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A. OBJECTIVES : 

To accumula te  a d d i t i o n a l  d a t a  on t h e  use of Daunomycin i n  a c u t e  leukemia .  

B . BACKGROUND : 

Daunomycin is a n  a n t i n e o p l a s t i c  a n t i b i o t i c  developed i n  I t a 1  b y  t h e  F a r m i t a l i a  9 Company which h a s  s u b m i t t e d  a new drug  a p p l i c a t i o n  t o  t h e  FDA p r e p a r a t o r y  t o  marke t ing  
111 i n  t h e  U n i t e d  States .  It h a s  s u c c e s s f u l l y  completed Phase  I t r i a l s  which demonstrated 

h i g h  a c t i v i t y  a g a i n s t  l eukemia  w i t h  a c c e p t a b l e  though p o t e n t i a l l y  s e r i o u s  t o x i c i t y .  
Phase I1 t r ia l s  conducted  in Europe and i n  t h e  Uni ted  S t a t e s  u n d e r  t h e  a u s p i c e s  of 
t h e  N C I  have confirmed t h e  a n t i l e u k e m i c  a c t i v i t y  hnd i n  t h e  minds of  many i n v e s t i g a t o r :  
have e s t a b l i s h e d  Daunomycin as t h e  d r u g  of  c h o i c e  i n  t h e  t r e a t m e n t  of a c u t e  myelocyt ic  
leukemia.  

Daunomycin is  a v a i l a b l e  i n  t h e  United S t a t e s  th rough N C I  which h a s  a c c e p t e d  t h e  
enc1ose.d p r o t o c o l  ( e n c l o s u r e  (1)) and h a s  a g r e e d  t o  s u p p l y  t h e  d r u g  d i r e c t l y  t o  t h e  
i n v e s t i g a t o r s .  

C. APPROACH: d 

P a t i e n t s  who a r e  e l i g i b l e  f o r  t h e  p r o t o c o l  w i l l  b e  a s k e d  t o  s i g n  a s p e c i a l  
consent  form (copy e n c l o s e d )  a f t e r  e x p l a n a t i o n  o f  t h e  d r u g ' s  use, a n t i c i p a t e d  b e n e f i t s ,  
and . t o x i c  e f f e c t s .  
w i l l  be  forwarded  t o  N C I  for i n c o r p o r a t i o n  i n t o  a l a r g e  body of i n f o r m a t i o n  b e i n g  
o b t a i n e d  on  Daunomycin. 

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

Detai ls  of t h e  p r o t o c o l  a re  g i v e n  i n  e n c l o s u r e  ( 1 ) .  

It is e s t i m a t e d  t h a t  e i g h t  p a t i e n t s  a n n u a l l y  w i l l  b e  e n t e r e d  into the p r o t o c o l .  
P a t i e n t s  w i l l  be e n t e r e d  o n l y  a f t e r  t h e y  have f a i l e d  on any a p p r o p r i a t e  ALGB p r o t o c o l .  


