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S T A T E M E N T  OF T H E  CASE AND O F  T H E  F A C T S  

0 

0 

e 

0 

0 

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

R e p l y  B r i e f  t h e  S t a t e m e n t  o f  t h e  Case and F a c t s  c o n t a i n e d  i n  h e r  

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

t h i s  b r i e f  a s  t h e y  w e r e  i n  t h e  P e t i t i o n e r ' s  i n i t i a l  b r i e f  ( i . e . ,  

R e s p o n d e n t ,  H o f f m a n n  L a R o c h e ,  I n c .  , a s  " H o f f m a n n " ,  a n d  

R e s p o n d e n t ,  Roche  B i o m e d i c a l  L a b o r a t o r i e s ,  I n c . ,  as  " R o c h e " .  The 

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

b e  u s e d  i n  t h i s  R e p l y  d r i e f  ( i . e . ,  " R . A . "  f o r  r e c o r d  o n  a p p e a l ,  

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

f o r  A p p e n d i x  t o  t h e  i n i t i a l  b r i e f ;  ' ' A X " ,  f o r  t h e  A p p e n d i x  t o  t h e  

a n s w e r  b r i e f ;  and " R X "  f o r  t h e  A p p e n d i x  t o  t h i s  r e p l y  b r i e f .  

P e t i t i o n e r  d o e s  n o t  a c c e p t  t h e  S t a t e m e n t  o f  t h e  F a c t s  

s u b m i t t e d  b y  R e s p o n d e n t s ,  a s  same i s  m i s l e a d i n g  a n d  o m i t s  i n  

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

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

o m i t t i n g  t h e  s u r r o u n d i n g  t e x t .  R e s p o n d e n t s  m i s c h a r a c t e r i z e  O r .  

G r e e n w a l d ' s  t e s t i m o n y  r a t h e r  t h a n  q u o t i n g  i t  i n  c o n t e x t  w h e r e  i t s  

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

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

P a s t e r n a c k ' s  t e s t i m o n y  w h i c h  c l e a r l y  rJas l i m i t e d  t o  a r u l i n g  o n  

h i s  e x p e r t i s e  (R.A. 4 0 9 8 - 4 1 1 5 ;  1 3 3 2 - 1 3 3 4 ) ,  and d i d  n o t  s t r i k e  h i s  

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

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

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

a r g u e s ) .  T h e  r e f e r e n c e  t o  D r .  O ' D o n n e l l  i n  P e t i t i o n e r ' s  

S t a t e m e n t  O f  T h e  C a s e  And  F a c t s  ( P a g e  11) was p r o p e r l y  made t o  

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

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

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

j u d q m e n t  m o t i o n  a f t e r  t h e  a n n o u n c e m e n t  t h a t  t h e  C o u r t  w o u l d  n o t  

c o n s i d e r  D r .  P a s t e r n a c k ' s  e x p e r t  o p i n i o n s  ( P a g e s  4 7 - 4 8 ) .  

H o f f m a n n ' s  a n s w e r s  t o  i n t e r r o g a t o r i e s  (R.A. 3 9 4 5 - 3 9 5 3 )  w e r e  c i t e d  

b y  P e t i t i o n e r ' s  I n i t i a l  B r i e f  a s  i n d i c i a  o f  t h e  f o r m  o f  

H o f f m a n n ' s  p a c k a g e  i n s e r t ;  t h e  i n s e r t ' s  v a r i a n c e  f r o m  t h e  

r e q u i r e m e n t s  o f  2 1  C F R  $ 2 0 1 . 5 7 ( f ) ( 6 ) ( e )  i s  m a n i f e s t  ( I X ,  i t e m  3 ) ,  

a n d  i t  d o e s  n o t  h a v e  t h e  b o x e d ,  b o l d  w a r n i n g s  r e q u i r e d  b y  2 1  CFR 

$ 2 0 1 . 5 7 ( e )  ( I X  i t e m  3 ) .  P e t i t i o n e r ' s  r e f e r e n c e  t o  D r .  B e n k e ' s  

f i r s t  a f f i d a v i t  (R.A. 3 5 0 7 - 3 5 1 1 )  i s  c i t e d  i n  c o n j u n c t i o n  w i t h  h i s  

s e c o n d  a f f i d a v i t  ( R . A .  3 5 0 3 - 3 5 0 5 )  w h i c h  d e m o n s t r a t e  t h a t  

c e r t a i n t y  o r  l i k e l i h o o d  o f  human f e t a l  m o n s t r o s i t i e s  was known t o  

H o f f m a n n  b u t  was c o n c e a l e d  i n  t h e  b o d y  o f  i t s  F D A  s u b m i s s i o n s .  

A s  t o  R e s p o n d e n t s '  S t a t e m e n t  o f  t h e  Case,  P e t i t i o n e r  d o e s  n o t  

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

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

s t a t e m e n t s  t h a t  P e t i t i o n e r  made n o  a t t e m p t s  t o  o b t a i n  h e a r i n g s ,  

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

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

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

R e s p o n d e n t s .  

2 



I S S U E S  P R E S E N T E D  

T h e  P e t i t i o n e r  a d h e r e s  t o  h e r  o r i g i n a l  s t a t e m e n t  o f  t h e  

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

P O I N T  I 

a 

0 

WAS S U M M A R Y  JUDGMENT E R R O R  B E C A U S E  MATERIAL  
I S S U E S  OF FACT E X I T E D  SUPPORTING ALLEGATIONS 
THAT ( A )  A C C U T A N E  I S  S O  UNSAFE T H A T  M A R K E T I N G  
I T  A T  ALL  I S  UNREASONABLY D A N G E R O U S ,  ( B )  
ALTERNATIVELY,  A C C U T A N E  W A S  UNREASONABLY 
D A N G E R O U S  A S  MARKETED W I T H  I N A D E Q U A T E  
W A R N I N G S ,  INSTRUCTIONS A N D  SAFEGUARDS, A N D  ( C )  
R E S P O N D E N T S  FRAUDULENTLY CONCEALED A C C U T A N E ' S  
T R U E  D E G R E E  OF D A N G E R ?  

P O I N T  I 1  

WHETHER T H E R E  WAS SUFFICIENT E V I D E N C E  OF LEGAL 
C A U S E  I N  T H E  R E C O R D  T O  P R E V E N T  S U M M A R Y  
J U D G M E N T ?  

POINT I 1 1  

D I D  THE RULINGS OF T H E  TRIAL C O U R T  A N D  STATUS 
OF D I S C O V E R Y  M A D E  ENTRY OF S U M M A R Y  J U D G M E N T  
E R R O R ?  

ARGUMENT 

0 I N T R O D U C T I O N :  R e p l y  t o  J u r i s d i c t i o n a l  C h a l  l e n g e  I n  I n t r o d u c t i o n  
t o  R e s p o n d e n t s '  A r g u m e n t .  

3 



T h i s  C o u r t  h a s  a c c e p t e d  j u r i s d i c t i o n  b a s e d  o n  c o n f l i c t l .  Once 

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

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

M u l t i p l e  L i n e  I n s .  C o .  v .  F a r i s h ,  4 6 4  S o . 2 d  5 3 0  ( F l a .  1 9 8 5 ) ;  

T y r u s  v .  A p a l a c h i c o l a  N o r t h e r n  R a i l r o a d  Co., 1 3 0  So.2d 5 8 0  ( F l a .  

1 9 6 1 ) .  I t  i s  u n i m p o r t a n t  a s  t o  j u r i s d i c t i o n  w h e t h e r  t h e  T h i r d  

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

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

I .  Reply t o  Respondents' Argument on P e t i t i o n e r ' s  Point I 

A .  Fac t s  Ex i s ted  t o  Support A l l e g a t i o n s  t h a t  Accutane 
Is So Unsafe T h a t  Marketing I t  A t  A l l  Was Unreasonably 
Dangerous. 

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

e 

C o n t r a r y  t o  R e s p o n d e n t s '  a r g u m e n t  t h a t  w o u l d  i m m u n i z e  t h e m  

f r o m  s t r i c t  l i a b i l i t y ,  U . S .  C o u r t s  w h i c h  h a v e  f u l l y  a n a l y z e d  t h e  
e-  

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

a 

1 e 

a 

R e s p o n d e n t s '  a t t e m p t  t o  r e o p e n  t h e  j u r i s d i c t i o n a l  i s s u e  i n  t h e  
A n s w e r  B r i e f  ( p .  1 2 - 1 3 )  r a i s e s  p o i n t s  b o t h  i n c o r r e c t  a n d  
i m m a t e r i a l .  I n c o r r e c t ;  b e c a u s e  t h e  T h i r d  D i s t r i c t ' s  a l t e r n a t e  
b a s i s  f o r  i t s  r u l i n g  ( l e g a l  c a u s e )  c o n f l i c t e d - d i r e c t l y  w i t h  R i c c i  
v .  P a r k e - D a v i s  & Co., 4 9 1  So.2d 1 1 8 2  ( F l a .  4 t h  D C A  1 9 8 6 )  as n o t e d  
a t  p a g e s  / - 8  o f t h e  B r i e f  o f  P e t i t i o n e r  o n  J u r i s d i c t i o n  w h e r e  
c a s e  c o n f l i c t  a b o u t  t h e  e x i s t e n c e  o f  p r o x i m a t e  ( l e g a l )  c a u s e  
u n d e r  s i m i l a r  f a c t s  i s  h i g h l i g h t e d .  R e s p o n d e n t s  a r g u m e n t  i s  
i m m a t e r i a l  t o  t h i s  C o u r t ' s  j u r i s d i c t i o n ,  a s  a n y  c o n f l i c t  i n  
o p i n i o n s ,  e v e n  a c o n f l i c t  b a s e d  o n  o b i t e r  d i c t u m ,  e s t a b l i s h e s  
j u r i s d i c t i o n .  G a r c i a  v .  C e d a r s  o f  L e b a n o n  Hosp.  Corp . ,  4 4 4  So.2d 
538,  n .  3 ( F l a .  3 d  D C A  1 9 8 4 ) ;  Sweet  v .  J o s e p h s o n ,  1 7 3  So.2d 4 4 4  
( F l a .  1 9 6 5 ) ;  S t a t e  v .  M o o r e ' s  E s t a t e ,  1 5 3  So.2d 8 1 9  ( F l a .  1 9 6 3 ) ;  
Sunad,  I n c .  v .  C i t y  o f  S a r a s o t a ,  1 2 2  So.2d 6 1 1  ( F l a .  1 9 6 0 ) .  
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S i n c e  m o s t  d r u g s  p o s s e s s  b o t h  u t i l i t y  and r i s k  o f  d a n g e r ,  
a t w o - s t e p  a n a l y s i s  h a s  b e e n  u t i l i z e d  b y  t h e  c o u r t s .  
I n i t i a l l y ,  t h e  c o u r t  s h o u l d  d e t e r m i n e  w h e t h e r  t h e  p r o d u c t  
i s  u n s a f e  t o  s u c h  a d e g r e e  t h a t  p l a c i n g  t h e  p r o d u c t  o n  
t h e  m a r k e t ,  a l o n e ,  i s  u n r e a s o n a b l y  d a n g e r o u s  p e r  s e .  The 
c o u r t  s h o u l d  f u r t h e r  e x a m i n e  w h e t h e r  t h e  p r o d u c t  h a s  b e e n  
p l a c e d  i n  t h e  s t r e a m  o f  c o m m e r c e  w i t h o u t  a d e q u a t e  
s a f e g u a r d s  and i s  t h e r e b y  r e n d e r e d  u n r e a s o n a b l y  d a n g e r o u s  
as m a r k e t e d .  I n  e i t h e r  c a s e ,  t h e  R e s t a t e m e n t  d e f i n e s  a n  
u n r e a s o n a b l y  d a n g e r o u s  p r o d u c t ,  i n  t e r m s  o f  t h e  u s e r ' s  
i n t e r e s t ,  a s  b e i n g  a p r o d u c t  t h a t  i s  d a n g e r o u s  t o  a 
d e g r e e  b e y o n d  t h a t  c o n t e m p l a t e d  b j  an o r d i n a r y  c o n s u m e r .  
I n  t e r m s  o f  t h e  s e l l e r ' s  r e s p o n s i b i l i t y ,  an u n r e a s o n a b l y  
d a n g e r o u s  p r o d u c t  i s  o n e  t h a t  i s  " s o  d a n g e r o u s  t h a t  a 
r e a s o n a b l e  man w o u l d  n o t  s e l l  t h e  p r o d u c t  i f  h e  k n e w  t h e  
r i s k  i n v o l v e d .  The r e a s o n a b l e  man s t a n d a r d  s e t  f o r t h  i n  
t h e  R e s t a t e m e n t  b e c o m e s  t h e  k e y  t o  a b a l a n c i n g  t e s t  
w h e r e b y  t h e  u t i l i t y  o f  t h e  p r o d u c t  i s  w e i g h e d  a g a i n s t  a n y  
d a n g e r s  o f  h a r m  t h a t  m a y  b e  c a u s e d  b y  t h e  p r o d u c t ' s  
i n t r o d u c t i o n  i n t o  commerce.  

M a e d g e n ,  ' ' A  S u r v e y  o f  Law R e g a r d i n g  T h e  L i a b i l i t y  o f  
* 

M a n u f a c t u r e r s  and S e l l e r s  o f  D r u g  P r o d u c t s  and M e d i c a l  D e v i c e s " ,  

1 8  S t .  M a r y ' s  L . J .  395 ,  a t  4 0 0  ( 1 9 8 6 ) ;  - See K i n n e y  v .  H u t c h i n s o n ,  
I) 

4 6 8  So.2d 7 1 4  ( L a .  C t .  App. 1 9 8 5 ) .  

A l e a d i n g  c a s e  i s  F e l d m a n  v .  L e d e r l e  L a b o r a t o r i e s ,  4 7 9  A. 2 n d  

3 7 4  ( N . J .  1 9 8 4 ) .  T h e  d r u g  m a n u f a c t u r e r  made t h e  same a r g u m e n t s  
0 

i n  F e l d m a n  t h a t  t h e y  h a v e  a t t e m p t e d  h e r e  i n  F l o r i d a .  New J e r s e y  

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

s t r i c t  l i a b i l i t y  l a w ;  a n d  t h a t  t h e  R e s t a t e m e n t ' s  c o m m e n t  k 

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

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

h o l d  a s  a m a t t e r  o f  l a w  a n d  p o l i c y  t h a t  a l l  p r e s c r i p t i o n  d r u g s  0 
t h a t  a r e  u n s a f e  a r e  u n a v o i d a b l y  s o .  F e l d m a n ,  S u p r a ;  a t  3 8 2 ,  

3 8 3 2 .  B r o w n  v .  S u p e r i o r  C o u r t ,  245  C a l .  R p t r .  412,  7 5 1  P.2d 4 7 0  

" D r u g s ,  l i k e  a n y  o t h e r  p r o d u c t s ,  m a y  c o n t a i n  d e f e c t s  t h a t  c o u l d  e 
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( C a l .  1 9 8 8 )  and C o l l i n s  v .  K a r o l l ,  2 3 1  C a l .  R p t r .  396 ( C a l .  App. 

1 9 8 6 )  a r e  p o o r l y  r e a s o n e d .  I t  i s  c l e a r  t h a t  t h e  C o l l i n s  h o l d i n g  

t h a t  FDA a p p r o v a l  c o n c l u s i v e l y  d e t e r m i n e s  f a c t u a l  i s s u e s  as t o  
I) 

r i s k / b e n e f i t ,  e c t . ,  i s  n o t  l o g i c a l l y  v a l i d  as t h e  FDA p r o c e s s  o f  

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

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

o f  g r i e v a n c e s  t h r o L g h  t h e  C o u r t s .  I t  i s  a l s o  c l e a r  t h e  t h e  B rown  

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

i n v o l v i n g  a m i n i m a l l y  b e n e f i c i a l  d r u g  l i k e  A c c u t a n e .  G i v e n  t h e  
0 

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

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

F e l d m a n  and  l e g a l  s c h o l a r s 3  . 
The i s s u e  o f  r i s k / b e n e f i t  a n a l y s i s  i s  e v i d e n t i a r y ,  and s h o u l d  

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

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

0 

a 
h a v e  b e e n  a v o i d e d  b y  b e t t e r  m a n u f a c t u r i n g  o r  d e s i g n .  W h e t h e r  a 
d r u g  i s  u n a v o i d a b l y  u n s a f e  L a n d  t h u s  e n t i t l e d  t o  t r e a t m e n t  u n d e r  
comment  k ]  s h o u l d  b e  d e c i d e d  o n  a c a s e - b y - c a s e  b a s i s . "  F e l d m a n ,  
S u p r a ,  a t  383.  " T h e  e m p h a s i s  o f  t h e  s t r i c t  l i a b i l i t y  d o c t r i n e  i's 
u p o n  t h e  s a f e t y  o f  t h e  p r o d u c t ,  r a t h e r  t h a n  t h e  r e a s o n a b l e n e s s  o f  
t h e  m a n u f a c t u r e r ' s  c o n d u c t . . ,  t h e  d o c t r i n e  o f  s t r i c t  l i a b i l i t y  
assumes t h a t  e n t e r p r i s e s  s h o u l d  b e  r e s p o n s i b l e  f o r  d a m a g e s  t o  
c o n s u m e r s  r e s u l t i n q  f r o m  d e f e c t i v e  p r o d u c t s  r e q a r d l e s s  o f  f a u l t " .  
F e l d m a n ,  S u p r a ;  a t  3 8 5 .  The C o u r t  t h e n  goes o n  t o  s e t  f o r t h  
c r i t e r i a  f o r  d e t e r m i n a t i o n  o f  l i a b i l i t y  i n  t h e  c o u r t r o o m ,  
i n c l u d i n g  b u r d e n  o f  p r o o f ,  e c t .  

a See  t h e  d e t a i l e d  a n a l y s i s  o f  p r e c e d e n t ,  l o g i c  a n d  p o l i c y  
c o n t a i n e d  i n  t h e  t w o  a p p e n d e d  a r t i c l e s .  S e l k e ,  "An  E s c a p e  f r o m  
S t r i c t  L i a b i  l i t y :  P h a r m a c e u t i c a l  M a n u f a c t u r e r s '  R e s p o n s i b i  l i t y  
f o r  D r u g - R e l a t e d  I n j u r i e s  u n d e r  Comment k t o  S e c t i o n  402A o f  t h e  
R e s t a t e m e n t  ( S e c o n d )  o f  T o r t s " ,  23 Duq. L.R. 1 9 9  ( 1 9 8 4 ) ;  K e l l y ,  
" P r e s c r i p t i o n  D r u g s  a n d  S t r i c t  L i a b i l i t y :  T h e  F l a w  i n  t h e  
O i n t m e n t " ,  19  P a c i f i c  L.J .  1 9 3  ( 1 9 8 7 ) .  0 
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t h e  p h a r m a c e u t i c a l  p r o d u c t  q u a l i f i e s  u n d e r  c o m m e n t  k f o r  

m a r k e t i n g .  T o n e r  v .  L e d e r l e  L a b o r a t o r i e s ,  1 1 2  I d a h o  328,  7 3 2  

P.2d 2 9 7  ( I d a h o  1 9 8 7 ) .  

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

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

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

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

F o r  l a c k  o f  s p a c e ,  P e t i t i o n e r  c a n n o t  s t a t e  h e r e  h e r  

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

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

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

e l s e w h e r e  h e r e i n .  

C o n t r a r y  t o  R e s p o n d e n t  I s  c o n t e n t i o n ,  d e p o s i t i o n  E x h i b i t  1 7  

( q u o t e d  i n  t h e  i n i t i a l  b r i e f )  i s  i n  t h e  r e c o r d 4 .  

D r .  B e n k e ' s  t e s t i m o n y  and a f f i d a v i t s  a l s o  c l e a r l y  r a i s e s  t h e  

i s s u e  o f  r i s k  v e r s u s  b e n e f i t ,  as do  t h e  a u t h o r i t i e s  c o n t a i n e d  i n  

t h e  d e p o s i t i o n  e x h i b i t s .  T h e  i n c i d e n c e  o f  t h e  h o r r i b l e  s i d e  

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

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

B .  F a c t s  E x i s t e d  To S u p p o r t  A l l e g a t i o n s  T h a t  A c c u t a n e  
Was M a r k e t e d  W i t h  I n a d e q u a t e  I n s t r u c t i o n s  And Warn ings;  
And I t  C o u l d  N o t  Be S a i d  As A M a t t e r  O f  Law T h a t  T h e  
Warn ings  Were Adequate .  

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

See b o x e d  e x h i b i t s  a c c o m p a n y i n g  d o c u m e n t a r y  r e c o r d ,  d e s c r i b e d  i n  
C l e r k ' s  I n d e x .  A c o p y  i s  a p p e n d e d  f o r  r e f e r e n c e .  ( R X  5 ) .  
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This Court has already accepted conflict jurisdiction based 

upon the conflicts asserted i n  Petitioner's juridictional briefs. 

Respondents argument that t h e  adequacy of pharmaceutical 

warnings should be determined as a matter of law by judges is 

wrong. Arguing that judges have t h e  intellectual abilities to 

make such a factual f i n d i n g  misses the point. Florida's law is 

constitutionally governed, and guarantees litigants a right to 

jury determination of factual disputes. Art 1, 0 22, Fla. Const. 

This Court is not free to disregard this principle i n  favor o f  

convenience, "flattering" appeals to judicial intelligence, or 

policy arguments for industry favortism6. 

Respondents' argument o n  this issue is especially 

inappropriate in this case, where the evidence before the Circuit 

Court7 certainly established an issue which could not be resolved 

5 Petitioner's jurisdictional brief contains an adequate response 
to Respondents argument on  pages 2 0 - 2 3  concerning existence of 
conflict. The purpose of conflict jurisdiction, of course, is to 
remedy both actual and apparent conflict,. The four cases 
establishing jurisdiction present an actual conflict with the 
Third District's Felix decision. 

6 See Drahota v. Taylor Construction Company, 89 So.2d 16, at 18 

7 For example, see Mr. Ziskind's Supplemental Affidavit, which the 
trial court found admissible and purportedly considered i n  
arriving at its ruling at the hearing. Ziskind's competent 
expert analysis found Hoffmann's package insert inadequate, 
misleading and unreasonably insufficient by standards applicable 
to FDA regulated warnings ( R A  3517-3519). A copy of said 
affidavit is attached to the appendix to this Reply Brief for 
this Court's convenience. ( R X  1-4). Allowing judges t o  
subjectively interpret medical warnings would m a k e  judges 
ultimate arbiters of their adequacy without benefit of medical or 
industrial expertise. 

(Fla. 5 
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m e r e l y  by  a j u d i c i a l  r e a d i n g ,  i . e . ,  w h e t h e r  p h a r m a c e u t i c a l  

i n d u s t r y  s t a n d a r d s  w e r e  met by  H O F F M A N N ' S  o r i g i n a l  p a c k a g e  

i n s e r t .  

P e t i t i o n e r  t a k e s  i s s u e  w i t h  t h e  unsuppor t ed  a s s e r t i o n  i n  t h e  

0 

Q 

0 

0 

0 

Answer B r i e f  a l l e g i n g  i t  t o  be  t o o  g r e a t  a b u r d e n  o n  t h e  

p h a r m a c e u t i c a l  i n d u s t r y  t o  de fend  i t s  p r o d u c t  warn ings  i n  c o u r t .  

T h i s  argument c a n n o t  evade  t h e  c o n s t i t u t i o n a l  i s s u e s ,  b u t  a s i d e  

f r o m  t h a t ,  n u m e r o u s  c o u r t s 8  and l e g a l  s c h o l a r s 9  have found such 

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

commercial  i n d u s t r y  which c o u l d  n o t  couch an argument f o r  f a v o r e d  

t r e a t m e n t  i n  t h e  same l a n g u a g e .  R e c e n t  e x p e r i e n c e  i n  F l o r i d a  

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

' i n t e r e s t s  o b t a i n i n g  j u d i c i  a1  f a v o r t  i sm. 

R e s p o n d e n t s  argument t h a t  wherever  a package i n s e r t  m e n t i o n s  

t h e  e x a c t  s i d e  e f f e c t  s u f f e r e d  i t  must be  f o u n d  a d e q u a t e  a s  a 

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

i s s u e  r e c o g n i z e d  by t h i s  C o u r t  i n  T a m p a  D r u g  C o .  Y .  Wait ,  103  

S o . 2 d  6 0 3  ( F l a .  1 9 5 8 ) ,  t h a t  i t  i s  n o t  o n l y  t h e  c o n t e n t  b u t  t h e  

d e g r e e  o f  i n t e n s i t y  of t h e  w a r n i n g  wh ich  a l l o w s  a j u r y  t o  d r a w  

v a r i e d  i n f e r e n c e s .  Here  i t  m i g h t  be  added  t h a t  a j u r y ' s  

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

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

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

0 
8 Fe ldman v .  L e d e r l e  L a b o r a t o r i e s ,  S u p r a ;  T o n e r  v .  L e d e r l e  

9 S e l k e r ,  S u p r a ;  215-219. Also s e e  K e l l e y ,  Supra  a t  2 0 1 ,  n .  7 2 .  
L a b o r a t o r i e s ,  S u p r a ;  
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e f f e c t s  h a d  m u c h  m o r e  i n t e n s e  a n d  p r o m i n e n t  p a c k a g e  i n s e r t  

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

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

J o h n s o n  v .  A m e r i c a n  C y a n a m i d  Co., 7 1 8  P.2d 1 3 1 8  ( K a n .  1 9 8 6 )  

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

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

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

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

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

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

t h e  i n g e s t i o n  p e r i o d .  T h e  i n a d e q u a c y  o f  A c c u t a n e  w a r n i n g s  i s  

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

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

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

p a c k a g e  i n s e r t  was i n  u s e .  ( S e e  i n i t i a l  B r i e f ,  p a g e  40, n o t e  1) 

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

p a g e  2 5  o f  R e s p o n d e n t s '  B r i e f  t h a t  A c c u t a n e ' s  w a r n i n g  h a d  b e e n  

a p p r o v e d  b y  t h e  F D A ,  w h i c h  i s  n o t  c o n c e d e d  b y  P e t i t i o n e r .  I t  i s  

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

k n o w l e d g e  as t o  t h e  d r u g ' s  d a n g e r o u s  p o t e n t i a l .  See d i s c u s s i o n  

o f  e v i d e n c e  o f  f r a u d u l e n t  c o n c e a l m e n t ,  i n f r a .  F u r t h e r m o r e ,  t h e  

a c t u a l  l a n g u a g e  o f  A c c u t a n e ' s  p a c k a g e  i n s e r t  v a r i e d  s i g n i f i c a n t l y  

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

i n  t h e  I n i t i a l  B r i e f ,  and was on  i t s  f a c e  i n  c o n f l i c t  t h e r e w i t h .  

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

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

t h e  e x i s t i n g  w a r n i n g s  may n o t  b e  s u f f i c i e n t .  - See 2 1  CFR 5 1 3 0 . 9 ;  
0 

F e l d m a n  v .  L e d e r l e  L a b o r a t o r i e s ,  S u p r a ;  a t  3 8 9 - 3 9 1 .  

R e s p o n d e n t s  f a l s e l y  a s s e r t  i n  t h e i r  A n s w e r  B r i e f  t h a t  M r .  

0 
Z i s k i n d ' s  a f f i d a v i t  was n o t  a c c e p t e d  b y  t h e  C i r c u i t  C o u r t  w h e n  

t h e  o p p o s i t e  i s  t r u e  ( s e e  c i t e  i n f r a . )  M r .  Z i s k i n d  s p e c i f i c a l l y  

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

a f f i d a v i t s .  A c o p y  o f  h i s  s u p p l e m e n t a l  a f f i d a v i t  (RA 3 5 1 7 - 3 5 1 9 )  

i s  appended  t o  t h i s  B r i e f  (RX 1 - 4 )  f o r  c o n v e n i e n c e .  

0 

C. The record fails to support the trial court's entry 
o f  a summary judgment on the allegations of fraudulent 
representation to the Food and Drug Administration in 
Hoffmann's efforts t o  seek Federal Approval for 
Accutane's Market Release. 

T h e r e  i s  no d i s p u t e  a s  t o  F l o r i d a ' s  r e q u i r e m e n t  t h a t  t h e  

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

e s t a b l i s h i n g  a n e g a t i v e ,  i . e . ,  t h e  l a c k  o f  d i s p u t e d  i s s u e s  o f  
0 

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

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

M o r r i s ,  475 So.2d 6 6 6  ( F l a .  1 9 8 5 ) ;  and c a s e s  c i t e d  t h e r e i n .  W i t h  

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

e v i d e n c e  s u p p o r t i n g  R e s p o n d e n t s '  c o n t e n t i o n  t h a t  n o  s u c h  i s s u e  

e x i s t e d  and R e s p o n d e n t s '  Answer  B r i e f  makes no  s h o w i n g  t h e r e o f .  

0 

P e t i t i o n e r ' s  o n g o i n g  a t t e m p t s  t o  o b t a i n  d i s c o v e r y  when  t h e  

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

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

r a r e l y  a p p r o p r i a t e  u n d e r  a n y  c i r c u m s t a n c e s .  N e s s i m  v .  DeLoache,  

0 3 8 4  S o . 2 d  1 3 4 1  ( F l a .  3d  D C A  1 9 8 6 ) .  
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I t  i s  i n c o r r e c t  t h a t  t h e  p a c k a g e  i n s e r t  l a n g u a g e  e v i d e n c e d  

t h e  r e q u i s i t e  n e g a t i v e  a s  R e s p o n d e n t ' s  A n s w e r  B r i e f  s u g g e s t s .  

N o r  d o e s  E d w a r d  B e t o f f ' s  a f f i d a v i t  c o n c e r n  t h e  i s s u e  o f  w h e t h e r  

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

r i s k s  v e r s u s  i t s  b e n e f i t s  w e r e  f u r n i s h e d  t o  t h e  F D A  (RA 787,  A X  

1 - 2 ) .  S a i d  a f f i d a v i t  d o e s  n o t  d i s c u s s  t h e  i s s u e  o f  f r a u d .  T h e  

e x i s t e n c e  o f  t h e  u n a n s w e r e d  f r a u d  a1 l e g a t i o n s  s h o u l d  a l o n e  h a v e  

p r e v e n t e d  summary j u d g m e n t .  

1 1 .  T h e r e  Was Sufficient Evidence O f  Legal Cause In t h e  
Record To Prevent Summary Judgment. 

a. No d i s p u t e  t h a t  e v i d e n c e  o f  p e r  se u n r e a s o n a b l y  
d a n g e r o u s  p r o d u c t  was e v i d e n c e  o f  l e g a l  c a u s e  o f  damage. 

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

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

' l i a b i l i t y  f o r  m a r k e t i n g  a p e r  s e  u n r e a s o n a b l y  d a n g e r o u s  p r o d u c t  

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

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

r e a s o n a b l e  a l t e r n a t i v e  t r e a t m e n t  a v a i l a b l e .  R e s p o n d e n t s  make no  

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

u n r e a s o n a b l y  d a n g e r o u s  p e r  se ,  i t s  m a r k e t i n g  b y  R e s p o n d e n t s  was a 

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

t h e r e f o r e  c o n c e d e d  b y  R e s p o n d e n t s .  

b .  C o n f l i c t s  i n  e v i d e n c e  and i n c o n c l u s i v e  e v i d e n c e  o f  
R e s p o n d e n t s  a l l o w  i n f e r e n c e  t h a t  i n a d e q u a t e  i n s t r u c t i o n s  
and w a r n i n g s  w e r e  l e g a l  c a u s e  o f  damages.  

R e s p o n d e n t s '  A n s w e r  B r i e f  a t  p a g e s  27 t o  2 9  w r o n g l y  a s s e r t s  

. .  

I 
t h a t  P e t i t i o n e r  d o e s  n o t  d i s p u t e  K e s p o n a e n t s '  c n a r a c z e r i z a t l o n s  

0 o f  t h e  f a c t s  r e l a t i n g  t o  O r .  G r e e n w a l d ' s  k n o w l e d g e ,  u n d e r s t a n d i n g  
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o r  a p p r e c i a t i o n  o f  t h e  d a n g e r o u s  s i d e  e f f e c t s  o f  A c c u t a n e .  

P e t i t i o n e r  b e l i e v e s  t h e  T h i r d  D i s t r i c t  " s w a l l o w e d "  s u c h  

c h a r a c t e r i z a t i o n s 1 0  c o n t a i n e d  i n  t h e  A p p e l  l e e s '  B r i e f  r a t h e r  t h a n  

f u l  l y  i n v e s t i g a t i n g  w h a t  D r .  G r e e n w a l d  a c t u a l l y  s a i d  ( q u o t e d  a t  

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

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

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

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

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

A c c u t a n e  b y  H o f f m a n n ' s  p r o m o t i o n s  b e l i e v i n g  i t  a " w o n d e r  d r u g " .  

S e e  p a g e  3 6  t o  37 o f  t h e  I n i t i a l  B r i e f .  H i s  a c t u a l  b e h a v i o r ,  as  
8 

d e s c r i b e d  b y  Y o l a n d a  F e l i x ,  c e r t a i n l y  d i d  n o t  d i s p l a y  a n  

a p p r e c i a t i o n  o f  t h e  p r o d u c t ' s  d e a d l y  p o t e n t i a l  ( s e e  p a g e s  35 and 

0 

0 

36 ,  I n i t i a l  B r i e f ) .  D r .  G r e e n w a l d  d i d  n o t  s a y  h e  k n e w  a b o u t  t h e  

d a n g e r s  a n d  m a d e  a m i s t a k e ,  o r  f o r g o t ,  or  d e l i b e r a t e l y  

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

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

t h e  i n f o r m a t i o n  h e  o b t a i n e d  f r o m  H o f f m a n n .  (RA 2471,  2 4 7 2 ) .  H i s  

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

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

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

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

10 T h e s e  i n c o r r e c t  c h a r a c t e r i z a t i o n s  o f  D r .  G r e e n w a l d ' s  k n o w l e d g e  
a r e  a g a i n  made b y  R e s p o n d e n t s ,  w i t h o u t  r e c o r d  c i t a t i o n s ,  o n  p a g e s  
2 7  t o  2 9 ;  a n d  i n  R e s p o n d e n t s '  S t a t e m e n t  o f  F a c t s  s u c h  
c h a r a c t e r i z a t i o n s  a r e  m a d e ,  a c c o m p a n i e d  b y  c i t a t i o n s  t o  t h e  
r e c o r d  w h i c h  w h e n  r e c e i v e d  i n d i c a t e  s e r i o u s  d o u b t  a s  t o  t h e  
d o c t o r ' s  k n o w l e d g e  and a p p r e c i a t i o n .  
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a v a i l a b l e  t o  a j u r y  upon t h e  r e c o r d  f a c t s .  R e s p o n d e n t s  f a i l e d  t o  

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

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

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

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

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

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

damages.  

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

v .  P a r k e - D a v i s  81 Company ,  4 9 1  S o . 2 d  1182 ( F l a .  4 t h  D C A  1 9 8 6 ) ,  

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

b e c a u s e  o f  t h e  v a l i d  i n f e r e n c e  t h a t  D r .  G r e e n w a l d ' s  i n f o r m a t i o n  

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

a 

a 

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

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

R e s p o n d e n t s  do n o t  d i s p u t e  t h a t  a j u r y  i s  f r e e  t o  i n f e r  t h a t  

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

t h e y  w o u l d  h a v e  b e e n  f o l l o w e d .  

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

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

1 1 1 .  The Rulings O f  The Trial Court A n d  Status O f  
Discovery Made Entry O f  Summary Judgment Error 

1. R e v i s e d  P a c k a a e  I n s e r t s .  

P e t i t i o n e r  a g a i n  a r g u e s  t h a t  t h e  d e c i s i o n  i n  J e e p  C o r p .  

v .  M u r r a y ,  708  P .  2d 297 [ N e v a d a  1 9 8 5 ) ,  i s  a b e t t e r  d e t e r m i n a t i o n  

o f  t h e  a p p l i c a b i l i t y  o f  an e v i d e n t i a r y  s t a t u t e  i d e n t i c a l  t o  F l a .  
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S t a t .  5 9 0 . 4 0 7  t h a n  r e c e n t  d e c i s i o n s  o f  t h e  d i s t r i c t  c o u r t s  o f  

F l o r i d a .  T h e  l a n g u a g e  o f  9 9 0 . 4 0 7  i s  c o u c h e d  i n  t e r m s  o f  

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

b e  i n a p p l i c a b l e  t o  s t r i c t  l i a b i l i t y  p r o d u c t s  l i t i g a t i o n .  See - 
J e e p  C o r p . ,  s u p r a .  A l t h o u g h  n o t  s t r i c t l y  n e c e s s a r y  f o r  P e t i t i o n e r  

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

a d o p t i o n  o f  t h e  b e t t e r  r u l e .  

I n  r e s p o n s e  t o  R e s p o n d e n t s '  c o m m e n t s  o n  t h e  s i g n i f i c a n c e  o f  

L a k e  v .  K o n s t a n t i n u ,  1 8 9  S o . 2 d  1 7 1  ( F l a .  2 n d  D C A  1 9 6 6 ) ,  

P e t i t i o n e r  w o u l d  c o n t e n d  , ,hat  L a k e ,  i n  a d d i t i o n  t o  i t s  

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

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

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

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

a t  t r i a l .  

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

t h a n  i n  s u m m a r y  j u d g m e n t  h e a r i n g s .  S e e  H o l l  v .  T a l c o t t ,  1 9 1  

So.2d 4 0  ( F l a .  1 9 6 6 ) .  P e t i t i o n e r  d o e s  n o t  mean t o  i m p l y  t h a t  t h e  

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

T h e y  s h o u l d  b e  a d m i s s i b l e  a s  s e t  f o r t h  i n  P o i n t  I 1 1  o f  t h e  

I n i t i a l  B r i e f .  

C o n t r a r y  t o  t h e  s u g g e s t i o n  i n  R e s p o n d e n t ' s  A n s w e r  B r i e f ,  a t  

p a g e  30, i t  i s  HOFFMANN'S p l e a d i n g s  a n d  n o t  t h e  e v i d e n c e  o f  i t s  

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

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

HOFFMANN t o  s u p p o r t  i t s  c l a i m  t h a t  i t s  w a r n i n g s  w e r e  r e a s o n a b l y  
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safe bring into play t h e  exceptions t o  t h e  subsequent change 

evidence rule, as described in Murray v. Almaden Vineyards, 4 2 9  

So.'Zd 24 (Fla. 2 n d  DCA 1 9 8 3 ) .  Therefore t h e  altered product 

inserts were clearly admissible f o r  the purpose relied on by 

Petitioner .I1 

This evidence, which directly established a factual issue 

contrdry to the motion for summary judgment, should have been 

considered by the Circuit Court. 

2. Dr. Pasternack's testimony 

Appellant's Initial Brief, pages 4 1  t o  4 6 ,  sufficiently 

counters nearly all of Respondents' argument concerning t h e  

admissability of Dr. Pasternack's testimony. T h e  applicable 

standard as to admitting evidence i n  opposition t o summary 

judgment (ignored by Respondents') must be applied consistent 

with Holl v. Talcott, 1 9 1  So.2d 40, (Fla. 1 9 6 6 ) .  The affidavits 

a n d  other testimony were clearly competent under Holl v. 

Talcott's standards, and the opinions were reasonable and 

consistent with the  medical research and information on which 

they were based. Given Dr. Pasternack's qualifications (see 

page 4 1  of the Initial Brief) his testimony was at least 

competent for presentation to the trier of fact, where it could 

1 1  Also, Johns-Manvil le Sales Corp. v. Janssens, 4 6 3  So.2d 242 (Fla. 
1st DCA 1 9 8 4 )  is an exception based upon continuing fraud, not 
impeachment a s  asserted in Respondent's Answer Brief, and is 
applicable to the instant facts. 
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b e  w e i g h e d  a s  m i g h t  b e  p r o p e r .  The j u d g e ' s  r o l e  i n  c o n s i d e r i n g  

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

w i t h  i t  h i m s e l f .  

R e s p o n d e n t s '  m i s s t a t e m e n t  t h a t  t h e  r e c o r d  d i d  n o t  i n c l u d e  D r .  

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

S t a t e m e n t  o f  F a c t s  h e r e i n .  I t  i s  c l e a r  t h a t  t h e  C o u r t ' s  o r d e r ,  

( R . A .  1 3 3 2 - 1 3 3 4 )  c l a r i f i e d  b y  t h e  t r a n s c r i p t  ( R . A .  4 0 9 8 - 4 1 1 5 )  

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

t e s t i m o n y  b a s e d  u p o n  R e s p o n d e n t s '  c o u n s e l ' s  a r g u m e n t  b e f o r e  J u d g e  

G a l e  t h a t  t h e  i s s u e  o f  s u f f i c i e n c y  o f  A c c u t a n e ' s  p a c k a g e  i n s e r t  

was n o t  a s u b j e c t  f o r  e x p e r t  t e s t i m o n y .  ( R . A .  4 1 0 3 )  R e s p o n d e n t s  

t h e n  r e v e r s e d  t h i s  p o s i t i o n  b e f o r e  J u d g e  K n i g h t  when  a t  t h e  

s u m m a r y  j u d g m e n t  h e a r i n g  t h e y  a r g u e d  t h e r e  was  i n s u f f i c i e n t  

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

3 .  - I n c o m p l e t e  d i s c o v e r y .  

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

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

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

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

o b t a i n e d ,  b u t  t h e n  r e a d ,  a n a l y z e d ,  a n d  p r o v i d e d  t o  e x p e r t  

w i t n e s s e s .  

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

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

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

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

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

I, P e t i t i o n e r .  I n  a n y  e v e n t ,  t h e  m a s t e r ' s  o n l y  f i n d i n g  was  t h a t  

H o f f m a n n  h a d  n o t  " u n r e a s o n a b l y  i m p e d e d  d i s c o v e r y " l 2 ,  T h e r e  was 

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

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

R e s p o n d e n t s '  a r g u m e n t  amounts  t o  a s t a t e m e n t  t h a t  a f t e r  two y e a r s  

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

e f o r  P e t i t i o n e r s  t o  j u m p  t h r o u g h ,  a s s e r t i n g  ( w i t h o u t  a n y  

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

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

o f  a n y  c o u r t ' s  o r d e r ,  t h a t  no p r o d u c t i o n  would be p r o v i d e d  i f  t h e  

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

s t a t e  i n  t h e  n e x t  e i g h t  weeks .  I t  i s  h a r d l y  s u r p r i s i n g  t h a t  t h i s  

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

v o l u n t a r i l y  b e  p r o d u c e d  was made a t  t h e  same moment R e s p o n d e n t s  

r e - n o t i c e d  t h e i r  m o t i o n  f o r  s u m m a r y  j u d g m e n t  ( A X  2 2 ) .  T h e  t i m e  

o f f e r e d  b y  t h e  l e t t e r  was  o b v i o u s l y  k n o w n  t o  t h e  w r i t e r  t o  b e  

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

compel a n y  o b v i o u s l y  d e l e t e d  i t e m s ,  e t c .  

1 2  T h e  c h a r a c t e r i z a t i o n  o f  t h e  m a s t e r ' s  r u l i n g  i n  R e s p o n d e n t s '  
Answer B r i e f  a t  p a g e  35 i s  n o t  s u p p o r t e d  by t h e  t r a n s c r i p t  c i t e d  
t o .  
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C O N C L U S I O N  

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

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

p h a r m a c e u t i c a l  p r o d u c t  w h i c h  i s  u n r e a s o n a b l y  d a n g e r o u s  p e r  se  and * 
t h e  r e c o r d  d e m o n s t r a t e s  e x i s t e n c e  o f  an i s s u e  o f  f a c t  as  t o  s u c h  

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

r e c o r d  a l s o  d e m o n s t r a t e s  e x i s t e n c e  o f  an i s s u e  o f  f a c t  c o n c e r n i n g  0 

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

r e q u i r e s  r e s o l u t i o n  b y  a j u r y .  The r e c o r d  d o e s  n o t  i n d i c a t e  a n  

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

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

e v i d e n c e  o f  s u b s e q u e n t  w a r n i n g  r e v i s i o n s  a n d  D r .  P a s t e r n a c k ' s  

e x p e r t  t e s t i m o n y .  The r e c o r d  d e m o n s t r a t e s  t h a t  i t  was e r r o r  t o  *. 
c o n s i d e r  t h e  m o t i o n  f o r  s u m m a r y  j u d g m e n t  b e f o r e  P e t i t i o n e r  was 

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

o p p o s i n g  a f f i d a v i t s  . m 

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

r e v e r s e d .  
a 

R e s p e c t f u l l y  s u b m i t t e d ,  

LAW OFFICES OF J E F F R E Y  P .  K A I S E R  
A t t o r n e y  f o r  t h e  P e t i t i o n e r  
1 5 4 7 6  N.W.  7 7 t h  C o u r t  - S u i t e  3 1 5  
M i a m i  L a k e s ,  F l o r i d a  33016  
P H :  ( 3 0 5 )  8 2 2 - 8 4 8 4  

B 
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