g n e d .  A f t e r  

we w o r k e d  w i t h  h i m  a n d  we w o u l d  t e l l  h i m  t h e  n a t u r e  o f  t h e  

c a s e ,  h e ' d  p i c k  t h e  man h e  f e l t  h a d  k n o w l e d g e  i n  t h a t  p a r t i -

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

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



B u r e a u  o f  F o o d s  and,  o f  c o u r s e ,  o u r  e x p e r t  was F r e d  H i l l l i g  i n  

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

Then  we h a d  Tommy B a r t r a m  o r  P e t e  D u n n i g a n  o r  o n e  o f  t h e  

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

s i d e  o f  i t .  

P o r t e r :  Yes 

B r a n d e n b u r g :  So, t h a t  w o u l d  g i v e  u s  t h e  s t a r t  o f  t h e  team. 

T h a t  w o u l d  g i  ve u s  t h e  man f r o m  t h e  D i v i s i o n  o f  R e g u l a t o r y  

Management ;  t h e  s c i e n t i f i c  man o r  men; a n d  when we r e a c h e d  t h e  

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

s i d e r a t i o n  b y  o u r  l e g a l  e x p e r t s ,  t h e n  t h e  man f r o m  R e g u l a t o r y  

Management  w o u l d  u s u a l l y  s i t  down a n d  p r e p a r e  a r o u g h  p l ro -  

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

o r  i n j u n c t i o n  and  t a k e  i t  t o  t h e  G e n e r a l  C o u n s e l ' s  o f f i c e .  

E i t h e r  G o o d r i c h  o r  h i s  D e p u t y  A1 G o t t l i e b ,  w o u l d  t h e n  make a 

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

i n  t h e  p r e p a r a t i o n  o f  t h i s  case .  

P o r t e r :  Yes. 

B r a n d e n b u r g :  By  t h a t  t i m e ,  u s u a l l y ,  we w o u l d  h a v e  o u r  e v i -

d e n c e  i n  a f a s h i o n  t o  b e  t e s t e d .  We m i g h t  e v e n  h a v e  b e e n  

r e a d y  f o r  p r e s e n t a t i o n  t o  t h e  U n i t e d  S t a t e s  A t t o r n e y ,  a f t e r  

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

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

P o r t e r :  Yes. 

B r a n d e n b u r g :  U s u a l l y  t h e y  w o u l d  p u t  t h e i r  w h e r e a s ' s  a n d  i f ' s  

and  a n d ' s  and  b u t ' s  i n  t h e r e .  



P o r t e r :  Yes. 

B r a n d e n b u r g :  T h i s  i s  t h e  way t h a t  we h a n d l e d  m o s t  c a s e s  was 

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

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

a n d  h e  w o u l d  become p a r t  o f  t h e  team. 


P o r t e r :  Now, d i d  t h i s  t e a m  h o l d  r e g u  l a r  m e e t i n g s  or . .  . ?  


B r a n d e n b u r g :  No, u s u a l l y  we w o u l d  b e  w o r k i n g  t o g e t h e r  o n  


a l m o s t  a d a i l y  b a s i s .  


I c a n  remember  one  i n s t a n c e  h o w e v e r ,  I was b r i n g i n g  a 

c a s e  i n v o l v i n g  a " c a n c e r  q u a c k " ,  t h i s  was l a t e r ,  b u t  i t  i n -

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

" c a n c e r  q u a c k "  i n  C l e v e l a n d .  It was c a l l e d  t h e  Rand C a n c e r  

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

I a l r e a d y  h a d  a member o f  G e n e r a l  C o u n s e l ' s  O f f i c e  a s s i g n e d  t o  

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

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

r e a d y  o n  a n  e x p e d i t e d  b a s i s .  I c o n t a c t e d  t h e  B u r e a u  o f  M e d i -  

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

c a s e .  The man t h e y  a s s i g n e d  was known t o  i n d u l g e  q u i t e  o f t e n .  

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

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

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

h o l d  o f  h i m . . . i t  was a p e r i o d  o f  days .  So, f i n a l l y ,  a f t e r  we 

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

v i c e  we w e r e  r e a d y  f o r  t r i a l .  We r e t u r n e d  t o  C l e v e l a n d  a n d  



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

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

s a i d ,  " T h i s  i s  d o c t o r  so a n d  so a n d  I t h o u g h t  I was s u p p o s e d  

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

w e ' l l  b e  t a l k i n g  w i t h  y o u  a n d  w e ' l l  l e t  y o u  know." N e e d l e s s  

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

c a l  e x p e r t ,  b u t  t h a t  was m o s t  u n u s u a l .  M o s t  o f  t h e  t i m e  o u r  

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

a n d  we won a l o t  o f  c a s e s ,  l o s t  v e r y  few .  

P o r t e r :  Yes. 

B r a n d e n b u r g :  I t  was i n  some ways a l m o s t  t o o  s u c c e s s f u l ,  i n  

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

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

was e x t r e m e l y  good. We w e r e  c o n s t a n t l y  a d d i n g  new men t o  o u r  

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

P o r t e r :  Yes. 

B r a n d e n b u r g :  The D i v i s i o n  w e n t  f r o m  a  D i r e c t o r  and  a D e p u t y  

and  s i x  men, t o  a D i r e c t o r ,  a D e p u t y  a n d  a b o u t  s i x t e e n  men o r  

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

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

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

r o u t i n e ,  d a i l y  w o r k i n g s  o f  t h e  D i s t r i c t s .  O f  c o u r s e  t h ~ e  p e o -  

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

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

t h e  r e o r g a n i z a t i o n  t h a t  d i d  away w i t h  t h e  D i v i s i o n  o f  Regu- 

1  a t o r y  Management .  



P o r t e r :  Yes. 

B r a n d e n b u r g :  I t h i n k  we w e r e  h o i s t e d  b y  o u r  own p e t a r d .  We a 

j u s t  g o t  t o o  s u c c e s s f u l .  

P o r t e r :  Do y o u  t h i n k  t h a t  t h e  v e r y  s i z e  b e c a m e . . . f i v e  o r  s i x  

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

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

D i s t r i c t  o r  y o u  w o u l d  g e t  t o g e t h e r  o n  y o u r  r e q u e s t s ?  B u t  

s i x t e e n  c o u l d n ' t  r e a l l y  do  t h a t ?  


B r a n d e n b u r g :  E x a c t l y  I am s u r e  t h a t  t o w a r d s  t h e  e n d  t h  


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

r e c e i v e d  s i x  o r  e i g h t  r e q u e s t s  f r o m  DRM t h a t  h a d  p e o p l e  s h o o t -  

i n g  o f f  i n  a l l  d i r e c t  ons .  I t  was, a s  I say ,  I t h i n k  we j u s t  

became t o o  s u c c e s s f u l  f o r  o u r  own good. I n  t h a t ,  t h e  s e e d s  o f  

d i s t r u c t i o n  w e r e  sown. 

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

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

s u c c e s s f u l l y  t o  b r i n g  c a s e s  u n d e r  T i t l e  18. S e c t i o n  1001, 

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

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

t h e  g o v e r n m e n t ' s  p u r v i e w .  T h e r e  h a d  b e e n  p r i o r  t o  o u r  b r i n g -

i n g  o f  t h e s e  c a s e s ,  o n e  c a s e ,  I t h i n k ,  b r o u g h t  a number  o f  

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

We f i r s t  s t a r t e d  t h e  T i t l e  18 c a s e s  w i t h  t h e  " M E R  29 "  c a s e .  

T h a t  was an a n t i - c h o l e s t e r o l  compound t h a t  was s u c c e s s f u l  i n  

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



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

t o o k  i t .  A t  t h e  same t i n e  we w e r e  b r i n g i n g  a c a s e  a g a i n s t  a  

p r o d u c t  known as  D o r n w a l l ,  o r  t h e  p r o d u c e r  o f  t h e  p r o d u c t . '  

The M E R  2 9  c a s e  has  o f t e n  b e e n  h e l d  a s  a n  e x a m p l e  o f  t h e  f a c t  

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

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

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

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

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

f a l s i f i e d  a n i m a l  s t u d i e s .  These  a n i m a l  s t u d i e s  showed t h e  

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

t h e s e  s t u d i e s  w e r e  s u b m i t t e d  t o  FDA, t h e y  showed n o  a d v e r s e  

e f f e c t s .  T h i s  was made c l e a r  i n  t h e  r e p o r t s  f r o m  FDA t o  t h e  

D e p a r t m e n t  o f  J u s t i c e ,  a n d  i n  t h e  p r o p o s e d  i n d i c t m e n t  t h a t  FDA 

s u b m i t t e d  t o  t h e  D e p a r t m e n t  o f  J u s t i c e .  The D e p a r t m e n t  o f  

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

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

G e n e r a l .  As a r e s u l t ,  when t h e  j u d g e  a c c e p t e d  t h e  p l e a s  o f  

t h e  f i r m  and  t h e  i n d i v i d u a l s ,  h e  d i d  a s s e s s  t h e  f i r m  an' 

$80,000 f i n e  b u t  h e  wen t  o u t  o f  h i s  way t o  p u t  t h e  t h r e l e  

i n d i v i d u a l s  i n v o l v e d  on a p e r i o d  o f  u n s u p e r v i s e d  p r o b a t i o n  a n d  

made a s t a t e m e n t  d u r i n g  t h e  s e n t e n c i n g  t h a t  h e  was s u r e  t h a t  

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

c o n t r a r y ,  I know,  t o  t h e  e v i d e n c e ,  b u t  I d o n ' t  know w h e t h e r  o r  

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

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



D u r i n g  t h e  same p e r i o d  we w e r e  a l s o  i n v e s t i g a t i n g  a num-

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

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

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

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

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

o f  t h e  e v i d e n c e  a l t h o u g h ,  we a n d  GC f e l t  t h a t  i t  was 

s u f f i c i e n t .  

P o r t e r :  Now, t h i s  w o u l d  h a v e  b e e n  f a l s e  i n f o r m a t i o n  i n  c o n -

n e c t i o n  w i t h  t h e i r . . .  

B r a n d e n b u r g :  ...s u b m i s s i o n s  t o  FDA, c o n c e r n i n g  t h e  s a f e t y  o f  

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

D u r i n g  t h i s  p e r i o d  we... I say we, i n  DRM I am r e f e r r i n g  t o  

me, b e c a u s e  t h e s e  a r e  c a s e s  t h a t  I d i d  h a n d l e .  

P o r t e r :  Yes. 
+ 

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

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

c o u n t r y .  I t  was t h e  R o y a l  L e e  Company i n  M i l w a u k e e .  We h a d  

b e e n  e n g a g e d  i n  a c t i o n s  w i t h  Dr.  Lee,  who was a n o n - p r a c t i c i n g  

d e n t i s t ,  f o r  many y e a r s .  

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

B r a n d e n b u r g :  I am s u r e  y o u  d i d .  We made a  number  o f  t r i p s  t o  

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

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

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



g o o d  p o r t i o n  o f  t h e  c o r n e r  o f  t h i s  room, why, I d o n ' t  h a v e  t o  

t e l l  y o u  how l o n g  i t  t o o k  t o  make a  c o n t e n t  a n a l y s i s  o f  t h a t  

much [ m a t e r i a l ,  b u t  we f i n a l l y  p r e p a r e d  t h e  i n f o r m a t i o n  a n d  a 

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

w i t n e s s e s  l i n e d  up a n d  t o  o u r  amazement Dr .  L e e  who h a d  b e e n  

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

t h e  i n j u n c t i o n .  So we w e r e  h a p p y  t o  b r i n g  t h a t  s i t u a t i o n  

u n d e r  c o n t r o l  a n d  i t  s t a y e d  u n d e r  c o n t r o l  p r e t t y  w e l l  Prom 

t h e n  on. 

D u r i n g  t h i s  p e r i o d  we a l s o  b r o u g h t  a case . . .  I d r e w  u p  

t h e  i n f o r m a t i o n  a g a i n s t  o n e  Dr .  K r e b s  o f  C a l i f o r n i a  who h a d  a 

p r o d u c t  c a l l e d  P a n g a m i c  A c i d  a n d  V i t a m i n  B 1 5 ,  t h a t  h e  was d i s -

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

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

c o n t e n d e r e  a n d  was f i n e d  a c o n s i d e r a b l e  sum and  as  p a r t  o f  t h e  

p r o b a t i o n  f o r  M r .  K r e b s  c o n c e r n i n g  t h i s  a c t i o n ,  h e  was f o r b i d -

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

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

b e c o m i n g  known a s  a " c a n c e r  c u r e " ,  u n d e r  c o n t r o l .  However ,  

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

h i s  8 0 - y e a r  o l d  f a t h e r  who t h e y  c l a i m e d  was t h e  i n v e n t o r  o f  

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

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

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

on  b e i n g  d i s t r i b u t e d  f o r  q u i t e  some t i m e .  



V e r y  i n t e r e s t i n g  t h a t  when we f i r s t  e n c o u n t e r e d  t h e  

K r e b s  and  t h e i r  d i s t r i b u t i o n  scheme t h e y  w e r e . . . t h e i r  p r o d u c t s  

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

A n g e l e s .  S p i c e r  G e r h a r d t  was d i s t r i b u t i n g  t h e  p a n g a m i c  a c i d .  

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

S y r u p  L e p t o l  h a d  b e e n  d i s t r i b u t e d  b y  t h e  e l d e r  Dr .  K r e b s  i n  

1 9 1 9  a n d  1 9 2 3  a n d  FDA made s e i z u r e s  o f  i t  a t  t h a t  t i m e .  I t  

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

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

They w e r e  a l s o  d i s t r i b u t i n g  a K r e b s  p r o d u c t  c a l l e d  chymo-  

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

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

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

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

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

s e c o n d l y  i t  d e m o n s t r a t e d  q u i t e  e a r l y  i t  h a d  no a d d i t i o n a l  

a c t i o n  a b o v e  a n d  b e y o n d  t h a t  t h a t  was a l r e a d y  a v a i l a b l e  t o  a l l  

humans. You make i t  i n  y o u r  b o d y .  Then s u d d e n l y  L a e t r i l e  

a p p e a r e d .  F o r  some r e a s o n  FDA h a s  n o t  b e e n  a b l e  t o  b r i n g  i t  

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

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

U n i t e d  S t a t e s .  Any t h a t  came i n ,  was s m u g g l e d  i n .  

P o r t e r :  D i d n ' t  t h e  c o n t r o l  o f  t h a t  company t r a n s f e r  f r o m  

K r e b s  t o  some C a n a d i a n  g u y ?  

B r a n d e n b u r g :  The s o n  o f  Fi e l d  M a r s h a l  M c N a u g h t o n  was t h e  

C a n a d i a n  who was j o i n e d  w i t h ,  r e a l l y ,  K r e S s  i n  p r o m o t i n g  t h  



p r o d u c t .  K r e b s  k e p t  p r o m o t i n g  i t  i n  t h e  c o u n t r y  b u t  nat 

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

b e i n g  made b y  M c N a u g h t o n  i n  Canada a t  t h e  same t i m e  a s  t h e  

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

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

s a m p l e s  o f  them. Be t h a t  a s  i t  may, n e i t h e r  o f  t h e m  w e r e  

e f f e c t i v e  i n  t h e  t r e a t m e n t  o f  c a n c e r ,  n o r  h a v e  t h e r e  b e e n  a n y  

c a s e s  t h a t  h a v e  e v e r  shown t h a t  i t  h a d  a n y  e f f e c t .  

S r a n d e n b u r g :  We have ,  I t h i n k ,  f a i r l y  w e l l  c o v e r e d  many o f  

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

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

P o r t e r :  Su re .  

B r a n d e n b u r g :  One v e r y  e x t e n s i v e  a n d  I t h i n k  v e r y  p r o d u c t i v e  

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

a n d  p u t r i d  b u t t e r .  

I n  t h e  e a r l y  1 9 6 0 ' s  FDA h a d  c o m p l a i n t s  made t o  i t  b y  

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

c o u l d n ' t  c o m p e t e  i n  t h e  New York  f r o z e n  e g g  m a r k e t ,  b e c a u s e  

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

i n c u b a t o r  r e j e c t  p a c k e r s ,  s u r r e p t i t i o u s l y .  These  p a c k e l r s  w e r e  

l o c a t e d  i n  s e v e r a l  p a r t s  o f  t h e  S o u t h ,  New J e r s e y  a n d  s e v e r a l  

o t h e r  a r e a s .  

P o r t e r :  What i n  t h e  w o r l d  i s  an  i n c u b a t o r  r e j e c t ?  

B r a n d e n b u r g :  W e l l ,  t h a t  i s  one  t h a t  t h e  h e n  s i t s  o n  and  n o  

c h i c k e n  comes o u t .  



P o r t e r :  I see. 


B r a n d e n b u r g :  O r  one  t h a t  y o u  p u t  i n t o  an  i n c u b a t o r  a n d  i t  


d o e s n ' t  h a t c h ;  i t  s t a y s  t h e r e  f o r  2 1  d a y s  a n d  t h e n  t h e y  t a k e  


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


F o r  e x a m p l e ,  i n  t h e  t a n n i n g  o f  l e a t h e r .  


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


B r a n d e n b u r g :  I n d u s t r i a l .  They  a r e  e x t r e m e l y  d i s p o s e d  t o  


b e i n g  r o t t e n  o r  t o .  .. 

P o r t e r :  Have  a d e a d  e m b r y o  i n  them. 


B r a n d e n b u r g :  T h e r e  a r e  many t h i n g s  t h a t  c a n  happen .  B u t  e v e n  


t h e  o n e s  t h a t  d o n ' t  s m e l l  when y o u  b r e a k  t h e m  o u t ,  a r e  s u s c e p -

t i b l e  t o  b a c t e r i a l  i n f e s t a t i o n  a n d  s o  on. 

P o r t e r :  Yes. 

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

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

t h a t  h a v e  n o t  become r o t t e d ,  a n d  g o o d  eggs.  B u t  i t  d o e s  t a k e  

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

p e o p l e  on  o u r  s t a f f ' .  I c a n  m e n t i o n  H a r o l d  P o s t  a n d  P e t e r  

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

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

s o  t h a t  we f i n a l l y  f o r m e d  a t e a m  t o  h a n d l e  t h i s  m a t t e r .  My-

s e l f ,  F r e d  H i l l i g  a n d  P e t e  D u n n i g a n  o r  Tommy B a r t r a m  o r  b o t h  

o f  them. F r e d  H i l l i g  h a n d l e d  t h e  c h e m i c a l  p a r t  o f  i t .  Tommy 

B a r t r a m  a n d  P e t e  D u n n i g a n  h a n d l e d  t h e  b a c t e r i o l o g i c a l .  F r e d  

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



o n l y  on  e g g s  b u t  o n  b u t t e r ,  t o o .  Where h e  w o u l d  t a k e  c r e a m  

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

i t .  O r  he  w o u l d  t a k e  c ream,  good  c r e a m  and  p a c k  b u t t e r  a t  

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

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

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

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

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

n i g h t  o p e r a t o r s ,  p r o d u c e r s  a n d  p a c k e r s  o f  r o t t e n  eggs .  When 

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

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

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

t h e r s  a n d  c i g a r  b u t t s  and  w h a t e v e r  e l s e  may b e  i n  them,  The 

g a r b a g e  t h a t  t h e y  r e p r e s e n t e d .  

P o r t e r :  Seems t o  me t h e y  w e r e  h a r d  t o  i n s p e c t  b e c a u s e  e v e r y -  

t i m e  an i n s p e c t o r  a r r i v e d  t h e y  w e r e n ' t  i n  o p e r a t i o n .  

B r a n d e n b u r g :  We 'd  n e v e r  f i n d  t h e m  i n  o p e r a t i o n .  Some p l a c e s  

i t  was a l i t t l e  d a n g e r o u s  t o o ,  y o u  know. 

P o r t e r :  Yes, I know t h e y  w e r e  t o u g h  p e o p l e .  

B r a n d e n b u r g :  These  w e r e  v e r y  t o u g h  p e o p l e  a n d  t h e y  weve 

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

o f  c e n t s  a pound ,  b e t w e e n  a c a n  o f  r o t t e n  e g g s  o r  a c a n  o f  

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

l e g i t i m a t e l y  was an e x t r e m e l y  p o t e n t  e c o n o m i c  f o r c e .  

P o r t e r :  Yes. 



B r a n d e n b u r g :  And as  I s a y  we w e r e  t o l d  d u r i n g  t h i s  i n v e s t i -

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

T h e y  f r a n k l y  a d m i t t e d  t h a t  t h e y  c o u l d n ' t  c o m p e t e  i n  t h e  New 

Y o r k  m a r k e t .  So we e v o l v e d  t h e  s y s t e m  w h e r e b y  we w o u l d  h a v e  

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

d i a t e  t r a n s m i t t a l  t o  t h e  n e a r e s t  U n i t e d  S t a t e s  A t t o r n e y ,  w h e r e  

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

I f  we knew t h a t  a t r u c k  was h e a d e d  f o r  New York  C i t y  f r o m  s a y  

S o u t h  C a r o l i n a ,  we w o u l d  t r a i l  t h e  t r u c k ,  d e t e r m i n e  t h e  r o u t e  

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

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

ways.  We w o u l d  h a v e  t h e  U n i t e d  S t a t e s  M a r s h a l s  r e a d y ,  a l e r t e d  

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

P o r t e r :  Then  d i d  t h a t  w o r k  o f t e n ?  

B r a n d e n b u r g :  I t  w o r k e d  q u i t e  o f t e n .  I t  w o r k e d  v e r y  w e l l .  

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

We h a d  s u c h  s e i z u r e  p a p e r s  r e a d y .  We l o c a t e d  t h e  t r u c k  o f  

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

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

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

b e a t  i t .  T h e r e  was t h e  M a r s h a l  w i t h  t h i s  t r u c k l o a d  o f  i n c u -

b a t o r  r e j e c t  eggs .  They  h a v e  t o  b e  k e p t  f r o z e n  o r  t h e y  w o u l d  

decompose.  T h e r e  was n o  p l a c e  t o  p u t  them. The  n e a r e s t  t h i n g  

was a n  Army p r o v i n g  g r o u n d .  We f i n a l l y  g o t  p e r m i s s i o n  f r o m  

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



j u s t  l e t  i t  s i t  t h e r e .  T h e r e  was n o b o d y  who came n e a r  t h a t  

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

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

and  as  I r e c a l l  we t o o k  a c t i o n  a g a i n s t  them. T h a t  t r u c k  was 

o u t  o f  c o m m i s s i o n  f o r  q u i t e  some t i m e .  

W e l l ,  t h e s e  w e r e  i n t e r e s t i n g  y e a r s ,  t h o s e  w i t h  D R M  a n d  

t h e y  w e r e  f u l l  o f  a c t i o n .  

P o r t e r :  Yes. They were  y e a r s  we w e r e  m a k i n g  a l o t  o f  

a c t i o n s ,  o f  a l l  k i n d s .  

B r a n d e n b u r g :  Y e a r s  when we w e r e  m a k i n g  a c t i o n s .  They  w e r e  

y e a r s  when t h e r e  w e r e  weeks  and  weeks and  weeks  a t  a t i m e  when 

I d i d n ' t  s e e  my w i f e .  

P o r t e r :  Yes. 

B r a n d e n b u r g :  I s p e n t  t o o  much t i m e  i n  t o o  many h o t e l  rooms  

a n d  m o t e l  rooms .  And on t r y i n g  t o  c a t c h  t h o s e  n o t  t o o  t r u s t -

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

P o r t e r :  S u r e ,  y o u  e n j o y e d  i t .  

S r a n d e n b u r g :  Yes, i t  was s o m e t h i n g  t h a t  I am v e r y  p r o u d  t o  

h a v e  done,  bu t . . .  

P o r t e r :  W o u l d n ' t  do  i t  o v e r .  

B r a n d e n b u r g :  N o t  now, c o u l d n ' t  d o  i t  o v e r  p r o b a b l y .  A f t e r  I 

l e f t .  W e l l ,  D R M  was d i s b a n d e d  a s  I m e n t i o n e d  a n d  I was t r a n s -

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

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

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



o f  f u l f i l l m e n t  i n s o f a r  as  my c a r e e r  was c o n c e r n e d ,  t h a t  I h a d  

h a d  i n  DRM. Even  t h o u g h  I h a d  b e e n  i n  a l m o s t  e n t i r e l y  i m m e r -

sed  i n  e n f o r c e m e n t  f o r  n e a r l y  my w h o l e  c a r e e r ,  I was w e l l  

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

A d m i n i s t r a t i o n .  

A b o u t  t h a t  t i m e ,  I a p p r o a c h e d  W i n t o n  R a n k i n  who w a s . t h e n  

a n  A s s o c i a t e  C o m m i s s i o n e r  f o r  s o m e t h i n g ,  I f o r g e t  w h a t  i t  was. 

B u t  u n d e r  h i m  was t h e  C o n g r e s s i o n a l  L i a i s i o n  O f f i c e .  1 t o l d  

h i m  I w o u l d  l i k e  t o  h a v e  a j o b .  The  man h e  h a d  h e a d i n g  t h e  

C o n g r e s s i o n a l  L i a i s o n  O f f i c e  was. . .we l l ,  f i r s t  o f  a l l  h e  was 

a t  t h a t  t i m e  t h e  s o n - i n - l a w  o f  a s e n a t o r .  So h e  was a b l e  t o  

g e t  a p o s i t i o n  a s  a  C o n g r e s s i o n a l  F e l l o w ,  w h i c h  i s  v e r y  v a l u -

a b l e  t o  s u c h  a j o b .  

P o r t e r :  Yes. 

B r a n d e n b u r g :  So he was l e a v i n g  f o r  a l m o s t  a  y e a r  s t i n t  a s  a  

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

many h e a r i n g s  d u r i n g  t h a t  p e r i o d  b e f o r e  t h e  t h e n  S e n a t o r  

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

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

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

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

w e r e n ' t  b e i n g  c o n d u c t e d  c o r r e c t l y ,  i n  t h e i r  v i e w .  We h a d  many 

h e a r i n g s .  T h a t  a s p e c t  o f  my c a r e e r  i s  one. . .we l l ,  i t  t o o k  

p l a c e  and  we d i d  a l o t  o f  wo rk  o n  i t  b u t  i t  g a v e  me a somewhat  

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



P o r t e r :  Yes. 

B r a n d e n b u r g :  I ' v e  s e e n  n o  r e a s o n  i n  t h e  i n t e r i m  t o  c h a n g e  

t h a t  v i e w ,  b u t  b e  t h a t  as  i t  may. A f t e r  t h e  C o n g r e s s i o n a l  

L i a i s o n  p o s i t i o n  came t h e  K r e b i o z e n  c a s e .  

D u r i n g  t h e  l a s t  y e a r  o r  so o f  DRM's e x i s t e n c e ,  t h e  D i v i -  

s i o n  had d i r e c t e d  a v e r y  e x t e n s i v e  i n v e s t i g a t i o n  o f  c l a i m e d  

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

c u r e .  The firm a s s e r t e d  t h a t  t h e y  h a d  500  a b s o l u t e l y  p r o v a b l e  

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

p r o v e d  t h i s .  FDA h a d  t h e s e  f i l e s  a n a l y z e d  b y  t h e  N a t i o n a l  

C a n c e r  I n s t i t u t e  a n d  t h e y  s a i d ,  " W e l l  gee,  t h e r e ' s  n o  i n f o r -

m a t i o n  i n  m o s t  o f  t h e s e " .  We h a v e  g o t  t o  h a v e  i n f o r m a t i o n  o n  

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

m e n t s  t o  g a t h e r  t h e  i n f o r m a t i o n  t h a t  t h e  N a t i o n a l  C a n c e r  

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

e v a l u a t e  t h e s e  c a s e s .  So, o n e  o f  t h e  l a s t  f u n c t i o n s  o f  DRM 

was t o  s e n d  t h e s e  a s s i g n m e n t s  o u t .  

F o l l o w i n g  t h i s  p e r i o d  o f  t h e  d i s b a n d i n g  o f  D R M  a n d  my 

a c t i v i t i e s  a s  C o n g r e s s i o n a l  L i a i s o n ,  i t  t o o k  p l a c e  t h a t  N C I  

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

l e s s ;  t h a t  t h e r e  was no p r o o f  w h a t s o e v e r  o f  t h e  e f f i c a c y  o f  

t h e  p r o d u c t .  The d e c i s i o n  was made t o  b r i n g  a c a s e ,  o f  some 

k i n d ,  a g a i n s t  t h e  p r o d u c e r s  and  d i s t r i b u t o r s  o f  K r e b i o z e n .  

However ,  w i t h  t h e  d i s b a n d i n g  o f  DRM, G i l b e r t  Go ldhammer  h a d  

r e t i r e d  f r o ~ n  t h e  a g e n c y .  



0 
P o r t e r :  Yes. 

S r a n d e n b u r g :  The n e x t  man who knew m o s t  a b o u t  K r e b i o z e n  a n d  

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

me. Someone h a d  t o  r e p r e s e n t  t h e  F o o d  a n d  D r u g  A d m i n i s t r a -  

t i o n  a t  t h e  t r i a l ,  a n d  b e  i n  a p o s i t i o n  t o  d i r e c t  t h e  F o o d  a n d  

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

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

t h e y  a l w a y s  do. 

P o r t e r :  Yes. 

S r a n d e n b u r g :  So, I was c a l l e d  i n  a n d  t o l d  t h a t  I was t o  

h a n d l e  t h i s  m a t t e r .  I d e m u r r e d ,  I s a i d ,  "Ih a v e  b e e n  t h r o u g h  

t h i s .  I h a v e  b e e n  a l a w  e n f o r c e m e n t  man f o r  many y e a r s  now, 

l e t  somebody e l s e  h a v e  t h e  f u n . "  I p o i n t e d  o u t  t h a t  I h a d  

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

i t  a p p e a r e d  t o  me a s  t h o u g h ...a n  o p e r a t i o n  o f  t h e  DRM t y p e  was 

no l o n g e r  v i a b l e  a n d  n o  l o n g e r  w o u l d  b e  v i a b l e .  T h i s  w o u l d  b e  

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

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

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

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

So d u r i n g ,  c o n s i d e r a b l y  o v e r  a  y e a r ,  b e t w e e n  l a t e  ' 6 4  a n d  

e a r l y  ' 6 6  I w o r k e d  o n  t h e  c a s e .  F i r s t  o f  a l l  I s p e n t  m o s t  o f  

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

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

G e n e r a l  C o u n s e l  a n d  b y  t h o s e  i n  a p o s i t i o n  t o  make t h e  d e t e r -  



m i n a t i o n .  I p r e p a r e d  a p r o p o s e d  i n d i c t m e n t  a n d  I a l s o  p r e -

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

t h a t  was c h o s e n .  T h a t ' s  t h e  r o u t e  r e  w e n t .  

P o r t e r :  Yes. 

B r a n d e n b u r g :  I n  r e t r o s p e c t ,  i f  i t  w e r e  my d e c i s i o n ,  I t h i n k  

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

w a s n ' t  my d e c i s i o n .  The c o u r s e  t h a t  we t o o k  was t h e  i n d i c t -

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

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

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

v o l v e d  t h e  K o c h  c a n c e r  c u r e .  I t ,  o f  c o u r s e ,  h a s  b e e n  e x -

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

s u i t s  or... 

P o r t e r :  Oh, yes .  

B r a n d e n b u r g :  I t h i n k ,  t h e  K r e b i o z e n  c a s e  was p r o b a b l y ,  t h e  

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

t y p e .  N e e d l e s s  t o  say ,  we d i d  n o t  p r e v a i l  i n  c o u r t ,  h o w e v e r  I 

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

t h a t  t h e  t r i a l  a c c o m p l i s h e d  w h a t  we s e t  o u t  t o  do. It t o o k  

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

P o r t e r :  Yes. 

B r a n d e n b u r g :  I g u e s s  t h a t  s h o u l d  b e  o u r  m a i n  t h r u s t .  To 

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

w h e n e v e r  we can.  

F o r  me, h o w e v e r , t h e  K r e b i o z e n  c a s e  e n d i n g  d i d  e x a c t l y  

w h a t  I t h o u g h t  i t  wou I d  do. I t  l e f t  me i n  l i m b o ,  a g a i n .  I 



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

s o  t h e y  a s s i g n e d  me a s  a S e n i o r  S t a f f  O f f i c e r o n  t h e  s t a f f  o f  

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

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

b e t w e e n  1966  a n d  1968.  B a s i c a l l y  w h a t  I was d o i n g  d u r i n g  t h i s  

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

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

P o r t e r :  Oh y e s .  

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

T i t l e  18. I h a d  a c a p a b l e  man a s s i g n e d  t o  me, a t  t h a t  t i m e  a 

f a i r l y  new man, f r o m  t h e  B u r e a u  o f  E n f o r c e m e n t ,  P a u l  Sage. 

P o r t e r :  Oh, y e s .  

B r a n d e n b u r g :  To h e l p  me e v a l u a t e  t h e s e  c a s e s .  D u r i n g  t h i s  

p e r i o d ,  o n e  d a y  a r o u n d  T h a n k s g i v i n g ,  I was i n  a l o c a l  d r u g  

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

h a v e  n e v e r  s i n c e ,  e x c e p t  t h a t  I b o u g h t  a c o p y  o f  i t  t h e n  b e -  

c a u s e  i t  h a d . . . i t  was P a g e a n t  M a g a z i n e  a n d  i t  h a d  an a r t i c l e  

o n  t h e  f r o n t  a b o u t  a w o n d e r f u l  c a n c e r  c u r e .  

P o r t e r :  Oh, y e s .  

B r a n d e n b u r g :  The Rand c a n c e r  v a c c i n e .  W e l l ,  I h a d  n e v e r  

h e a r d  o f  i t .  When I l o o k e d  i n t o  t h e  m a t t e r ,  I f o u n d  o u t  t h a t  

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

t h e  t h e n  V i c e  P r e s i d e n t  o f  t h e  U n i t e d  S t a t e s  h a d  o b t a i n e d  f r o m  

u s  p e r m i s s i o n  t o  h a v e  a s h i p m e n t  made o f  t h i s  m a t e r i a l  t o  a 

f r i e n d  o f  h i s  i n ,  1 t h i n k  i t  was, M i l w a u k e e  who was d y i n g  o f  



c a n c e r  and  w a n t e d  t o  b e  t r e a t e d  w i t h  i t .  T h i s  p e r m i s s S o n  h a d  

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

m a t t e r .  One.. . In f a c t  t h e  C l e v e l a n d  P l a i n  D e a l e r  was b u p p o r t -

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

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

s h i p m e n t s  b e i n g  made. 

P o r t e r :  Bob, w o u l d  y o u  s p e l l ,  I d i d n ' t  q u i t e  u n d e r s t a n d  t h e  

name o f  t h e  p r o d u c t .  

B r a n d e n b u r g :  Rand c a n c e r  v a c c i n e .  

P o r t e r :  R A N D? 

B r a n d e n b u r g :  R A N D. 

P o r t e r :  OK 

B r a n d e n b u r g :  One o f  t h e  f a s c i n a t i n g  f a c e t s  o f  t h i s  p r a m o t i o n  

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

t h e  ed  i t o r i a l  p a g e s  i n  t h e  C l e v e l a n d  P l a i n  D e a l e r  w e r e - w r i t t e n  

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

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

d u c t .  O f  t h i s  f i r m .  

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

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

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

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

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

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

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



d o n e  v e r y  b a d l y  i n .  The man h a p p e n e d  t o  b e  b l a c k .  He was 

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

v e r y  good  e f f e c t  s i n c e  t h e  U n i t e d  S t a t e s  A t t o r n e y  who h a n d l e d  

t h e  c a s e  a l s o  h a p p e n e d  t o  b e  b l a c k .  He was a n  e x t r e m e l y  a b l e  

man. He d i d  a b e a u t i f u l  j o b .  The j u d g e ,  when t h e  t r i a l  i n -

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

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

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

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

d u c e  i t  a n d  t o  u s e  i t  t o  t r e a t  p e o p l e  who caine t o  C l e v e l a n d .  

The  S t a t e  d i d  n o t h i n g  a b o u t  i t .  As I s a i d ,  t h e r e  w e r e  

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

A c o u p l e  o f  a s i d e s  o n  t h i s .  When I c a l l e d  f o r  a n  i n -

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

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

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

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

o f  t h a t  i n s p e c t i o n  came i n ,  1 h a d  s h i p m e n t s  r e p o r t e d  t o  v a r -

i o u s  p l a c e s .  S u r e  enough ,  o n e  o f  t h e  f i r s t  s h i p m e n t s  t h a t  we 

g o t  was c o n t a m i n a t e d .  So, we w e r e  a b l e  t o  show, d i r e c t l y ,  t h e  

r e s u l t s  o f  t h a t  v e r y  p o o r  f i l l i n g  p r a c t i c e .  M r .  P a u l  Sage 

w o r k e d  w i t h  me a l l  t h r o u g h  t h i s  c a s e .  

A l s o ,  we h a d  a s  o u r  e x p e r t  w i t n e s s ,  who r e s p o n d e d  t o  o u r  

h y p o t h e t i c a l  q u e s t i o n s ,  Dr .  J e s s e  S t e i n f e l d ,  who h a d  a 1  s o  

t e s t i f f e d  f o r  u s  a s  a n  e x p e r t  i n  t h e  K r e b i o z e n  c a s e .  
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P o r t e r :  Yes. 

B r a n d e n b u r g :  D r .  S t e i n f e l d  was f o r  a wh i l e ,  t h e  S u r g e o n  Gen- 

e r a l  o f  t h e  U n i t e d  S t a t e s .  

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

w o r k i n g  o n  t h e  m o r e  i m p o r t a n t  c a s e s  t h a t  e i t h e r  came down t h e  

p i k e  o r  I saw on t h e  l o c a l  m a g a z i n e  s t a n d ,  I a p p l i e d  f o r  a n d  

was a c c e p t e d  a s  D i r e c t o r  o f  t h e  O f f i c e  o f  C e r t i f i c a t i o n  S e r -  

v i c e s ,  w h i c h  was a l s o  p a r t  o f  t h e  O f f i c e  o f  t h e  A s s o c i a t e  

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

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

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

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

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

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

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

p l a n t .  T h i s  became a v e r y  i n t e r e s t i n g  s i t u a t i o n  i n  t h a t  some 

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

a n t i b i o t i c s  and  t h e  D i s t r i c t s  were  m a k i n g  i n - d e p t h  i n s p e c t i o n s  

a t  t h e  same t i m e  ( t h a t ' s  when we h a d  t h e  s o - c a l l e d  I n t e n s i v e  

D r u g  I n s p e c t i o n  P r o g r a m ) .  A t  t i m e s  c e r t a i n  D i s t r i c t s  w o u l d  

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

b a s i s  o f  w h a t  t h e y  f o u n d  i n  t h e  I.D.I.P. e v e n  t h o u g h  t h ~ e  sam- 

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

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

I c a n ' t  t h i n k  o f  o n e  i n s t a n c e  w h e r e i n  an a c t u a l  s u f f i -

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



I 

t h e  D i s t r i c t .  U s u a l l y  t h e  e v i d e n c e  was t r a n s m i t t e d  t o  me, 


p a r t i c u l a r l y  f r o m  t h e  New Y o r k  D i s t r i c t  a t  t h e  t i m e ,  i n  t h e  


f o r m  o f  a v e r y  l o n g  t e l e g r a m .  And I h a d  t o  i n f o r m  t h e  D i s -  


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


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


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


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


P o r t e r :  T h i s  m u s t  h a v e  c a u s e d  some f r i c t i o n  b e t w e e n  y o u  a n d  


t h e  f i e l d  p e o p l e .  


B r a n d e n b u r g :  I t  c a u s e d  f r i c t i o n  b e t w e e n  me a n d  some, a f e w ,  


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


s i t u a t i o n  f i n a l l y  l e d  t o  t h e  e n d  o f  I.D.I.P. 


I remember  m a k i n g  a t r i p  t o  P h i l a d e l p h i a  w h e r e  I r v  B e r c h ,  

me, Ted B y e r s  ( someone  e l s e  was w i t h  us ,  I c a n ' t  remember  now 

- - g e t t i n g  o l d )  h a d  a m e e t i n g .  You may r e c a l l  t o o  t h a t  a t  t h a t  

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

I . D . I . P .  

P o r t e r :  Yes, P h i l a d e l p h i a  i s  r e a l l y  w h e r e  i t  s t a r t e d .  

B r a n d e n b u r g :  Yes. B u t  d u r i n g  t h i s  m e e t i n g  we p r e t t y  w e l l  

a g r e e d  t h a t  I.D.I.P. h a d  s e e n  i t ' s  day .  I t  was n o t  l o n g  

a f t e r w a r d s  t h a t  I.D.I.P. was p h a s e d  o u t .  T h a t  was a w e l l -

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

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

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

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

t h e  A n t i b i o t i c  C e r t i f i c a t i o n  S e r v i c e s  w e r e  t r a n s f e r r e d  f r o m  

t h e  FB8 ( t h e  b u i l d i n g  i n  W a s h i n g t o n )  t o  t h e  b u i l d i n g  i n  

R o c k v i l l e .  

T h e r e  h a d  b e e n  some m e e t i n g s  b e t w e e n  t h e  C o m m i s s i o n e r ,  me 

and  c e r t a i n  p e o p l e  who f e l t  t h a t  a n t i b i o t i c  c e r t i f i c a t i o n  

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

l e a d i n g  p r o p o n e n t  was J a c k  J e n n i n g s .  I d o n ' t  know i f  a t  t h a t  

t i m e  he  was s e e i n g  b e y o n d  t h e  h o r i z o n ,  t o  w h e r e  we w e r e  g o i n g  

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

i n g s  w i t h  J a c k  J e n n i n g s  a n d  t h e  t h e n  C o m m i s s i o n e r ,  E d w a r d s ,  

g u e s s ,  and  o t h e r  members o f  t h e  B u r e a u  o f  D r u g s  a t  t h a t  t i m e .  

I c a n ' t  remember  i f  Dr .  Simmons was p r e s e n t  o r  n o t ,  i f  y o u  c a n  

remember  h im .  B u t  n o  d e c i s i o n  was r e a c h e d  u n t i l  1970 a n d  t h e n  

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

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

D r u g s .  When I moved t h e  f u n c t i o n  t o  R o c k v i l l e  i t  h a d  b e e n  a 

s e p a r a t e  d i v i s i o n .  F o r  a w h i l e  I was D i r e c t o r  o f  t h e  D i v i s i o n  

o f  C e r t i f i c a t i o n  S e r v i c e s  i n  t h e  B u r e a u  o f  D r u g s  b u t  t h a t  was 

v e r y  s h o r t .  I t  s t o p p e d  q u i c k l y  b e c a u s e  t h e y  h a d  a l r e a d y  made 

u p  t h e i r  m i n d  t h e y  w e r e  g o i n g  t o  d o  t h i s  j o b .  So I was t h e n  

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

t h e  B u r e a u  o f  D r u g s .  Ted  B y e r s  was D i r e c t o r .  I f u n c t i o n e d  i n  

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

Then I h a d  b e e n  a p p r o a c h e d  b y  Sam F i n e ,  a n d  Reo Duggan  t o  

a c c e p t  a s t a f f  p o s i t i o n  w i t h  t h e  A s s o c i a t e  C o m m i s s i o n e r  f o r  
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C o m p l i a n c e ,  a n d  I h a d  a g r e e d .  As a m a t t e r  o f  f a c t ,  my p a p e r s  

w e r e  d r a w n  up.  J u s t  b e f o r e  I was d u e  t o  r e p o r t  f o r  d u t y ,  Sam 

c a l l e d  me i n  and  t o l d  me t h a t  D r .  E d w a r d s  h a d  a s k e d  t h a t  I b e  

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

S a f e t y .  I s a i d ,  " W e l l ,  i f  t h a t ' s  w h a t  h e  w a n t s ,  t h a t ' s  w h a t  

I'll do." He d i d n ' t  d e l i n e a t e  why, b u t  I knew why b e c a u s e  I 

knew t h a t  we w e r e  b e i n g  s u e d  b y  a number  o f  c o n s u m e r  o r g a n i -

z a t i o n s ,  b e c a u s e  we h a d  n o t  i m p l e m e n t e d  t h e  C h i l d / T o y  S a f e t y  

A c t .  

P o r t e r :  Who was D i r e c t o r  o f  t h a t  B u r e a u  a t  t h a t  t i m e ?  

B r a n d e n b u r g :  Sam H a r t .  

P o r t e r :  Oh y e s .  I ' d  f o r g o t t e n .  

B r a n d e n b u r g :  Sam H a r t  was t h e  A c t i n g  D i r e c t o r .  Sam, I am 

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

p a p e r .  I mean n o t  a l l  p e o p l e  a r e .  

P o r t e r :  T h a t  i s  r i g h t .  

B r a n d e n b u r g :  So, A1 G o t t l i e b ,  J o a n n e  S i s k ,  o n e  o f  t h e  a t t o r -

n e y s  i n  t h e  G e n e r a l  C o u n s e l ' s  O f f i c e ,  a n d  I g o t  t o g e t h e r  a n d  

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

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

C h r i s t m a s .  N o t  much b e f o r e ,  b u t  b e f o r e .  D u r i n g  t h i s  same 

p e r i o d  we w e r e  m a k i n g  a p p e a r a n c e  a f t e r  a p p e a r a n c e  i n  c o u r t  t o  

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

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

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



The  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  a f t e r  we g o t  t h o s e  

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

w o r k i n g  on  m a t t e r s  t r y i n g  t o  g e t  t h e  o r g a n i z a t i o n  g o i n g  and  

r e o r g a n i z a t i o n  o f  t h a t  B u r e a u  o f  P r o d u c t  S a f e t y  when o n e  d a y  a 

guy  comes i n  a n d  l o o k s  a r o u n d .  I ' d  n e v e r  s e e n  h i m  b e f o r e .  

Sam H a r t  h a d  n e v e r  s e e n  him b e f o r e .  He s a y s ,  " W e l l ,  I'm t h e  

new D i r e c t o r . "  Nobody h a d  s a i d  " b o o "  t o  e i t h e r  one  o f  u s .  

P o r t e r :  Gee. 

B r a n d e n b u r g :  And t h a t  was M r .  Jensen ,  o f  whom I w i l l  s a y  n o  

more .  

P o r t e r :  I know. 

B r a n d e n b u r g :  B u t  come t o  f i n d  o u t  M r .  G o o d r i c h  h a d n ' t  b e e n  

t o l d  a b o u t  i t .  M r .  F i n e  h a d n ' t  b e e n  t o l d .  Nobody knew t h a t  

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

new D i r e c t o r  o f  B u r e a u  o f  P r o d u c t  S a f e t y .  I l a s t e d  t h e r e  t w o  

weeks a f t e r  h e  g o t  t h e r e .  I c a l l e d  u p  M r .  F i n e  t h a t  salme d a y  

and  t o l d  h im,  " W e l l ,  I s a i d ,  " I s  t h a t  j o b  I was s u p p o s e ~ d  t o  

t a k e  o n  a c o u p l e  m o n t h s  a g o - - i s  t h a t  s t i l l  t h e r e ? "  He s a y s ,  

"Yes " .  I s a i d ,  " F i n e ,  1 ' 1 1  b e  r e p o r t i n g  f o r  d u t y . "  

So, I g o t  o u t  o f  t h e  B u r e a u  o f  P r o d u c t  S a f e t y  w i t h  a l m o s t  

my w h o l e  s k i n .  B u t  we d i d  d o  a j o b  w h i l e  we w e r e  t h e r e .  I ' m  

n o t  g o i n g  t o  a p o l o g i z e  f o r  i t .  

T h i s  b r i n g s  u s  t o  t h e  l a s t  s t i n t  o r  t h e  l a s t  m a j o r  o p e r a -  

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

B e t w e e n  1 9 7 1  a n d  1 9 7 6  1 was t h e  S t a f f  D i r e c t o r  o n  t h e  s t a f f  



o f  A s s o c i a t e  C o m m i s s i o n e r  f o r  C o m p l i a n c e  and  I was D i r e c t o r  o f  

t h e  C o m p l i a n c e  R e g u ' l a t i o n s  P o l i c y  S t a f f .  As I t h i n k  I i n d i -

c a t e d  b e f o r e ,  t h i s  s t a f f  h a d  many segmen ts .  I h a d  a c o r p s  o f  

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

b y  t h e  v a r i o u s  b u r e a u s ;  i t  h a d  t h e  F r e e d o m  o f  I n f o r m a t i o n  

f u n c t i o n ,  t h e  H e a r i n g  C l e r k ' s  f u n c t i o n ,  t h e  F e d e r a l  R e g i s t e r ' s  

W r i t e r s ,  p l u s  a n  o v e r s i g h t  f u n c t i o n  f o r  t h e  R e g u l a t o r y  Man- 

agement  s t a f f .  

D u r i n g  t h e  p e r i o d ,  o f  w h i c h  I am s p e a k i n g ,  Reo D u g g a n  was 

t h e  D e p u t y  A s s o c i a t e  C o m m i s s i o n e r  f o r  C o m p l i a n c e .  He f i n a l l y  

r e t i r e d  a n d  f o r  about . . .a  p e r i o d  o f  somewhat  o v e r  s i x  m o n t h s  

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

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

t h a t  Food a n d  D r u g  e v e r  e n c o u n t e r e d  b e c a u s e  M r .  P e t e r  H u t t  

h a p p e n e d  t o  b e  t h e  G e n e r a l  C o u n s e l  a t  t h a t  t i m e .  When M r .  

P e t e r  H u t t  was G e n e r a l  C o u n s e l  h e  w r o t e  r e g u l a t i o n s  f o r  a l -

m o s t  e v e r y  f u n c t i o n  o f  F o o d  a n d  D r u g .  E i t h e r  w r o t e  t h e m  o r  

r e - w r o t e  them.  He was a f i r m  b e l i e v e r  i n  h a v i n g  r e g u l a t i o n s  

t o  c o v e r  a l m o s t  e v e r y  a c t i v i t y .  

P o r t e r :  g h a t  d o  y o u  t h i n k  o f  t h a t ?  Do y o u  t h i n k  t h a t  i s  a 

p r a c t i c a l  a p p r o a c h .  

B r a n d e n b u r g :  N o t  t o  t h e  e x t e n t  t h a t  h e  p u s h e d  it. I b e l i e v e  

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

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

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

was i n  t u n e  w i t h  t h e  C o n g r e s s i o n a l  i n t e n t  a t  t h e  t i m e .  
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P o r t e r :  What was t h e  p h i l o s o p h y  o f  t h a t ?  Why i s  t h a t  a g o o d  

a p p r o a c h ?  I s  i t  t o  l e t  i n d u s t r y  t o  know e x a c t l y  w h a t  we... 

B r a n d e n b u r g :  I t  i s  t o  l e t  p e o p l e  know i n  m i n u t e  d e t a i l  w h a t  

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

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

P o r t e r :  S o r t  o f  n a r r o w s  o u r  a b i l i t y  t o  u s e  t h e  l a w  t o  p r o t e c t  

t h e  p e o p l e ,  l i k e  i n  a v e r y  i m a g i n a t i v e  way, d o e s n ' t  i t ?  

B r a n d e n b u r g :  I t  t o o k  a l m o s t  a l l  i n i t i a t i v e  away i n  c e r t a i n  

a r e a s  f r o m  t h e  Food  and  D r u g  A d m i n i s t r a t i o n .  You h a d  t o  know 

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

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

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

P o r t e r :  Yes. 

B r a n d e n b u r g :  C o n g r e s s ,  h o w e v e r ,  a t  t h i s  same t i m e  was o n  a n  

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

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

Food and  D r u g  o r  E n v i r o n m e n t a l  P r o t e c t i o n  Agency  o r  OSHA, o r  

whom so e v e r ,  w o u l d  p r o m u l g a t e  r e g u l a t i o n s  u n t i l  t h e y  n lever  

ended.  The onus o f  p a s s i n g  t h e  r e g u l a t i o n s  was p a s s e d  en-

t i r e l y  t o  t h e  E x e c u t i v e  B r a n c h ,  b u t  t h e y  h a d  t o  d o  i t  a c c o r d -

i n g  t o  t h e  l a w s  t h a t  w e r e  passed.  S i n c e  t h e n  t h e  E x e c u t i v e  

B r a n c h  h a s  b e e n  b l a m e d  f o r  a l l  o f  t h i s  e x t r a o r d i n a r y  amount  o f  

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

P o r t e r :  Yes. 

B r a n d e n b u r g :  B u t  r e a l l y  m o s t  o f  t h e  a g e n c i e s  h a d  no c h o i c e .  

O f  c o u r s e  I w i l l  s a y  t h i s ,  i n s o f a r  as  Food a n d  D r u g  i s  



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

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

s t r a t i o n  i s  t h e  D e v i c e  A c t .  I am v e r y  much a f r a i d  t h a t  M r .  

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

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

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

t a k e  a b r e a t h ,  w i t h  r e s p e c t  t o  t h e  D e v i c e  Law, y o u  h a v e  t o  

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

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

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

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

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

W e l l ,  some o f  t h o s e  r e g u l a t i o n s  a r e  a l m o s t  u n p a s s a b l e .  T h e y  

a r e  a l m o s t  i m p o s s i b l e  t o  d r a w  u p  and... F r a n k l y ,  I d o n ' t  

e v e r  e x p e c t  t o  s e e  some o f  t h e m  p r o m u l g a t e d :  

P o r t e r :  O f  c o u r s e  t h e r e  i s  t h e  c o n t r a r y  p r e s s u r e  f r o m  t h e  

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

s o r t s  o f  c l e a r a n c e  b e f o r e  y o u  c a n  p r o m u l g a t e... 
B r a n d e n b u r g :  T h e y  a r e  i n  a " C a t c h  2 1 "  s i t u a t i o n .  

P o r t e r :  Yes. 

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

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

FDA l e v e l  t o  t h e  d e p a r t m e n t  l e v e l .  

P o r t e r :  Wh ich  f o r  a l l  i n t e n t s  a n d  p u r p o s e s  means t h e  X h i t e  

House  l e v e l .  



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

many o f  t h e m  n e v e r  g e t  c o n s i d e r e d .  They  s i t .  

P o r t e r :  Yes. 

B r a n d e n b u r g :  I t  was o u r  e x p e r i e n c e ,  p r e v i o u s l y ,  t h a t  w h e n e v e r  

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

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

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

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

a n d  D r u g  A d m i n i s t r a t i o n ,  b e c a u s e  o f  t h e  e x e m p t i o n  i t  h a d  f r o m  

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

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

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

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

f r o m  t h e  Food  a n d  D r u g  A d m i n i s t r a t i o n .  They w e r e  v e r y  a n x i o u s  

t o  t a k e  o v e r  t h e  o v e r s i g h t  f u n c t i o n s .  

P o r t e r :  Yes. 

B r a n d e n b u r g :  T h i s  was a  c o n s t a n t  b a t t l e ,  a s  y o u  may know f o r  

y e a r s .  They f i n a l l y  won. 

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

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

10  o r  so y e a r s  h a v e  c o n t a i n e d  t h e s e  p r o v i s i o n s  t h a t  m a n d a t e  

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

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

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

And R o b e r t ,  t h a t  d o e s  b r i n g  me up t o  t h e  e n d  o f  my c a r e e r  

w i t h  FDA. I h a d  r e t i r e d  a s  o f  J u l y  2, 1976 .  F rom t h e r e  I 



w e n t  i n t o  t h e  c o n s u l t i n g  b u s i n e s s .  The f i r m  o f  A r t h u r  A. 

C h e c c h i .  

P o r t e r :  Oh, y e s .  

S r a n d e n b u r g :  He was f o r r n e r l y  w i t h  FDA. I was t o l d  b y  M r .  

C h e c c h i ,  a t  one  p o i n t ,  t h a t  when he  m e n t i o n e d  t o  P e t e r  H u t t  

t h a t  I h a d  j o i n e d  h i s  f i r m  t h a t  M r .  H u t t  was v e r y  s u r p r i s e d .  

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

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

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

h a v e  h a d  o t h e r s  s i n c e  t h e n  who a s k e d  me how i t  f e l t  t o  b e  o n  

t h e  o t h e r  s i d e  o f  t h e  f e n c e ,  when I was d o i n g  c o n s u l t i n g  work .  

My r e s p o n s e  was t h a t  I d i d n ' t  c o n s i d e r  t h a t  I was o n  t h e  o t h e r  

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

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

come f o r  my o p i n i o n  w h i l e  I was s t i l l  a member o f  FDA. And 

t h a t  i s  t h e  c a s e .  

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

w i t h .  T h e r e  a r e  a f e w  t h a t  I t h i n k  w o u l d  b e a r  f u r t h e r  com-

m e n t .  One o f  t h e m  b e i n g  t h e  s o - c a l l e d  K o c h  c a s e  ( t h a t ' s  

K-0-C-H, n o t  C - 0 - K - E )  t h a t  I w o r k e d  o n  w i t h  W a l t e r  B. Simmons 

d u r i n g  t h e  1 9 5 0 ' s  i n  C h i c a g o .  

W a l t e r  Simmons, a n d  I m i g h t  a m p l i f y  u p o n  h i m  a  l i t t l e  

b i t ,  was o n e  o f  t h e  v e r y  f e w  men who r e a c h e d  f a i r l y  h i g h  r a n k  

i n  F D A  ( i n  f a c t ,  o n e  o f  t h e  v e r y  f e w  men who w e r e  e v e r  i n  a n  

i n s p e c t o r  - now i n v e s t i g a t o r  - s t a t u s )  who h a d  n o t  g r a d u a t e d  



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

p r o d u c t  o f  t h e  B o s t o n  a r e a  t o  s t a r t  w i t h ,  a n d  wound u p  a s  a n  

i n s p e c t o r  i n  C i n c i n n a t i  e a r l y  i n  h i s  c a r e e r .  He was t h e  f i r s t  

i n s p e c t o r  h i r e d  i n  C i n c i n n a t i .  The c h i e f  o f  t h a t  s t a t i o n  t h e n  

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

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

in g  t o  W a l t e r  anyway. B u t  W a l t  was t h e  f i r s t :  i n s p e c t o r  h i r e d ,  

a n d  G e o r g e  L a r r i c k  was t h e  s e c o n d  i n  t h a t  s t a t i o n .  

G e o r g e  L a r r i c k  t o l d  me t h a t  t h a t  was a r a t h e r  d i f f i c u l t  

p o s i t i o n  f o r  h i m  i n  t h a t  t h e  c h i e f  o f  t h e  D i s t r i c t  ( o r  t h e  

c h i e f  o f  t h e  s t a t i o n )  t o o k  a l l  a s s i g n m e n t s  t h a t  e n t a i l e d  n o  

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

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

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

o f  t h e  e n t i r e  a r e a  was a l l o c a t e d  t o  G e o r g e  L a r r i c k .  Y e l l ,  h e  

managed t o  c a p i t a l i z e  o n  t h a t  s i t u a t i o n  f i n a l l y ,  and  wound u p  

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

h i s  j u n i o r  p o s i t i o n  i n  t h a t  h i e r a r c h y .  

W a l t  Simmons h a d  s e v e r a l  h a t s  t o  w e a r  when I j o i n e ~ d  h im.  

As I s a y  he  was t h e ,  w h a t  t h e y  t h e n  t e r m e d ,  t h e  C h i e f  I n s p e c -

t o r  o f  t h e  C e n t r a l  D i s t r i c t  o f  t h e  Food  a n d  D r u g  A d m i n i s t r a -  

t i o n .  I w o n ' t  e l a b o r a t e  f u r t h e r  o n  t h a t  b e c a u s e  I t h i n k  t h e  

o l d  D i s t r i c t  s e t  u p  i s  we 11 known t o  e v e r y o n e .  

P o r t e r :  Yes, i t  h a s  b e e n  d e s c r i b e d  i n  a number  o f  my 

i n t e r v i e w s .  



B r a n d e n b u r g :  W a l t  was a l s o  t h e  c h i e f  t r o u b l e - s h o o t e r ,  i n s o f a r  

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

s t r a t i o n  f o r  a number  o f  y e a r s .  When d i f f i c u l t  c a s e s  came u p  

d n y w h e r e ,  he  was a s s i g n e d  t o  work  them. He w o u l d  d i r e c t  t h e  

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

w h a t e v e r  h e  needed ,  h e ' d  h e l p  t h e  U n i t e d  S t a t e s  A t t o r n e y s  

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

He d i d  l i k e  b e i n g  C h i e f  I n s p e c t o r  a n d  k e e p i n g  t h e  l i t t l e  b l a c k  

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

c o u r t  wo rk .  He h a d  p i c t u r e s  o f  s e v e r a l  j u d g e s  w i t h  whom h e  

h a d  become f r i e n d s  p o s t e d  i n  h i s  r e c r e a t i o n  room, i n  h i s  home. 

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

h i s t o r y  o f  t h e  Food  a n d  D r u g  A d m i n i s t r a t i o n  a g a i n s t  t h i s  q u a c k  

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

Dr. N i l l i a m  F r e d e r i c k  Koch.  The f i r s t  c a s e  was a b o u t  s i x  

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

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

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

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

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

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

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

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

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

C i t y  R e s i d e n t  p o s t  t o  C h i c a g o  on a  t e m p o r a r y  b a s i s  t o  a s s i s t  



W a l t  i n  w o r k i n g  up  t h i s  c a s e .  We d i d  a t r e m e n d o u s  amoun t  o f  

w o r k  on  i t ,  a l o n g  w i t h  t h e  FDA p h y s i c i a n  who was i n v o l v e d  i n  

t h e  m a t t e r ,  D r .  Norman DeNosaquo.  We h a d  a r r i v e d  a t  t h e  p o i n t  

w h e r e  we d i d  h a v e  an i n j u n c t i o n  p r e p a r e d ,  a p r o p o s e d  i n j u n c -  

t i o n .  We were  j u s t  a b o u t  r e a d y  t o  go t o  c o u r t  on  t h i s  m a t t e r ,  

b u t  W a l t e r  became ill a n d  f o r  some r e a s o n  t h e  p r o m o t i o n  o f  t h e  

p r o d u c t  h a d  s l o w e d  down. W h e t h e r  i t  was t h r o u g h  d e s i g n  o r  

j u s t  b e c a u s e  new s o - c a l l e d  c a n c e r  c u r e s  h a d  come u p  o n  t h e  

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

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

i t  had b e f o r e .  The p e o p l e  w e r e n ' t  u s i n g  i t  t o  t h e  e x t e n t  t h e y  

h a d  p r e v i o u s l y  and  t h e  d e c i s i o n  was r e a c h e d  f' i n a l l y  n o t  t o  

b r i n g  t h e  c a s e ,  u n l e s s  t h e r e  was a r e s u r g e n c e  i n  a c t i v i t y .  

T h a t  n e v e r  o c c u r r e d .  

P o r t e r :  I am g l a d  y o u  e x p l a i n e d  t h a t ,  b e c a u s e much e a r l i e r  i n  

o u r  i n t e r v i e w  y o u  t a l k e d  a b o u t  g o i n g  t o  C h i c a g o  a n d  t h e n  K o c h  

s o r t  o f  . g o t  l o s t  i n  t h e  s h u f f l e .  

B r a n d e n b u r g :  A n o t h e r  c a s e  t h a t  I t o u c h e d  u p o n  a n d  m e n t i o n e d  

t o  some e x t e n t  was t h e  c a s e s  a g a i n s t  t h e  H o x s e y  c a n c e r  c u r e  

t h a t  was b e i n g  p r o m o t e d  i n  a c l i n i c  i n  P e n n s y l v a n i a .  We had,  

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

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

s o - c a l l e d  H o x s e y  c a n c e r  c u r e .  P r e v i o u s  a c t i o n s  a g a i n s t  H o x s e y  

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

o n  t h i s  w i t h  G i l b e r t  Goldhammer.  I was s t i l l  s t a t i o n e d  i n  



C h i c a g o  an3 I w o u l d  t r a v e l  t o  W a s h i n g t o n ,  we w o u l d  w o r k  o n  t h e  

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

P i t t s b u r g h  and  s t a y  t h e r e  u n t i l  we h a d  t e r m i n a t e d  t h e  i m m e d i -

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

t w o  t r i a l s .  

I made a number  o f  t r i p s  b a c k  a n d  f o r t h  f r o m  C h i c a g o  t o  

U a s h i n g t o n  t o  P i t t s b u r g h  a n d  n e e d l e s s  t o  s a y ,  I saw my w i f e  a t  

one  p o i n t  o n c e  i n  t h r e e  m o n t h s .  O n l y  t h e n  b e c a u s e  I t o o k  a 

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

r e 1  a t i  ves .  

On t h e s e  t r i p s  G i l b e r t  Go ldhammer  was a l w a y s  a c c o m p a n i e d  

b y  h i s  w i f e ,  Marge.  M a r g e  Goldhammer  was a n d  i s ,  a v e r y  

b r i g h t  woman who was p a r t  o f  t h e  t e a m  m o s t  o f  t h e  t i m e .  She 

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

was b e i n g  g i v e n  so t h a t  we w o u l d  b e  r e a d y  t h a t  e v e n i n g  t o  w o r k  

o n  t h e  n e x t  d a y ' s  i n v e s t i g a t i o n s  o r  t h e  n e x t  d a y ' s  p r e s e n t a -

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

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

o f f i c e  s k i 1  1 s  p r e v i o u s l y  a n d  s h e  was e x t r e m e l y  know1 e d g e a b l e .  

She knew a s  much a b o u t  t h e  c a s e s  a s  we d i d - - j u s t  a b o u t .  T h i s  

o f  c o u r s e ,  was t h e  u s u a l  team,  t h a t  M a r g e  a n d  G i l  w o u l d  go  o u t  

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

y o u  m i g h t  w a n t  t o  t a l k  w i t h  h e r  Bob, o r  y o u r  g r o u p .  She c o u l d  

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

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

h e  was i n v o l v e d  i n  many o f  them. 



He was a p r o d u c t  o f  t h e  New Y o r k  a r e a .  H e ' d  b e e n  i n  New 

York  D i s t r i c t  a n d  o t h e r  D i s t r i c t s  u p  i n  t h a t  a r e a .  When h e  

came t o  W a s h i n g t o n  h e  was a s s i g n e d  t o  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 n d  became t h e  A s s i s t a n t  t o  Dr .  N i l s t e a d .  

When D r .  M i l s t e a d  w e n t  o n  t o  b i g g e r  and  b e t t e r  t h i n g s  a s  was 

s u i t a b l e ,  Goldhammer t o o k  o v e r  D i r e c t o r s h i p  o f  t h e  D i v i s i o n .  

He h e l d  t h a t  p o s i t i o n  u n t i l  t h a t  r e o r g a n i z a t i o n  i n  1 9 6 3 .  

I made many t r i p s  w i t h  t h e  Go ldhammers  m y s e l f .  He h a d  

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

i n  M i s s i s s i p p i  b y  h i m s e l f .  L a t e r  I j o i n e d  h i m  a n d  t h e n  t o o k  

o v e r  a l l  o f  t h e  f i n a l  a c t i v i t i e s  i n  t h a t  case .  B u t  i n  t h e  

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

t h e n  t r a v e l e d  w i t h  t h e  Go ldhammers  down t o  M i s s i s s i p p i .  We 

u s u a l l y  d r o v e  down i n  o u r  own a u t o m o b i l e s  b e c a u s e  we w e r e  t a k -

i n g  s o  many f i l e s  w i t h  u s  t h a t  we d i d n ' t  w a n t  t o  t r u s t  t o  t h e  

P o s t  O f f i c e  o r  a n y o n e  e l s e .  

P o r t e r :  Yes. 

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

a u t o m o b i l e s .  Good t h i n g  we d i d n ' t  h a v e  a w r e c k .  

Now Bob, we h a v e  d i s c u s s e d  some o f  t h e  p e r s o n a l i t i e s  c o n -

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

o u t l i n e  o f  some o f  t h e  p e o p l e  we w o r k e d  w i t h  i n  D i v i s i o n  Regu- 

l a t o r y  Management .  

P o r t e r :  I ' d  l i k e  y o u  t o .  I ' d  l i k e  y o u  t o ,  i f  y o u  w o u l d ,  t a l k  

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



management ,  a n d  L a r r i c k  a n d  B i l l y  G o o d r i c h ,  P e t e r  B a r t o n  H u t t .  


I c a n ' t  t e l l  y o u  e x a c t l y  w h a t  t o  d o  b e c a u s e  I d o n ' t  know... 


B r a n d e n b u r g :  R i g h t .  


P o r t e r :  ...y o u r  e x p e r i e n c e s .  R u t  a n y  o f  t h e s e  p e o p l e - - i f  


y o u ' d  s e l e c t  t h e m  now a n d  j u s t  t e l l  a l i t t l e  b i t  a b o u t  t h e i r  


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


B r a n d e n b u r g :  W e l l ,  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  t h a t  I came i n t o  i t  f r o m  C h i c a g o  i n  1 9 5 7  was composed  


o f  D r .  M i l s t e a d ,  o f  c o u r s e .  T h e r e  a g a i n  i f  a n y o n e  was e v e r  an  


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


was e x t r e m e l y  h a r d - w o r k i n g .  H i s  f u l l  a t t e n t i o n  was a l w a y s  


f o c u s e d  o n  t h e  j o b ,  a n d  Goldhammer  o f  c o u r s e ,  was h i s  D e p u t y .  


G i l b e r t  was a v e r y  e n e r g e t i c  and  r a t h e r  n e r v o u s  t y p e .  O s t e n - 


s i b l y  he  was c a l m  b u t  a l l  y o u  h a d  t o  d o  was l o o k  a t  h i s  f i n - 

-

g e r n a i l s  t o  know how n e r v o u s  he  a c t u a l l y  was. J o h n  C a i n  who 

h a d  b e e n  w i t h  t h e  Food  a n d  D r u g  A d m i n i s t r a t i o n  f o r  q u i t e  some 

t i m e  a t  t h a t  p o i n t ,  was a l s o  a member. A t  a b o u t  t h e  t i m e  t h a t  

I came i n  o r  s h o r t l y  t h e r e a f t e r ,  C h i c k  P a l m e r  came i n  f r o m  

...h e ' d  b e e n  s t a t i o n e d  i n  B a l t i m o r e  D i s t r i c t  u n t i l  t h e n  a s  

Food a n d  D r u g  o f f i c e r .  W i l l  S w a i n  was a member o f  t h e  s t a f f  

when I came i n .  T h e n  Van S m a r t ,  o f  c o u r s e .  Van was a 

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

t o  h a v  n g  b e e n  e x p e r i e n c e d  i n  t h e  Food  a n d  D r u g  o f f i c e r ' s  

work .  J o s h  R a n d o l p h  was a l s o  a member. T h a t  was t h e  s t a f f  a t  

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



a n d  g r e w  a n d  grew.  I ' m  a f r a i d  i t  g r e w  l i k e  T o p s y  a n d  we g o t  

t o o  g o o d  f o r  o u r  own good.  

? o r t e r :  D o n ' t  y o u  t h i n k  p a r t  o f  t h a t  was t h a t  e v e n  t h e n  we 

w e r e  g e t t i n g  t h e  b e g i n n i n g s  o f  a move away f r o m  t h e  l a w  e n f o r -  

c e m e n t  k i n d  o f  a p p r o a c h  a n d  more  towards . . .  

B r a n d e n b u r g :  E x a c t l y .  

P o r t e r :  I ' m  j u s t  s a y i n g  t h a t  i t  p r o b a b l y  w a s n ' t  e n t i r e l y  due  

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

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

B r a n d e n b u r g :  W e l l ,  we a l s o  a t  t h a t  t i m e  I t h i n k ,  h a d  a m i s -

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

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

r e g a r d  and  t h e  o p p o n e n t s  l e t  me say ,  o f  D R M  a t  t h a t  t i m e - - t h e  

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

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

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

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

I know t h a t  a t  t h e  t i m e  t h e  number  o f  a c t i o n s  t h a t  we b r o u g h t  

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

comments t o  t h e  C o m m i s s i o n e r ' s  o f f i c e  i n  t h a t  t h e y  f e l t  t h a t  

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

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

was c o n s t a n t  f r i c t i o n  d u r i n g  t h a t  p e r i o d  as  a n y o n e  knows  who 

was p r e s e n t  a t  t h e  t i m e .  B u t  y e s ,  t h e r e  was p r e s s u r e  o n  t h e  

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



r e l a x a t i o n  o f  o u r  e f f o r t s  i n s o f a r  a s  c r i m i n a l  a c t i o n s  o r  

i n j u n c t i v e  a c t i o n s  w e r e  c o n c e r n e d .  

P o r t e r :  W e l l  y o u  know, b o t h  t h e  f i r s t  a n d  s e c o n d ' C i t i z e n l s  

A d v i s o r y  C o m m i t t e e s  recommended h i g h l y  a  m o r e  e d u c a t i o n a l  a n d  

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

e f f e c t e d  L a r r i c k ' s  management  s t y l e  a n d  e v e n  m o r e  so ,  

G o d d a r d ' s  a f t e r  h e  came i n .  

B r a n d e n b u r g :  W e l l  I t h i n k  t h a t  G o d d a r d  came i n  w i t h  t h a t  

p h i l o s o p h y  t o  s t a r t  w i t h .  A v e r y  i n t e r e s t i n g  co~nmen ta ry . . .  

d u r i n g  t h i s  p e r i o d  when G o d d a r d  f i r s t  came i n ,  we h a d  c o n -

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

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

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

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

p h y s i c i a n  D r .  J a c o b s ,  who i s  a  p r o f e s s o r  o f  s u r g e r y  a t  t h e  

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

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

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

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

d i s t r i b u t e d  t o  a l m o s t  a n y o n e  who w a n t e d  i t  j u s t  f o r  use .  I 

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

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

c e r t a i n  s e n a t o r s  a n d  c o n g r e s s m e n  f r o m  O r e g o n  who w e r e  v e r y  

much i n  f a v o r  o f  Dr. J a c o b s .  B u t  I was c o n v i n c e d  t h a t  we 

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



r o u g h  d r a f t  and  I p r e s e n t e d  i t  t o  M r .  G o o d r i c h .  He saw 

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

C o m m i s s i o n e r . . . a t  t h a t  t i m e  D r .  Goddard .  The C o m m i s s i o n e r  

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

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

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

m a t e r i a l  h e a d e d  b y  my r o u g h  d r a f t  o f  t h e  i n f o r m a t i o n .  He t o o k  

i t  t o  S e a t t l e  w i t h  h i m  and  went  down t o  O r e g o n  and  me t  w i t h  

Dr .  J a c o b s .  He t o l d  me p e r s o n a l l y ,  b e f o r e  h e  l e f t  t h a t  h e  was 

r e a l l y  g o i n g  t o  h a v e  i t  o u t  w i t h  D r .  J a c obs.  We1 1, I u n d e r -

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

D r .  J a c o b s  b u t  Dr .  J a c o b s  came o u t  t h e  w i n n e r  b e c a u s e  I n e v e r  

saw my r o u g h  d r a f t  a g a i n .  

P o r t e r :  I s  t h a t  r i g h t ?  

B r a n d e n b u r g :  N e v e r  d i d .  I n e v e r  d i d  f i n d  o u t  w h a t  h a p p e n e d  

t o  i t  and  no a c t i o n  was e v e r  t a k e n  a g a i n s t  D r .  J a c o b s .  T h i s  

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

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

t i o n  as  t o  wha t  was i n  s t o r e  f o r  e n f o r c e m e n t  a c t i v i t i e s  f r o m  

t h e n  on, I t h o u g h t .  When o u r  C o m m i s s i o n e r s  became p o l i t i c a l  

p e o p l e ,  more  so t h a n  d u r i n g  a p e r i o d  when he  h a d  r e a l l y  an  

a p o l i t i c a l  man s u c h  a s  G e o r g e  L a r r i c k ,  who e v e n  t h o u g h  he  h a d  

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

e n f o r c e m e n t  man o r i g i n a 1 ly. 

P o r t e r :  R i g h t .  



B r a n d e n b u r g :  So I knew t h a t  f r o m  t h e n  o n  o n e  c o u l d  a n t i c i p a t e  

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

D u r i n g  t h e  s u c c e s s i o n  o f  C o m m i s s i o n e r s  t h a t  we had,  w h i l e  

B i l l  G o o d r i c h  was s t i l l  t h e r e ,  I f e l t  f a i r l y  s u r e  t h a t  t h e r e  

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

G e n e r a l  C o u n s e l ' s  o f f i c e  r e v i e w e d  and  c o n s i d e r e d  recommenda-  

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

G o o d r i c h .  I mean a t  l e a s t  f r o m  t h e  scene .  

P o r t e r :  R i g h t .  

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

a n d  k i c k i n g .  

Then came P e t e r  H u t t .  P e t e r  p u t  h i s  s t a m p  o n  t h e  A g e n c y  

i n  a n  e n t i r e l y  d i f f e r e n t m a t t e r .  B i l l  was no g r e a t  o n e  f o r  

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

w h a t  h a d  t o  b e  d o n e  a n d  h e  w a n t e d  I t h i n k ,  t o  h a v e  t h e  l e e w a y  

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

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

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

s h o u l d  h a v e  b e e n  f o l l o w e d .  W h e t h e r  i t  c o u l d  h a v e  b e e n  f o l -  

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

s u c c e e d i n g  y e a r s ,  i s  d e b a t a b l e .  F o r  many y e a r s  we o p e r a t e d ,  

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

O f  c o u r s e  f o l l o w i n g  8 i l l ' s  p e r i o d  a n d  s t a r t i n g  a t  a b o u t  

H u t t ' s  p e r i o d ,  t h e r e  w e r e  a number  o f  c o u r t  d e c i s i o n s  o n  p r o -

c e d u r a l  q u e s t i o n s .  T i t l e  5, a s  a n  e x a m p l e ,  o f  t h e  U n i t e d  

S t a t e s  Code. 



P o r t e r :  R i g h t .  

S r a n d e n b u r g :  Where t h e  c o u r t s  h e l d  t h a t  t h e  a g e n c i e s  h a d  t o  

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

p r e t t y  good d e t a i l  and  h a d  t o  o b s e r v e  t h o s e  t h a t  w e r e  p r o -

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

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

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

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

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

a s  w e l l  a s  g i v i n g  i m p e t u s  t o  t h e  way t h a t  P e t e r  H u t t  w a n t e d  t o  

o p e r a t e ,  o r  p e r h a p s  t h e y  g a v e  h i m  t h e  i d e a s .  T h a t ' s  o n e  o f  

t h e  ways i n  w h i c h  t h e  a g e n c y  g o t  i n t o  the . . .so  d e e p l y  i n t o  t h e  

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

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

l a w s  t h a t  t h e y  p a s s e d .  So r e a l l y  t h e  a g e n c y  h a d  no c h o i c e  

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

a r e a .  We h a d  no o p t i o n s  i n  t h e  m a t t e r .  The r e g u l a t i o n s  t h a t  

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

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

P o r t e r :  Choose k i  nd  o f  a... 

B r a n d e n b u r g :  The F r e e d o m  o f  I n f o r m a t i o n s  R e g u l a t i o n s  p r o m u l -  

g a t e d  b y  FDA,  I t h i n k ,  p u t  u n n e c e s s a r y  b u r d e n s  o n  t h e  a g e n c y .  

T h e r e  h a s  b e e n  some r e l a x a t i o n  b y  t h e  c o u r t s  i n  t h e  i n t e r p r e -

t a t i o n  o f  t h e  r e q u i r e m e n t s  o f  t h e  F reedom o f  I n f o r m a t i o n  p o r -  

t i o n  o f  T i t l e  5. T h a t  i s  t h e  A d m i n i s t r a t i v e  P r o c e d u r e s  A c t  



and  F reedom o f  I n f o r m a t i o n  l a w  i s  m e r e l y  - an  addendum t o  t h a t .  

So, I t h i n k  we c o u l d  h a v e  s t a r t e d  w i t h  much l e s s  s t r i n g e n t  

r e q u i r 2 m e n t s  b e i n g  p l a c e d  u p o n  t h e  a g e n c y ,  t h a n  t h o s e  t h a t  

P e t e r  H u t t  w r o t e .  

P o r t e r :  So, we had b o t h  i n t e r n a l  a n d  e x t e r n a l  f o r c e s  t h a t  l e d  

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

B r a n d e n b u r g :  E x a c t l y .  P e t e r  was a g r e a t  b e l i e v e r  i n  h a v i n g  

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

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

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

wound u p  w i t h .  He d i d  a p r e t t y  g o o d  j o b  w h i l e  h e  was a t  i t ,  

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

one ,  a s  y o u  know. He w a n t e d  t o  h a v e  a r e g u l a t i o n  t h a t  w o u l d  

t e l l  e v e r y o n e  j u s t  e x a c t l y  w h a t  t h e y  h a d  t o  do. I mean i n  

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

P o r t e r :  W h i c h  seems t o  me t e n d s  t o  p u t  o b l i g a t i o n s  o n  t h e  

a g e n c y ,  t h a t  c e r t a i n l y  t h e  way t h e  a c t  was w r i t t e n ,  w e r e  

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

B r a n d e n b u r g :  E x a c t l y ,  b u t  d o n ' t  f o r g e t  M r .  H u t t  came f r o m  

i n d u s t r y  and  wen t  r i g h t  b a c k  t o  i n d u s t r y .  

P o r t e r :  Yes, I know. 

S r a n d e n b u r g :  T h e s e  r e g u l a t i o n s  w o r k  t o  h i s  b e n e f i t  now. N o t  

c a s t i n g  a n y  a s p e r s i o n s  o n  h i s  i n t e n t ,  b u t  I am s u r e  t h a t  un-

c o n s c i o u s l y  t h e  t h o u g h t s  w e r e  t h e r e .  The i n t e n t .  S i n c e  h e  

h a d  o p e r a t e d  o n  t h e  o t h e r  s i d e  o f  t h e  f e n c e  f r o m  an FDA n o t  

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



P o r t e r :  R i g h t .  

B r a n d e n b u r g :  T h i s  was h i s  o p i n i o n  a s  a n  a t t o r n e y  and  when h e  

became ~ e n e r a i  C o u n s e l  h e  e x e r c i s e d  h i s  p r e r o g a t i v e s .  

P o r t e r :  Yes. 

B r a n d e n b u r g :  P e r h a p s  f e e l i n g  t h a t  h e  was made G e n e r a l  C o u n s e l  

b e c a u s e  o f  them. Be t h a t  a s  i t  may, I am n o t  g o i n g  t o . . . I  c a n  

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

P o r t e r :  No, we h a v e  t o  assume t h a t  h e  t h o u g h t  w h a t  he  was 

d o i n g  was... 

B r a n d e n b u r g :  Oh, I am s u r e  h e  d i d .  As I say ,  h e  was i n  t u n e  

w i t h  t h e  t i m e s .  Now I d o n ' t  t h i n k  h e  w o u l d  be. I d o n ' t  t h i n k  

t h a t  he  c o u l d  o p e r a t e  i n  t h e  way i n  w h i c h  h e  d i d ,  u n d e r  p r e -

s e n t  c i r c u m s t a n c e s .  O f  c o u r s e  he  was f o l l o w e d  b y ,  I f o r g e t  

t h e  g u y ' s  name, b u t  he  was f r o m  t h e  U n i v e r s i t y  o f  V i r g i n i a  a n d  

P e t e r  h a d  b e e n  down t h e r e  w o r k i n g  w i t h  h i m  on v a r i o u s  f l a t t e r s  

f o r  a  c o u p l e  o f  y e a r s ,  I know. Maybe e v e r  s i n c e  he  came i n .  

So t h e r e  was v e r y  l i t t l e  d i f f e r e n c e  b e t w e e n  P e t e r  a n d  p e r h a p s  

h i s  n e x t  c o u p l e  o f  s u c c e s s o r s .  

The G e n e r a l  C o u n s e l  now, Tom S c a r l e t t  i s n ' t  i t ,  y e s .  

P o r t e r :  I d o n ' t  e v e n  know. 

B r a n d e n b u r g :  I b e l i e v e  i t  i s  Tom who was one  o f  t h e  p e o p l e  

who came i n t o  G e n e r a l  C o u n s e l  w h i l e  P e t e r  was t h e r e ,  a s  I r e -

c a l l ,  and  Tom i s  a v e r y  b r i g h t  guy .  I t h i n k  t h a t  t h e y  know 

w h a t  t h e y  a r e  d o i n g  i n  t h e  G e n e r a l  C o u n s e l ' s  O f f i c e ,  b u t  I 

t h i n k  t h e y  h a v e  g o t t e n  somewhat  o f  t h e  v i e w p o i n t  now, f r o m  



w h a t  I h a v e  b e e n  a b l e  t o  d e t e r m i n e  a n d  o b s e r v e ,  t h a t  G e n e r a l  

C o u n s e l ' s  O f f i c e  r e a l l y  s h o u l d  b e  i n  c h a r g e .  T h e r e  i s  n o  

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

b y  l aymen .  

P o r t e r :  Yes. 

B r a n d e n b u r g :  Now t h i s ,  o f  c o u r s e ,  i s  t h e  way t h a t  F e d e r a l  

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

m i s t a k e .  

P o r t e r :  E v e r y t h i n g  i s  a l e g a l  d e c i s i o n  a n d  n o t  an  a d m i n i s t r a -

t i v e  d e c i s i o n .  

B r a n d e n b u r g :  I n  s o  f a r  as  c o m p l i a n c e  m a t t e r s  a r e  c o n c e r n e d .  

Whereas,  B i l l  G o o d r i c h  f e l t  t h a t  t h e r e  s h o u l d  b e  a v e r y  s t r i c t  

d i v i s i o n .  He d i d  n o t  w a n t  h i s  p e o p l e  t o  b e  m a k i n g  d e c i s i o n s  

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

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

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

p l i a n c e  t o  b e  made b y  t h e  C o m m i s s i o n e r  o f  t h e  F o o d  a n d  D r u g  

A d m i n i s t r a t i o n ,  e s s e n t i a l l y .  

P o r t e r :  R i g h t .  

B r a n d e n b u r g :  P e t e r  h a d  s t a r t e d  e r o d i n g  t h a t  w h i l e  h e  was 

t h e r e ,  i n  my o p i n i o n .  

P o r t e r :  W e l l ,  t h i s  was a i d e d  and a b e t t e d  by t h e  f a c t  t h a t  t h e  

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

f o r  a new man a s  C o m m i s s i o n e r  t o  d e p e n d  m o r e  o n  t h e  G e n e r a l  

C o u n s e l .  



B r a n d e n b u r g :  A new man a n d  a s t r o n g  man. When y o u  h a d  a  

G e n e r a l  C o u n s e l  who h a d  m o r e  t e n u r e  t h a n  t h e  C o m m i s s i o n e r ,  h a d  

b e e n  h e r e  t h e r e  l o n g e r  a n d  knew m o r e  a b o u t  t h e  a g e n c y ,  who 

e l s e  s h o u l d  make t h e  c o m p l i a n c e  d e c i s i o n s ?  T h i s  i s  w h a t  h a d  

s t a r t e d  o c c u r r i n g .  The C o m m i s s i o n e r ,  when t h e r e  was a q u e s -

t i o n ,  when h i s  G e n e r a l  C o u n s e l  was o p p o s e d  t o  t h e  c o u r s e  t h a t  

was b e i n g  p r o p o s e d  b y  t h e  men t h a t  h e  i n h e r i t e d  when h e  

a r r i v e d ,  t h e  Commi s s i o n e r  u s u a l l y  t o o k  t h e  G e n e r a l  C o u n s e l ' s  

a d v i c e .  So, a s  an  e x a m p l e ,  when Sam F i n e  s o m e t i m e s  w o u l d  make 

a r e c o m m e n d a t i o n  t h a t  P e t e r  H u t t  d i d n ' t  l i k e ,  M r .  H u t t  u s u a l l y  

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

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

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

Bob, I d o n ' t  know t h a t  I h a v e  much more  t o  add  t o  t h i s .  

P o r t e r :  I t  h a s  b e e n  v e r y  good.  

B r a n d e n b u r g :  T h e r e  a r e  a l l  k i n d s  o f  p e o p l e  t h a t  we c o u l d  t a l k  

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

m o r e  i m p o r t a n t  c a s e s .  O f  c o u r s e  I c a n ' t  remember  t h e m  a l l .  

U n l i k e  a l o t  o f  o t h e r  p e o p l e ,  I t o o k  no p a p e r s  w i t h  me f r o m  

Food a n d  Drug .  

P o r t e r :  Yes. 

B r a n d e n b u r g :  I h a v e  t o  d e p e n d  o n  my r e c o l l e c t i o n .  Where 

d i d  make d i a r i e s ,  I t h r e w  t h e m  away. D e s t r o y e d  them.  

P o r t e r :  W e l l ,  I t h i n k  y o u  h a v e  g i v e n  u s  a  r e a l  g o o d  s t o r y  

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

I 



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

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

T h e s e  t a p e s  e n d  u p  i n  a l l  s o r t s  o f  ways. You w o u l d  b e  s u r -

p r i s e d  t o  know t h a t  when L a r r y  Warden, I f i n i s h e d  t h e  i n t e r -

v i e w  w i t h  h i m  a n d  we s t i l l  h a d  10 m i n u t e s  o n  t h e  t a p e ,  h e  s a t  

down and... 

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

P o r t e r :  He p l a y e d  t h e  o r g a n .  So h i s  t a p e  e n d s  w i t h  a n  o r g a n  


c o n c e r t .  


B r a n d e n b u r g :  We1 1, t h a t  i s  w o n d e r f u l .  L a r r y  i s  a p a r t i c u l a r  


o l d  f r i e n d  o f  m i n e ,  a s  y o u  may know. 


Bob, I am d i s t r e s s e d  b y  w h a t  I h a v e  r e a d  i n  t h e  news-

p a p e r s ,  I h e a r  v e r y  l i t t l e  f r o m  f o r m e r  F D A ' e r s ,  b u t  i t  a p p e a r s  

t o  me t h a t  t h e  Food  a n d  D r u g  A d m i n i s t r a t i o n  h a s  a b r o g a t e d  t h e  

p a s t .  They  seem t o  b e  i n t e n t  on  r e d i s c o v e r i n g  t h e  w h e e l .  Now 

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

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

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

new d r u g s ,  a n y  a d v e r s e  r e a c t i o n s .  I t h o u g h t  we h a d  d o n e  t h a t  

maybe 2 0 - 3 0  y e a r s  ago.  

P o r t e r :  Yes. 

B r a n d e n b u r g :  These  t h i n g s  b o t h e r  me. The c o u n t e r f e i t i n g  o f  

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

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

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



t h e  F e d e r a l  T r a d e  C o m m i s s i o n .  As f a r  as  I remember  t h e r e  was 

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

a p p e a r a n c e  o f  a n o t h e r ,  y o u  know a n d  so on. 

I n  many o t h e r  f i e l d s  i t  a p p e a r s  t h e r e  has  b e e n  a g r e a t  

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

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

h i s t o r 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 e r e  we a d o p t e d  a  

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

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

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

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

i t  was v e r y  p a i n f u l .  I f  y o u  r e c a l l  t h e  P h e l p s  Dodge D e c i s i o n ,  

t h a t  k e p t  t h e  Food and  D r u g  A d m i n i s t r a t i o n  o u t  o f  w a r e h o u s e s  

f o r  s e v e r a l  y e a r s .  When t h a t  d e c i s i o n  was r e v e r s e d ,  b y  Con-

g r e s s ,  we wen t  b a c k  i n t o  t h e  w a r e h o u s e s  a n d  we made s e i z u r e s ,  

t h o u s a n d s  upon  t h o u s a n d s  o f  them,  i n  w a r e h o u s e s  t h r o u g h o u t  t h e  

U n i t e d  S t a t e s .  

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

t h i n g ,  b u t  i t  d o e s n ' t  a p p e a r  t o  be.  We h a v e  an o u t f i t  t h a t  

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

f o r c e m e n t  work .  As I s a y  s o o n e r  o r  l a t e r  t h i s  l a i s s e z  f a i r e  

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

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

s a r y  f o r  u s  t o  go o u t  and  s e i z e  a l l  o f  t h e  f l o u r  i n  c o u n t r y ,  

a s  an  examp l e ,  w h i c h  we a l m o s t  d i d  f o l  o w i n g  t h e  P h e l  p s  Dodge 

I 



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

c o n t i n u e d  t h a t  we w i 1 1  h a v e  some v e r y  b a d  h o r r o r  s t o r i e s  c o n - e 

c e r n i n g ,  a s  an  exam? e ,  a n t i b i o t i c s  w h e r e i n  l a p s e s  o f  m a n u f a c -  

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

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

w i d e s p r e a d  in j u r y .  T h i s  i s  j u s t  a  f o r e c a s t ,  b u t  I t h i n k  u n -

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

f u t u r e .  

P o r t e r :  You know Bob, w e ' d  t a l k e d  a b o u t  t h i s  i n  some o t h e r  

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

i t  w i t h  H a r v e y  Young. If y o u  go c l e a r  b a c k  t o  1906  a n d  s o r t  

o f  g r a p h - o u t  t h e  r e g u l a t o r y  s t a n c e  o f  t h e  Food  a n d  D r u g  Admin -  

i s t r a t i o n ,  y o u  t e n d  t o  g e t  k i n d  o f  a s i n e  c u r v e .  T h i s  i s n ' t  

t h e  f i r s t  t i m e  t h a t  we h a v e  g o n e  i n t o  a p e r i o d  w h e r e  t h e  com-

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

u p  a g a i n  a n d  I s u s p e c t ,  maybe y o u  a n d  I w o n ' t  s e e  i t ,  b u t  I 

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

t r i g g e r e d  b y  ... 
B r a n d e n b u r g :  I t h i n k  i t  w i l l  move u p  a n d  f o r  t h a t  v e r y  r e a -

son,  Bob, I t h i n k  i t  w i l l  b e  t r i g g e r e d  b y  some i n c i d e n t  b u t  i t  

seems a shame t h a t  i t  h a s  t o  be. I d o n ' t  t h i n k  a n  i n c i d e n t  

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

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

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

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



P o r t e r :  I u s e d  an i n t r o d u c t o r y  s t a t e m e n t  i n  t h e  t r a n s k r i p t s  

o f  t h e s e  i n t e r v i e w s  i n  w h i c h ,  I d o n ' t  q u i t e  p u t  i t  i n  t h o s e  

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

s t a r t e d  was ( F r e d  L o f s v o l d  a n d  I p r e t t y  much became c o n c e r n e d )  

t h a t  p a s t  e x p e r i e n c e  was l i t e r a l l y  b e i n g  l o s t .  I n  an  a g e n c y  

t h a t  has  g r o w n  l i k e  FDA,  t h e r e  a r e  s o  many y o u n g  p e o p l e  who 

l i t e r a l l y  d o n ' t  know w h a t  h a s  h a p p e n e d  i n  t h e  p a s t .  I f  o u r  

i n t e r v i e w s  a r e  r e a d  and  i f  t h e y  s e r v e  no  o t h e r  p u r p o s e  t h a n  t o  

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

w i l l  b e  w o r t h w h i l e .  We a r e  h o p e f u l  t h a t  t h e y  w i l l  p l a y  some 

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

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

and  t o  new C o m m i s s i o n e r s  f o r  t h a t  m a t t e r .  I f  t h e y  c a n  t a k e  

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

o f  t h a t .  These  i n t e r v i e w s  a r e  n o t  r e a l l y  i n t e n d e d  f o r  e n t e r -

t a i n m e n t ,  a l t h o u g h  some o f  t h e m  a r e  e n t e r t a i n i n g ,  b u t  i t  was 

one  o f  o u r  g o a l s ,  when we s t a r t e d  o u t  t o  do  t h i s  t h i n g ,  t o  

m a i n t a i n  some c o n t i n u i t y ,  t o  l e t  t h e  y o u n g e r  p e o p l e  know w h a t  

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

i t  and  how i t  u s e d  t o  o p e r a t e  and  w h a t  made i t  a n  a g e n c y  t h a t  

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

i n .  

B r a n d e n b u r g :  I t h i n k  i t  i s  a l a u d a b l e  p r o g r a m ,  Bob, ansd I 

h o p e  t h a t  i s  h a s  some s u c c e s s .  



P o r t e r :  W e l l ,  t h a n k  y o u  Bob, and  I c e r t a i n l y  a p p r e c i a t e  t h i s  

i n t e r v i e w  and  t h e  t i m e  y o u  h a v e  t a k e n .  T h i s  i s  t h e  e n d  o f  t h e  

t a p e .  




