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P o i n t  I 

P o i n t  I1 

P o i n t  111 

P o i n t  I V  

P o i n t  V 

ISSUES PRESENTED FOR REVIEW 

WHETHER THE FOURTH DCA SHOULD BE 
QUASHED FOR AGREEING WITH THE TRIAL 
COURT THAT THE EVIDENCE PRESENTED A 
JURY QUESTION AS TO THE ADEQUACY 
OF UPJOHN'S WARNING CONTAINED I N  
THE PACKAGE INSERT? 

WHETHER THE FOURTH DCA SHOULD BE 
QUASHED FOR IMPLYING (WITHOUT 
STATING) THAT THE EVIDENCE PRESENTED 
A JURY QUESTION ON THE CAUSAL 
CONNECTION BETWEEN THE INADEQUATE 
WARNING AND THE P L A I N T I F F ' S  I N J U R I E S ?  

WHETHER THE FOURTH DCA SHOULD BE 
QUASHED FOR IMPLYING (WITHOUT 
STATING) THAT THE ISSUE O F  FORE- 
SEEABILITY O F  P L A I N T I F F ' S  I N J U R I E S  
WAS FOR THE JURY? 

WHETHER THE FOURTH DCA SHOULD BE 
QUASHED FOR IMPLYING (WITHOUT 
STATING) THAT THE JURY'S F I N D I N G S  
WERE NOT CONTRARY TO THE MANIFEST 
WEIGHT OF THE EVIDENCE? 

WHETHER THE FOURTH DCA SHOULD BE 
QUASHED FOR HOLDING THERE WAS NO 
EVIDENCE OF COMPARATIVE NEGLIGENCE 
ON THE PART OF THE P L A I N T I F F  TO 
JUSTIFY A REDUCTION OF HER DAMAGES? 
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STATEMENT O F  THE CASE AND FACTS 

Upjohn's s t a t emen t  of f a c t s  must be supplemented because 

c e r t a i n  important  f a c t s  have been omi t ted  and because Upjohn 

i n  a rgu ing  e n t i t l e m e n t  t o  a d i r e c t e d  v e r d i c t ,  i s  s t i l l  n o t  

p r e s e n t i n g  t h e  fac ts  i n  a l i g h t  m o s t  f avo rab le  t o  t h e  p l a i n-  

t i f f  (as thcy  w e r e  cons idered  by t h e  Fourth  DCA).  F i r s t ,  it 

i s  necessary  f o r  t h i s  c o u r t  t o  unders tand more about t h e  

n a t u r e  of t h e  drug,  Depo-Provera, and i t s  h i s t o r y .  

Depo-Provera i s  c l a s s i f i e d  as a s t e r o i d  t ype  drug (T.  

252) and acts as a s y n t h e t i c  f o r m  of proges te rone  (App. 1; 

T.  282) .  I n  t h e  normal woman t h e  hypothalamus and p i t u i t a r y  

gland c o n t r o l  t h e  process  of  o v u l a t i o n  and mens t rua l  b l e e d i n  

(R.  2502-2503; Roshan Depo. a t  pp. 24-25; T. 284) .  Depo- 

Provera  i n h i b i t s  t h e  s e c r e t i o n  of p i t u i t a r y  gonadotropin 

which, i n  t u r n ,  i n h i b i t s  ovu la t ion .  (App. 1; R. 1 0 9 0 ,  Levy 

Depo a t  p. 34; T.  460- 461 ,  536 ) .  Most f r e q u e n t l y  it causes  

women t o  hecome zmeiiorrheac, meaning they  do n o t  o v u l a t e  o r  

have any mens t rua l  b leed ing .  (T .  4 6 1 ,  288, 291 ,  521) .  T h i s  

u s u a l l y  l a s t s  f o r  about t h r e e  months a f t e r  each i n j e c t i o n  of 

t h e  drug.  (R.  1 0 7 6 ,  Levy Depo p. 2 0 ) .  

Unlike some o t h e r  forms of con t r acep t ion ,  t h i s  drug 

u s u a l l y  causes  t h e  woman n o t  t o  have any mens t rua l  p e r i o d s  

f o r  as long as she i s  on t h e  drug.  When t h e  drug therapy  i s  

taken  away, normal c y c l e  t y p i c a l l y  r e t u r n s .  I n  extreme case 

it may t a k e  up t o  1 8  months f o r  mens t rua t ion  and f e r t i l i t y  

t o  r e t u r n .  (App. 2 ,  p .  2 ) .  

-2- 
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Depo-Provera w a s  o r i g i n a l l y  marketed by Upjohn i n  1 9 6 0  tl 

t r e a t  m u l t i p l e  d i f f e r e n t  gynecolog ica l  problerhs i nc lud ing  

h a b i t u a l  abo r t i ons .  ( F l e t c h e r  Depo a t  p. 1 2 ;  T. 454, 2 9 2 ) .  

Although it has  n o t  been approved by t h e  FDA i n  t h i s  count ry  

t o  be used as a means of con t r acep t ion ,  it has  been approved 

i n  a t  leas t  20 t o  30 o t h e r  c o u n t r i e s  f o r  purposes  of cont ra-  

c e p t i o n  and t h a t  f a c t  has  been publ i shed  widely i n  f o r e i g n  

and American medical  l i t e r a t u r e .  (T .  852, 138, 7 1 4 ) .  I t  i s  

known by m o s t  American doc to r s .  (T. 833) .  Although Depo- 

Provera  has  n o t  y e t  been a major money maker i n  t h i s  count ry  

Upjohn admit ted it has  been t r y i n g  f o r  y e a r s  t o  g e t  FDA 

approval  of t h e  drug t o  be used f o r  con t r acep t ion .  (T.  111, 

130; See a l s o  R. 2501-2520; Roshan Depo. a t  pp. 23-24). Upjc 

admit ted a t  t r i a l  it w a s  aware t h a t  a number of  American 

d o c t o r s  w e r e  u s ing  t h e  drug f o r  c o n t r a c e p t i v e  purposes .  (T.  

138, 7 1 ,  8 0 ) .  The OB/GYN Advisory C o m m i t t e e  of t h e  FDA 

recommended t o  t h e  FDA i n  1973 t h a t  Depo-Provera should be 

approved f o r  use  as a c o n t r a c e p t i v e  as long as a p p r o p r i a t e  

warnings accompanied it (T.  728; R. 2 2 4 2 ) .  The widespread 

use of Depo-Provera f o r  con t r acep t ion  i n  t h e  United S t a t e s  

became a matter of such concern t h a t  i n  1973 t h e r e  w e r e  

hea r ings  i n i t i a t e d  by Congress t o  i n v e s t i g a t e  it. (T.  739, 

850) .  

When t h e  p l a i n t i f f ,  Anne Macmurdo, f i r s t  went t o  D r .  

Levy i n  May of  1 9 7 4  she w a s  twenty- three  y e a r s  o l d  and 

unmarried. (T .  1 2 0 ,  550) .  She had no c h i l d r e n  of h e r  own. 

She w a s  b l eed ing  f r o m  an I U D  ( i n t r a - u t e r i n e  c o n t r a c e p t i v e  

- 3- 
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device)  which had t o  be removed and a l t e r n a t i v e  forms of con- 

t r a c e p t i o n  had t o  be explored .  ( R .  1 0 9 6 ) .  S ince she had a l s  

p rev ious ly  exper ienced o t h e r  t ypes  of adverse  p h y s i o l o g i c a l  

r e a c t i o n s  t o  b i r t h  c o n t r o l  p i l l s ,  D r .  Levy ( a  board c e r t i f i e d  

OB/GYN wi th  t e n  y e a r s  exper ience)  p r e s c r i b e d  an i n j e c t i o n  of  

250 Mg. of Depo-Provera f o r  con t r acep t ion .  (R. 1136-1137; 

Levy Depo. p. 80-81; T. 4 7 9 ) .  

Contrary  t o  t h e  s t a t emen t s  i n  Upjohn's b r i e f ,  D r .  Levy d i  

n o t  t e s t i f y  he w a s  aware t h a t  Depo-Provera w a s  n o t  ''recommend 

by t h e  manufacturer  f o r  con t r acep t ion .  H e  t e s t i f i e d  he has  

r ead  t h e  package i n s e r t  and he knows t h e  drug i s  " ind ica t ed"  

f o r  use as p a l l i a t i v e  t r ea tmen t  f o r  i nope rab le  endomet r ia l  

cancer. '  ( R .  1084, Levy Depo. p. 28; R. 2883-2884, 2286).  

The package i n s e r t  does n o t  s t a t e  t h a t  t h e  manufacturer  does 

n o t  recommend t h e  use  of t h e  drug f o r  con t r acep t ion ,  it m e r e 1  

a d v i s e s  t h e  d o c t o r  t h a t  it i s  s t i l l  be ing  i n v e s t i g a t e d  f o r  

t h a t  use  and has  n o t  r ece ived  FDA approval  f o r  t h a t  i nd i ca-  

t i o n .  (App. 1). U s e  f o r  con t r acep t ion  i s  n o t  l i s t e d  as a 

" c o n t r a i n d i c a t i o n "  on t h e  package i n s e r t ,  nor  does Upjohn 

s p e c i f i c a l l y  recommend a g a i n s t  t h a t  use .  (App. 1). Although 

i t s  use  f o r  "undiagnosed v a g i n a l  b leed ing"  i s  c o n t r a i n d i c a t e d  

D r .  Levy expla ined  t h a t  p l a i n t i f f ' s  b l eed ing  w a s  diagnosed by 

him as be ing  secondary t o  h e r  I U D ,  so h i s  p r e s c r i p t i o n  of 

Depo-Provera as an a l t e r n a t i i v e  con t r acep t ion  was no t  cont ra-  

- 

- 

- 

1. The word " ind ica t ed"  on a package i n s e r t  i s  unders too  
t o  mean a use  approved by t h e  FDA; n o t  what t h e  drug manufac- 
t u r e r  recommends. ( T .  314) .  Thus when Upjohn says  t h e  drug 
was no t  " i n d i c a t e d "  by t h e  manufacturer  f o r  a c e r t a i n  use ,  
t h a t  i s  a non- sequi tur .  

- 

-4- 
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i n d i c a t e d  on t h e  package i n s e r t .  (R. 1 0 9 6 ;  Levy Depo. p. 4 0 )  

D r .  Levy t e s t i f i e d  he w a s  t r a i n e d  as a f i r s t - y e a r  r e s i d e r  

t o  use  Depo-Provera f o r  con t r acep t ion  and used it f r e q u e n t l y .  

(R.  1081-1082, Levy Depo. pp. 25-26; R. 1137, Levy Depo. p. 

8 1 ) .  

t i o n  t o  him from Upjohn no t  t o  use  t h e  drug f o r  con t r acep t io r  

(R.  1083; Levy Depo. p. 2 7 ) .  When he gave it t o  p l a i n t i f f  

he t o l d  h e r  she  would probably go f o r  a whi le  wi thout  having 

menstrual  pe r iods .  (R. 1 0 7 6 :  Levy Depo. p. 2 0 ) .  

H e  does - no t  cons ide r  t h e  package i n s e r t  t o  be a d i r e c -  

Another e x p e r t  agreed t h a t  t h e  package i n s e r t  w a s  no t  a 

d i r e c t i o n  by t h e  manufacturer  t o  t h e  d o c t o r  n o t  t o  use  t h e  

drug f o r  con t r acep t ion .  D r .  Benjamin i s  a Ph.D. i n  c l i n i c a l  

pharmacology (T .  239-2401 who has  worked over  t h e  y e a r s  f o r  

s e v e r a l  major pharmaceut ical  companies (eg., P f i z e r ;  Hoffman- 

LaRoche; R o r e r ;  Revlon Heal th  Care) and has  vas t  exper ience  

i n  working on i n v e s t i g a t i o n a l  new drugs  and p repa r ing  app l i c i  

t i o n s  t o  t h e  FDA f o r  approval  of new drugs .  (T. 245, 250-25: 

255) .  H e  ha s  s u b s t a n t i a l  exper ience  i n  w r i t i n g  package in se i  

(T.  2 9 9 ,  309) .  D r .  Benjamin t e s t i f i e d  t h e r e  i s  terminology 

customary i n  t h e  i n d u s t r y  f o r  g e t t i n g  c e r t a i n  messages across 

wi th  d i f f e r e n t  degrees  of f o r c e ,  and if Upjohn r e a l l y  intendt 

t o  d i scourage  d o c t o r s  from us ing  Depo-Provera as a cont ra-  

c e p t i v e  it could have simply s t a t e d  on t h e  package i n s e r t  thi 

it w a s  no t  recommended f o r  t h a t  use .  T. 312-313). 

D r .  Benjamin expla ined  t h e  di f fere , .ce  t h a t  would be 

commonly understood i n  t h e  i n d u s t r y  between us ing  c e r t a i n  

t e r m s  i n  t h e  package i n s e r t :  

-5- 
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A. 

Q .  

A. 

A. 

' N o t  i n d i c a t e d '  meant t h a t  it wasn ' t  
approved f o r  t h a t  i n d i c a t i o n  by t h e  FDA. 
'Not recommended' would mean r e g a r d l e s s  
of what i t s  s t a t u s  w a s ,  t h a t  t h e  
manufacturer  d i d n ' t  t h i n k  you should 
use it f o r  t h a t .  

Does t h z t  language appear  i n  t h e  
package i n s e r t ,  ' n o t  recommended'? 

. . . my b e s t  
does no t .  

* 

. . . you cou 

r e c o l l e c t i o n  i s  t h a t  it 
(T.  3 1 4 ) .  

* * 

d b a s i c a l l y  p u t  whatever 
you want t o  i n  t h e  p a c k a g e - i n s e r t  as 
long as t h e  FDA f i n a l l y  approves t h e  
wording. So how you phrase  it i s  
r e a l l y  up t o  you t o  dec ide  as t h e  
manufacturer  of t h e  medicat ion.  (T .  3 7 3 ) .  

Even Upjohn's own OB/GYN e x p e r t ,  D r .  L e v i t t ,  agreed on 

cross examination t h a t  t h e  package i n s e r t  does no t  say t h a t  

Depo-Provera i s  n o t  recommended by t h e  manufacturer  f o r  con- 

t r a c e p t i v e  purposes.  (T .  8 4 8 ) .  There are o t h e r  u ses  t h a t  

are e x p r e s s l y  "not  recommended" b u t  con t r acep t ion  i s  n o t  one 

of  them. (T.  8 4 8 - 8 4 9 ) .  (For ex . ,  usage i n  pregnancy o r  wher 

a woman i s  a l r eady  exper ienc ing  amenorrhea o r  dys func t iona l  

b l eed ing  i s  "not  recommended." See App. 1, p. 1. Compare 

t h a t  language wi th  113 on t h e  package i n s e r t  r ega rd ing  use  

f o r  con t r acep t ion . )  

Another one of Upjohn's e x p e r t s ,  D r .  Connell  ( a  p rofesso i  

of OB/GYN a t  Emory Un ive r s i t y )  t e s t i f i e d  t h a t  it i s  n o t  

i l l e g a l  o r  even unusual  f o r  a phys i c i an  t o  use  a drug f o r  an 

i n d i c a t i o n  n o t  approved by t h e  FDA, provided t h e r e  i s  suppori 

f o r  such use  i n  t h e  medical  community and i n  t h e  l i t e r a t u r e .  

(T.  7 2 7 ) .  She s t a t e d :  
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. . . so many drugs  ac tua l l y  are used f o r  
i n d i c a t i o n s  t h a t  are n o t  FDA approved, b u t  
provided i t ' s  done w i t h i n  t h e  c o n t e x t  of  
good medical  p r a c t i c e .  [ I f 3  i t ' s  a 
p r a c t i c e  used by phys i c i ans  i n  a comparable 
c l i n i c  s i t u a t i o n  and t h e r e  i s  no cont ra -  
i n d i c a t i o n  t o  t h e  use  of t h a t  drug,  then  
i t ' s  c l e a r l y  accep tab le  and it i s  no case 
i l l e g a l .  (T .  7 2 7 ) .  

The f i r s t  i n j e c t i o n  of Depo-Provera given t o  t h e  p l a i n t i f  

by D r .  Levy i n  May, 1 9 7 4 ,  a c t e d  as expected and caused 

amenorrhea ( l a c k  of  mens t rua l  p e r i o d )  f o r  t h r e e  months (T. 

552-553). On August 6 ,  1 9 7 4 ,  p l a i n t i f f  r ece ived  a second in-  

j e c t i o n  of Depo-Provera from D r .  Shapi ro  i n  M i a m i ,  f o r  con- 

t r a c e p t i o n .  H e  t e s t i f i e d  he w a s  aware t h a t  it w a s  being 

r o u t i n e l y  used by family  planning c e n t e r s  as a c o n t r a c e p t i v e  

( T .  501-502). However, t h e  second i n j e c t i o n  had a t o t a l l y  

d i f f e r e n t  r e a c t i o n  on t h e  p l a i n t i f f .  I n s t e a d  of becoming 

amenorrheac she  had heavy mens t rua l  b l eed ing  cont inuous ly  

wi thout  l e t  up. (T .  553) .  A t  f i r s t  she  t r i e d  t o  c o n t r o l  it 

through n u t r i c i a n  and e v e n t u a l l y ,  when t h a t  d i d  n o t  h e l p  and 

she had been b l eed ing  non- stop f o r  f o u r  months, she  r e tu rned  

t o  see D r .  Levy i n  New Orleans  i n  December, 1 9 7 4  (T. 553) .  

When D r .  Levy performed t h e  hysterectomy a month l a t e r  i n  

January,  1975, she  s t i l l  had n o t  stopped b l eed ing  (making it 

f i v e  months) and a t  t h i s  p o i n t  she  w a s  "boarder- l ine  anemic." 

Before being i n j e c t e d  wi th  Depo-Provera t h e  p l a i n t i f f  hac 

no p r i o r  medical  h i s t o r y  of having such prolonged i n t e r -  

mens t rua l  b leed ing .  H e r  p r i o r  problems wi th  b l eed ing  were 

r e l a t e d  t o  t h e  I U D s  she  a t tempted t o  u s e  and she d i d  n o t  
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otherwise  have such a problem. (R .  2516; T. 485, 487, 556, 

567-568). She d i d  have i r r e g u l a r  mens t rua l  pe r iods  when she  

w a s  a teenager  ( R .  25141, b u t  D r .  Roshan t e s t i f i e d  t h a t  i s  

n o t  uncommon f o r  a young woman du r ing  h e r  f i r s t  s e v e r a l  year:  

of menstruat ion.  ( R .  2515). I r r e g u l a r  p e r i o d s  i s  n o t  what 

she  w a s  s u f f e r i n g  from a f t e r  she  w a s  i n j e c t e d  wi th  Depo-Provc 

When p l a i n t i f f  r e tu rned  t o  D r .  Levy i n  December 1 9 7 4 ,  

wi th  symptoms of having been b leed ing  nonstop fo r  f o u r  month: 

D r .  Levy w a s  a t  a disadvantage because Upjohn knew somethin5 

t h a t  he d i d  n o t .  I t  i s  undisputed Upjohn w a s  aware t h a t  pric 

t e s t  r e s u l t s  wi th  Depo-Provera showed t h a t  i n  women who had 

been i n j e c t e d  f o r  t h e  f i r s t  t i m e  about 33% exper ienced 

seve re  prolonged mens t rua l  b l eed ing  and i n  women who had beer 

i n j e c t e d  t w i c e  t h e  f i g u r e  w a s  around 23% t o  27% (R.  2489- 

2 4 9 0 ;  Schwal l ie  Depo a t  54; T.  458, 326, 4 6 2 ) .  There w a s  

e x p e r t  tes t imony from D r .  Roshan, a board c e r t i f i e d  OB/GYN 

who t eaches  i n  medical  school  (R .  2481, 2483) and who has  hac 

s u b s t a n t i a l  exper ience  wi th  t h e  use  of Depo-Provera ( R .  

2485) ,  t h a t  p l a i n t i f f ' s  heavy prolonged b l eed ing  a f t e r  t h e  

second i n j e c t i o n  of Depo-Provera w a s  d i r e c t l y  r e l a t e d  t o  t h e  

drug.  ( R .  2 4 9 4 ,  2522; 2387-2388). 

D r .  Levy t e s t i f i e d  t h a t  when p l a i n t i f f  r e tu rned  t o  h i s  

o f f i c e  i n  December, 1 9 7 4 ,  and January,  1975, she  w a s  s u f f e r -  

i n g  from a c o n d i t i o n  (dysmenorrhea which i s  p a i n f u l  and 

dys func t iona l  b l eed ing )  which, i n  h i s  op in ion ,  w a s  - n o t  l istec 

as a p o s s i b l e  adverse  r e a c t i o n  on t h e  package i n s e r t  t o  Depo- 

Provera.  ( R .  1097-1098, Levy Depo. pp. 4 1- 4 2 ) .  For t h a t  

-8- 

a. 



I 

eason,  D r .  Levy t e s t i f i e d  he d i d  n o t  cons ide r  a t  t h a t  t i m e  

h a t  Depo-Provera might have been caus ing  h e r  dys func t iona l  

l leeding because it i s  supposed t o  have t h e  oppos i t e  e f f e c t  

i . e . ,  it i s  supposed t o  cause  amenorrhea). (R.  1113-1114; 

levy Depo, pp. 57-58). D r .  Levy s t a t e d ,  " I f  I thought  h e r  

:h ie f  complaints  w e r e  d i r e c t l y  r e l a t e d  t o  t h e  drug,  I obvious 

rould have suggested she no t  t a k e  it any m o r e . "  (R. 1143; 

)epo Levy, p. 8 7 ) .  

D r .  Shapi ro  agreed t h e s e  symptoms were _I_ n o t  l i s t e d  by 

Jpjohn on i t s  package i n s e r t  as  p o s s i b l e  adverse  r e a c t i o n s  

:o t h e  drug.  

- n s e r t  which are even remotely a p p l i c a b l e  are "breakthrough 

) leed ing ,  " s p o t t i n g "  and "change i n  mens t rua l  flow. 'I (App. 

L ) .  D r .  Shapiro  s t a t e d  t h a t  "prolonged b leed ing"  i s  a separz 

zondi t ion from " i r r e g u l a r  b leed ing"  or  even "heavy b leed ing .  

(T .  486) .  H e  t e s t i f i e d  t h a t  nothing i n  t h e  package i n s e r t  

sould have p u t  him on n o t i c e  t h a t  t h e  drug could cause  such 

2xcessive b leed ing .  The on ly  t h i n g  it p u t  him on n o t i c e  of 

nTas t h a t  it could cause prolonged i r r e g u l a r  s t a i n i n g ,  b u t  no1 

?rolonged heavy b leed ing .  (T.  503-505). H e  s t a t e d  a t  t r i a l  

Nothing t h a t  you've seen i n  w r i t i n g  
inc lud ing  package i n s e r t  ha s  t o l d  you 
d i f f e r e n t l y ;  i s  t h a t  c o r r e c t ?  

The only adverse  r e a c t i o n s  l i s t e d  on t h e  packac 

Q.  

A. About r e f e r e n c e  t o  heavy b leed ing?  

Q. Excessive b leed ing .  

A. Correct. (T .  503) .  

* * * 

Q.  C e r t a i n l y  d i d n ' t  t h i n k  t h a t  a woman 

-9- 



I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 

I 

could have exces s ive  b l eed ing  f o r  
30 days a month? 

A. N o .  

(1. Nobody from Upjohn. 

A. Excessive b l eed ing  prolonged? 

(1. Nobody from Upjohn t o l d  you any 
d i f f e r e n t l y ?  

A. N o .  (T.  504-505). 

Accordingly,  Upjohn i s  i n  error when it states i n  i t s  

b r i e f  t h a t  n e i t h e r -D r .  Levy nor  D r .  Shapi ro  t e s t i f i e d  t h a t  t l  

package i n s e r t  w a s  i n s u f f i c i e n t  t o  p l a c e  them on n o t i c e  t h a t  

Depo-Provera involved t h e  p o s s i b i l i t y  of prolonged b leed ing .  

I n  a c t u a l i t y  they bo th  t e s t i f i e d  t o  t h a t  e f f e c t .  

D r .  Benjamin ( t h e  Ph.D. i n  c l i n i c a l  pharmacology) a l so  

agreed wi th  t h i s .  H e  t e s t i f i e d  t h a t  he read  a l l  t h e  medical  

r eco rds  as w e l l  as t h e  d e p o s i t i o n s  of D r s .  Levy and Shapiro  

and appa ren t ly  n e t i h e r  one of them w e r e  aware t h a t  Depo- 

Provera  can cause  excessive b l eed ing  from 11 t o  30 days a 

month. (T .  423).  H e  t hen  t e s t i f i e d :  

Q.  D r .  Benjamin, do you have an op in ion  
t o  a reasonable  degree  of p r o b a b i l i t y  
w i t h i n  your p r o f e s s i o n  as t o  whether 
o r  n o t  a package i n s e r t ,  i n  e f f e c t ,  f o r  
Depo-Provera i n  1 9 7 4  w a s  e f f e c t i v e  t o  
warn d o c t o r s  about  t h e  inc idence  of 
exces s ive  b l eed ing  as w e  de f ined  it, 
namely, from 11 t o  30 days? 

A. I d o n ' t  t h i n k  it accomplished t h a t  
goa l .  ~ 0 . 2  (T.  332-333; 9 7 1 ) .  

2 .  Th is  tes t imony was o r i g i n a l l y  p r o f f e r e d  o u t s i d e  t h e  
j u r y ' s  presence (T .  332-333), however, l a t e r  i n  t h e  t r i a l  it 
w a s  read  t o  t h e  j u r y  du r ing  p l a i n t i f f ' s  p r e s e n t a t i o n  of 
r e b u t t a l  evidence.  (See T ,  930, 952, 962-963, 971,  973) .  
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Upjohn asserts several  t i m e s  i n  i t s  b r i e f  t h a t  t h e  

package i n s e r t  w a s  a s u f f i c i e n t  warning because it l i s t e d  

"breakthrough b leed ing"  as an adverse  r e a c t i o n .  Upjohn s t a t e s  

t h a t  "breakthrough b leed ing"  encompasses a l l  b leed ing  beyond 

t h e  normal mens t rua l  pe r iod  ( i n i t i a l  b r i e f  a t  p. 1 2 ,  1 3 )  

which w a s  " t h e  very problem encountered by t h e  p l a i n t i f f "  

( i n i t i a l  b r i e f  a t  p. 25 ) .  That  i s  n o t  correct. The evidence 

a t  t r i a l  w a s  t h a t  "breakthrough b leed ing"  ( u s u a l l y  associatec: 

wi th  o r a l  c o n t r a c e p t i v e s )  means t h e r e  i s  some cont inued 

i r r e g u l a r  s p o t t i n g  a f t e r  t h e  normal f i v e  day b l eed ing  pe r iod  

has ended. (T .  425-426). I t  i s  a completely d i f f e r e n t  

cond i t i on  than  exces s ive  and prolonged heavy in t e r- mens t rua l  

b leed ing .  (T.  4 2 6 ) .  

The p l a i n t i f f ' s  r e a c t i o n  t o  t h e  drug ( exces s ive  and pro-  

longed dys func t iona l  b l eed ing  l a s t i n g  f o r  s e v e r a l  months 

wi thout  s t o p )  w a s  n o t  l i s t e d  on t h e  package i n s e r t  as a 

p o s s i b l e  adverse  r e a c t i o n  t o  Depo-Provera. Because D r .  Levy 

d i d  n o t  unders tand ( s i n c e  he w a s  n o t  warned) t h a t  i n  roughly 

one f o u r t h  of t h e  cases Depo-Provera produces such prolonged 

in t e r- mens t rua l  b leed ing ,  he m i s i n t e r p r e t e d  p l a i n t i f f ' s  

symptoms and he recommended a hysterectomy, t o  which p l a i n t i i i f  

consented.  

s i n c e  p l a i n t i f f ' s  symptoms would have probably subsided 

g r a d u a l l y  on t h e i r  own a f t e r  t h e  e f f e c t  of t h e  Depo-Provera 

w e a r s  o f f .  

We - now know t h e  hysterectomy w a s  n o t  necessary  

FACTS PERTINENT TO P O I N T  I V  

A s  a r e s u l t  of t h e  hysterectomy, p l a i n t i f f  w i l l  never be 
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a b l e  t o  b e a r  c h i l d r e n .  (T.  158; R. 2548).  I n  i t s  a l t e r n a-  

t i v e  argument (no t  addressed by t h e  Fourth  DCA below), Upjoh 

asserts t h a t  even i f  it i s  l i a b l e  f o r  n e g l i g e n t  f a i l u r e  t o  

warn t h e  damages should n o t  i nc lude  t h e  hysterectomy because 

p l a i n t i f f  wanted t o  become s te r i le  and she f r e e l y  e l e c t e d  t h  

hysterectomy al though it w a s  n o t  medica l ly  necessary .  

Upjohn a t tempted t o  c o n s t r u c t  t h i s  theory  a t  t r i a l ,  t h e r e  

w a s  s u b s t a n t i a l  evidence t o  t h e  c o n t r a r y  which t h e  j u r y  w a s  

j u s t i f i e d  i n  b e l i e v i n g .  

While 

P l a i n t i f f  t e s t i f i e d  she went t o  D r .  Levy t o  s t o p  t h e  

b l eed ing  and by t h a t  t i m e  she  w a s  so d e s p e r a t e  she would hav 

agreed t o  anyth ing  t h e  doc to r  recommended t o  s t o p  it. (T .  

6 0 7 ,  560) .  She w a s  almost anemic by t h a t  t i m e .  (T.  7 9 9 ) .  

D r .  Levy t o l d  h e r  it could be stopped w i t h  a hysterectomy. 

(T .  6 0 7 ,  613) .  She w a s  adament i n  t e s t i f y i n g  she d i d  - n o t  

r e q u e s t  s t e r i l i z a t i o n  ( T .  560, 608 ) ,  she  - only  reques ted  r e l i  

from t h e  b leed ing .  (T .  6 0 9 ) .  The t r i a l  judge exp res s ly  

noted t h e r e  w a s  c r e d i b l e  evidence p l a i n t i f f  w a s  f r a n t i c  

about  t h e  b l eed ing  by t h e  t i m e  she  had t h e  hysterectomy. 

(T .  6 6 4 ) .  

D r .  Levy t e s t i f i e d  t h a t  when p l a i n t i f f  f i r s t  came t o  hirr 

i n  May, 1 9 7 4 ,  she  d i d  n o t  t e l l  him she  wanted t o  become 

s te r i le  b u t  on ly  t h a t  she  w a s  no t  ready y e t  t o  become 

pregnant .  (R.  1153-1154; Levy Depo. pp. 97-98; T. 6 1 9 ) .  Sh  

w a s  twenty- three  y e a r s  o l d  and unmarried. D r .  Levy admitted 

he d i d  n o t  g i v e  p l a i n t i f f  any a l t e r n a t i v e s  t o  a l l e v i a t e  h e r  

b leed ing  o t h e r  than  a hysterectomy. ( R .  1 1 1 2 ;  Levy Depo. p. 
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5 6 ) .  A t  ano the r  p o i n t  i n  h i s  d e p o s i t i o n  D r .  Levy s a i d  he d i  

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

she l a t e r  reques ted  it, and he gave h e r  m o r e  t han  one al ter-  

n a t i v e .  ( R .  1102-1103; Levy Depo. pp. 4 6- 4 7 ) .  

P l a i n t i f f ' s  mother t e s t i f i e d  t h a t  p l a i n t i f f  never  i n d i-  

c a t e d  she  d i d  no t  d e s i r e  t o  ever have c h i l d r e n  (T.  1 4 7 )  o r  

t h a t  she  wanted a hysterectomy (T.  1 4 8 ) .  

There w a s  evidence p re sen ted  t h a t  i f  p l a i n t i f f  on ly  

wanted t o  become s ter i le  she could have had a tuba1  l i g a t i o n  

(had h e r  f a l l o p i a n  tubes  t i e d )  which i s  much less i n v a s i v e  

than  a hysterectomy. (T.  4 9 0- 4 9 1 ) .  However, t h a t  would n o t  

have a l l e v i a t e d  h e r  b l eed ing  problem. (R.  2548; Roshan Depo 

p. 7 0 ) .  

Upjohn's b r i e f  mentions ( a t  pp. 6- 7)  t h e  un fo r tuna t e  

ep isode  i n  1 9 7 0  when p l a i n t i f f  became pregnant  and gave b i r t  

t o  a s t i l l b o r n  f e t u s .  Upjohn b e l i e v e s  t h a t  ep i sode  demon- 

strates t h a t  p l a i n t i f f  had a s t r o n g  mot iva t ion  f o r  avoiding 

pregnancy (even t o  t h e  p o i n t  of e l e c t i n g  t o  become s t e r i l e ) .  

However, t h e r e  w a s  only  a 5% chance t h a t  such a cond i t i on  

could  r e c u r  i n  another  c h i l d .  (T .  575; R. 1133, Levy Depo. 

p.  7 7 ) .  

The j u r y  r e j e c t e d  t h i s  theory  cons t ruc t ed  by Upjohn and 

r e t u r n e d  a v e r d i c t  f i n d i n g  t h a t  Upjohn's n e g l i g e n t  f a i l u r e  t 

warn w a s  t h e  l e g a l  cause of p l a i n t i f f ' s  i n j u r i e s .  (R.  2570) 

FACTS PERTINENT TO P O I N T  V 

Upjohn r a i s e d  comparative negl igence as an a f f i r m a t i v e  

defense  wi thout  a l l e g i n g  any u l t i m a t e  f a c t s  as t o  how p l a i n-  
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t i f f  may have been neg l igen t .  (R. 1 6 8 9 ) .  A t  t h e  close of 

Upjohn's case P l a i n t i f f  moved f o r  a d i r e c t e d  v e r d i c t  on t h e  

defense  of comparative negl igence.  A t  f i r s t  t h e  lower c o u r t  

s t a t e d  it w a s  i n c l i n e d  t o  g r a n t  t h e  motion: 

The Court: I d o n ' t  t h i n k  t h a t  t h e r e  
i s  an i s s u e  of  c o n t r i b u t o r y  
or  comparative negl igence.  

* 

[ P l a i n t i f f  ' s  
Counsel] : 

The Court: 

[Defense 
Counsel] : 

* * 

I w a s  going t o  move on t h e  
d i r e c t e d  v e r d i c t  on comparative.  

I j u s t  c a n ' t  see - - 

My theo ry  of t h e  case i s  as 
fo l lows  so t h e  c o u r t  knows 
where I ' m  going. 

She reques ted  it [ t h e  hys t e r-  
ectomy], w e  are n o t  l i a b l e  f o r  
it. 

The Court: T h a t ' s  no t  comparative 
neg l igence ,  t h a t ' s  a d e n i a l  
of t h e  c l a i m .  

[Defense 
Counsel] : I ' m  no t  a rgu ing  wi th  t h e  c o u r t  

on t h a t .  (T.  8 8 1 ) .  

However, a few minutes la ter  t h e  c o u r t ,  sua  sponte ,  r a i s e  

t h e  ques t ion  aga in  and considered a b a s i s  f o r  comparative 

neg l igence  which Upjohn had n o t  p rev ious ly  a r t i c u l a t e d :  

The Court:  A r e  w e  gonna cross o u t  t h e  
c o n t r i b u t o r y  neg l igence?  
There i s  no way t h i s  l ady  could 
have --- w a i t  a minute.  
T h a t ' s  -- y o u ' r e  g e t t i n g  i n t o  
r e c r e a t i o n a l  drug use .  That  
could be -- 

* * * 
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I t ' s  n o t  she  may have in tended  
t o  be n e g l i g e n t  b u t  perhaps  
t h e  i n j e c t i o n  or  s o m e  type  of 
mari juana o r  -- 

[Defense 
Counsel] : 

[ P l a i n t i f f  ' s  
Counsel] : 

The Court: 

[ P l a i n t i f f ' s  
Counsel] : 

Caused or  c o n t r i b u t e d  or  
exacerba ted  o r  aggravated.  
She d id  t e s t i f y .  

. . . should I make my motion 
f o r  d i r e c t e d  v e r d i c t  on t h a t  now? 
I know what t h e  r u l i n g  w i l l  be. 

T o  t e l l  you t h e  t r u t h ,  t w o  
seconds ago, I would have gran ted .  
Now I c a n ' t .  I keep t h i n k i n g  i t ' s  
t r u e .  There w a s  q u i t e  an i s s u e  
made over  t h e  f a c t  t h a t  she  had 
taken  mari juana and t h a t  D r .  
Connell sa id  it could have con- 
t r i b u t e d .  That  could be an 
i s s u e  f o r  comparative negl igence.  

* * * 

W e ' l l  leave i n  t hen  t h e  c o n t r i -  
butory  negl igence.  

J u s t  f o r  t h e  record, would t h a t  
be a d e n i a l  of my motion f o r  
d i r e c t e d  v e r d i c t ?  

The Court: Yeah. (T. 887- 888).  

P l a i n t i f f  renewed h e r  motion f o r  d i r e c t e d  v e r d i c t  on t h e  

comparative negl igence defense  a t  t h e  c l o s e  of a l l  t h e  e v i-  

dence. (T.  1 0 4 2 ) .  I n  i t s  c l o s i n g  argument, Upjohn d i d  n o t  

p r e s e n t  any argument t o  t h e  j u r y  r ega rd ing  comparative 

neg l igence ;  i n  f a c t ,  it d i d  n o t  even mention t h e  words "com- 

p a r a t i v e  negl igence."  Nothing w a s  s a i d  i n  c l o s i n g  argument 

about  any drug use  as c o n s t i t u t i n g  negl igence on t h e  p a r t  of 

t h e  p l a i n t i f f .  
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s e r v e d h e r  motion f o r  judgment f o r  t h e  f u l l  amount of t h e  

v e r d i c t  ($370,000) no twi ths tanding  t h e  j u r y ' s  f i n d i n g  of 49% 

comparative neg l igence ,  on grounds t h a t  t h e r e  w a s  no ev idenc  

o f f e r e d  a t  t r i a l  t h a t  could suppor t  a f i n d i n g  of comparative 

neg l igence  i n  t h i s  case. (R. 2575, 2577, 2591-2598). There 

w a s  no evidence l i n k i n g  p l a i n t i f f ' s  use  of any drugs  ( y e a r s  

be fo re  she w a s  i n j e c t e d  wi th  Depo-Provera) w i th  t h e  prolonge 

b leed ing  she exper ienced from August, 1 9 7 4 ,  t o  January,  1975 

The use  of  drugs  w a s  brought i n t o  t h e  t r i a l  j u s t  t o  p r e j u d i c  

t h e  j u r y  a g a i n s t  t h e  p l a i n t i f f  over  i r r e l e v a n t  matters. 

Upjohn conceded a t  o ra l  argument be fo re  t h e  Fourth  DCA 

t h a t  t h e r e  w a s  no evidence a t  t r i a l  t o  suppor t  any connec t io  

between p l a i n t i f f ' s  drug use  when she was a t eenage r  and h e r  

exces s ive  b leed ing  y e a r s  l a te r  af ter  she w a s  i n j e c t e d  wi th  

Depo-Provera. The Fourth  DCA commented on t h i s  admission i n  

i t s  op in ion  below. The Upjohn Co .  v MacMurdo, 536 So.2d 337 

340 (F l a .  4 th  DCA 1988) .  However, Upjohn r e l i e d  on p l a i n-  

t i f f ' s  ' 'decis ion t o  have a hysterectomy" as be ing  an a l ter-  

n a t i v e  ground t o  j u s t i f y  a f i n d i n g  of comparative negl igence 

- Id .  a t  340. The Four th  DCA d i sag reed  t h a t  t h e r e  w a s  any 

evidence t o  suppor t  such an a l t e r n a t i v e  ground and reversed  

t h e  f i n d i n g  of 4 9 %  comparative negl igence s i n c e  t h e r e  w a s  no 

3 

3. For t h i s  reason w e  w i l l  omit t h e  d i s c u s s i o n  i n  ou r  
DCA b r i e f  concerning t h e  l a c k  of evidence on t h i s  ground; 
which w a s  t h e  t r i a l  c o u r t ' s  a c t u a l  b a s i s  f o r  a l lowing com- 
p a r a t i v e  negl igence t o  go t o  t h e  j u r y .  The "mari juana 
theory"  of comparative negl igence w a s  abandoned by Upjohn on 
appea l .  
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b a s i s  t o  a l low comparative negl igence t o  go t o  t h e  j u r y  i n  

t h i s  case. 

SUMMARY OF ARGUMENT 

P O I N T  I 

The b a s i c  premise f o r  Upjohn's reason f o r  invoking t h i s  

c o u r t ' s  j u r i s d i c t i o n  i s  flawed. The Fourth  DCA below d i d  - n o t  

hold  t h a t  t h e  adequacy of a drug manufac ture r ' s  warning i s  

always f o r  t h e  j u r y  t o  dec ide .  There i s  no c o n f l i c t  between 

t h i s  case and t h e  F e l i x  case on t h a t  p o i n t ,  o r  any o t h e r  

p o i n t .  For t h a t  reason ,  w e  b e l i e v e  t h i s  c o u r t  has  improvi- 

d e n t l y  accepted j u r i s d i c t i o n  i n  t h i s  case. 

The f a c t s  developed a t  t r i a l  c l e a r l y  p re sen ted  a j u r y  

ques t ion  on t h e  adequacy of t h e  warnings t o  a l e r t  t h e  medical  

community t o  expec t  such prolonged heavy b l eed ing  as a possib: -e  

s i d e  e f f e c t  of t h e  drug.  Ne i the r  of t h e  p l a i n t i f f ' s  p r e s c r i -  

b ing  d o c t o r s  knew t h a t  Depo-Provera could cause  prolonged 

heavy b l eed ing  f o r  f i v e  months. 

l i s t e d  as a p o s s i b l e  adverse  r e a c t i o n  on t h e  package i n s e r t ,  

and D r .  Benjamin agreed wi th  them. 

They bo th  thought  it was - n o t  

Upjohn d i d  n o t  recommend a g a i n s t  o r  c o n t r a i n d i c a t e  t h e  

use  of Depo-Provera f o r  c o n t r a c e p t i v e  purposes ,  and it had 

s e l f- s e r v i n g  reasons  no t  t o  do so. 

The evidence a t  t r i a l  w a s  t h a t  t h e  on ly  adverse  s i d e  

e f f e c t s  l i s t e d  by Upjohn i n  t h e  package i n s e r t  ( " s p o t t i n g , "  

"breakthrough b leed ing"  and "change i n  mens t rua l  f low")  do 

_.A 
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no t  d e s c r i b e  t h e  p l a i n t i f f r s  r e a c t i o n  t o  t h e  drug.  The f a c t  

t h a t  t h e  package i n s e r t  w a s  approved by t h e  FDA does no t  

f o r e c l o s e  common-law l i a b i l i t y  f o r  n e g l i g e n t  f a i l u r e  t o  warn 

The FDA i s  n o t  a l l e g e d  t o  have been aware of t h i s  undisclosec 

s i d e  e f f e c t  of Depo-Provera. Upjohn was aware of it. The 

t r i a l  c o u r t  d i d  no t  err  by submi t t i ng  t h i s  i s s u e  t o  t h e  j u r y  

and t h e  Fourth DCA d i d  no t  err by d e c l i n i n g  t o  r e v e r s e  t h e  

t r i a l  c o u r t  on t h i s  i s s u e .  

POINT 11 

The Fourth  DCA'S opinion does n o t  add res s  t h i s  i s s u e  and 

t h i s  p o i n t  i s  n o t  i n d i v i d u a l l y  reviewable  based on any expre  

and d i r e c t  c o n f l i c t .  

There w a s  m o r e  t h a n  ample evidence f o r  t h e  j u r y  t o  f i n d  

a causa l  connec t ion  between t h e  inadequa te  warnings and 

p l a i n t i f f ' s  i n j u r i e s .  If D r .  Levy had been warned t h a t  Depo 

Provera  can cause prolonged heavy b l eed ing  i n  a h igh  percen-  

t a g e  of women he would have al lowed t h e  e f f e c t s  of t h e  drug 

t o  w e a r  o f f  i n s t e a d  of performing a hysterectomy. There w a s  

e x p e r t  tes t imony o f f e r e d  about  t h e  cause  of p l a i n t i f f ' s  pro- 

longed heavy b l eed ing  be ing  d i r e c t l y  r e l a t e d  t o  h e r  second 

i n j e c t i o n  of Depo-Provera. 

POINT I11 

The Fourth  DCA's opin ion  does no t  address  t h i s  i s s u e .  

That i s  p o s s i b l y  because it w a s  n o t  p rope r ly  preserved  when 

Upjohn f i r s t  moved f o r  a d i r e c t e d  v e r d i c t  a t  t r i a l .  

Besides ,  Upjohn admi t ted ly  had knowledge of t h e  wide- 

spread  use  of Depo-Provera f o r  c o n t r a c e p t i v e  purposes i n  t h i  

-18- 



I 

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
#====== 
I 

country  and abroad. The use  of t h e  drug i n  t h i s  case as a 

c o n t r a c e p t i v e  w a s  ha rd ly  unforeseeab le  t o  Upjohn. The duty 

t o  warn ex tends  no t  on ly  t o  t h e  manufac ture r ' s  in tended  use  

of  a produc t  b u t  t o  - a l l  f o r e s e e a b l e  u ses ,  and even fo re see-  

able misuses.  

I f  D r .  Levy had p r e s c r i b e d  Depo-Provera t o  a u t e r i n e  

cancer  p a t i e n t  who r e a c t e d  wi th  prolonged heavy b leed ing ,  he 

s t i l l  would n o t  have known it w a s  a s i d e  e f f e c t  of t h e  drug 

s i n c e  t h e r e  i s  no warning. F o r e s e e a b i l i t y  i s  a l m o s t  i n v a r i -  

a b l y  a j u r y  ques t ion ,  and it w a s  c e r t a i n l y  one i n  t h i s  case. 

Even i f  D r .  Levy's conduct  w a s  n e g l i g e n t ,  as a matter of 

l a w  i n  F l o r i d a  a d o c t o r ' s  ma lp rac t i ce  i n  t r e a t i n g  a t o r t  

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

P O I N T  I V  

This  i s  ano the r  i s s u e  Upjohn raises which w a s  n o t  addres  

i n  t h e  Fourth  DCA's opin ion  and cannot create any c o n f l i c t .  

The lower c o u r t  d i d  n o t  abuse i t s  d i s c r e t i o n  by d e t e r-  

mining t h a t  t h e  j u r y ' s  v e r d i c t  w a s  n o t  c o n t r a r y  t o  t h e  mani- 

f e s t  weight of t h e  evidence and denying t h e  motion f o r  new 

t r i a l .  There w a s  c r e d i b l e  evidence p re sen ted  t o  t h e  j u r y  

t h a t  p l a i n t i f f  d i d  n o t  want t o  become s te r i le  and v o l u n t a r i l  

e lec t  t h e  hysterectomy f o r  permanent con t r acep t ion .  The j u r  

w a s  j u s t i f i e d  i n  b e l i e v i n g  t h e  evidence t h a t  p l a i n t i f f  only  

consented t o  t h e  hysterectomy as a means t o  s t o p  h e r  uncon- 

t r o  1 l a b  l e  b leed ing .  

The s p e c i f i c  t ype  of r e l i e f  Upjohn a sks  f o r  under t h i s  

p o i n t  i s  n o t  t h e  s a m e  t h i n g  Upjohn asked f o r  i n  i t s  motion 
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for new trial filed in the trial court. 

POINT V 

This issue was addressed by the Fourth DCA but it has 

nothing to do with the alleged basis for jurisdiction in thii 

court. 

After abandoning its "marijuana theory" of comparative 

negligence (which was the theory that persuaded the trial 

court to submit the comparative negligence issue to the jury 

Upjohn now relies exclusively on plaintiff I s "snap decision" 

to have a hysterectomy as being an alternative ground to 

support a finding of comparative negligence. 

Plaintiff's "snap decision" was made after bleeding 

heavily for five months to the point of anemia, and after he 

doctor told her a hysterectomy would stop the bleeding. 

was not comparative negligence for plaintiff to take her 

doctor's advice without seeking further medical alternatives 

Although Upjohn professes not to be taking the position that 

plaintiff should have sought another medical opinion, that 

is exactly what their position was before the Fourth DCA, 

and what it still boils down to even now. 

to the trial court that this position of theirs is not reall 

a comparative negligence issue but a denial of the plaintiff 

claim based on proximate cause grounds. 

relies on this as its sole basis to justify the jury's find- 

It 

Upjohn admitted 

However now Upjohn 

ing of comparative negligence. 

There was no theory of comparative negligence that was 

suggested to the jury by Upjohn during its closing argument. 
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N o r  do t h e  p lead ings  sugges t  t h e  b a s i s  f o r  such an a f f i rma-  

t i v e  defense .  The f a c t  t h a t  a l l  t h e  evidence of p l a i n t i f f ' s  

p r i o r  drug use  as a t eenage r  (yea r s  be fo re  she  went t o  D r .  

Levy w i t h  a b leed ing  problem) w a s  admit ted a t  t r i a l  (under 

t h e  gu ize  of comparative neg l igence)  a long wi th  p l a i n t i f f ' s  

p r i o r  s u i c i d e  a t t empt ,  and w a s  never t i e d  l a te r  on t o  any 

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

t h e  p l a i n t i f f  be fo re  t h e  eyes  of t h e  j u r y .  

on ly  exp lana t ion  f o r  t h e  j u r y ' s  f i n d i n g  of 4 9 %  comparative 

neg l igence .  There i s  no l e g a l  b a s i s  i n  t h e  record  t o  f i n d  

t h e  p l a i n t i f f  comparatively n e g l i g e n t  and t h e  Four th  DCA 

That  i s  t h e  

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

t h e  complete v e r d i c t .  

ARGUMENT 

POINT I 

WHETHER THE FOURTH DCA SHOULD BE 
QUASHED FOR AGREEING W I T H  THE 
TRIAL COURT THAT THE EVIDENCE 
PRESENTED A J U R Y  QUESTION AS TO 
THE ADEQUACY OF UPJOHN'S WARNING 
CONTAINED I N  THE PACKAGE INSERT? 

Upjohn beg ins  i t s  argument by i n c o r r e c t l y  s t a t i n g  t h a t  

t h e  b a s i c  premise of t h e  Fourth  D C A ' s  d e c i s i o n  i n  t h i s  case 

i s  t h a t  " i n  a l l  even t s "  t h e  adequacy of a warning i s  always 

f o r  t h e  j u r y  t o  dec ide ;  and t h a t  t h i s  c o n f l i c t s  wi th  t h i s  

c o u r t ' s  r e c e n t  d e c i s i o n  i n  F e l i x  v Hoffmann-LaRoche, Inc . ,  

5 4 0  So.2d 1 0 2  (F l a .  1 9 8 9 ) ,  which he ld  t h a t  such an i s s u e  c a n  

s o m e t i m e s  be a ques t ion  of l a w .  I n  a c t u a l i t y  t h a t  i s  - n o t  

what t h e  Four th  DCA he ld  i n  t h i s  case and t h e r e  i s  no con- 
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f l i c t  a t  a l l  wi th  t h e  F e l i x  case. W e  b e l i e v e  t h i s  c o u r t  has  

improvident ly  accepted j u r i s d i c t i o n  i n  t h i s  case because t h e  

i s  no c o n f l i c t  wi th  F e l i x .  

Upjohn ci tes  language from an ea r l i e r  appea l  i n  t h i s  

case, i n  1983, where t h e  Fourth  DCA s t a t e d  t h a t  " i n  a l l  even 

t h e  adequacy of a warning i s  f o r  a j u r y  t o  dec ide .  MacMurdo 

v The Upjohn Co. ,  4 4 4  So.2d 4 4 9 ,  451 (F l a .  4 th  DCA 1983) .  

I n  c o n t e x t ,  t h e  Fourth  DCA w a s  no t  say ing ,  even i n  t h a t  o l d  

1983 appea l ,  t h a t  such an i s s u e  can never be determined by 

t h e  c o u r t  as a m a t t e r  of l a w .  I n  f a c t  even Upjohn took t h i s  

p o s i t i o n  i n  t h e  l a t e s t  appea l  be fo re  t h e  Four th  DCA. W e  are 

f i l i n g ,  as an appendix t o  t h i s  b r i e f ,  an e x c e r p t  from Upjohn 

Fourth  DCA b r i e f  where Upjohn d i s c u s s e s  t h e  1983 op in ion  i n  

t h i s  case and states: 

I n  an ea r l i e r  appea l  i n  t h i s  case, 
t h e  Court r eve r sed  a summary judgment 
which had been e n t e r e d  i n  f a v o r  of  t h e  
Upjohn Company. 
Judge Walden concluded t h e  op in ion  by 
s t a t i n g :  'But ,  i n  a l l  even t s ,  t h e  
adequacy of t h e  warning i s  f o r  t h e  j u r y  
t o  dec ide  and may no t  be d i sposed  of 
by summary judgment.' [ c i t a t i o n  
omi t ted] .  . . The Appel lan t  [Upjohn] 
r e s p e c t f u l l y  submits t h a t  t h e  opinion 
w a s  - n o t  in tended  as an express ion  by 
t h e  Court t h a t  i n  no i n s t a n c e  may t h e  
adequacy of a warning l a b e l  be d i sposed  
of as a matter  of l a w .  . . 

Wri t ing  f o r  t h e  Court ,  

(See Appendix a t t a c h e d  t o  
t h i s  b r i e f .  ) 

However, now Upjohn i s  say ing  t h e  exact oppos i t e  t o  t h i s  

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

wi th  F e l i x .  Now Upjohn i s  say ing  t h a t  Judge Walden's 1983 

op in ion  - d i d  hold t h a t  an i s s u e  over t h e  adequacy of warnings 
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t i o n .  MacKay v F l a .  Power  and Light  Co., 524 So.2d 1068 (F1 

4th  DCA 1988) .  Obviously Upjohn c a n ' t  have it both  ways and, 1 

can never  be determined by t h e  c o u r t  as a matter  of l a w .  I t  

i s  w e l l - s e t t l e d  t h a t  a l i t i g a n t  i s  es topped from t a k i n g  a 

p o s i t i o n  on appea l  which i s  i n c o n s i s t e n t  w i th  t h e  p o s i t i o n  

taken  by t h e  l i t i g a n t  a t  an e a r l i e r  p o i n t  i n  t h e  same l i t i g a  

. 

i n  f a c t ,  t hey  w e r e  c o r r e c t  t h e  f i r s t  t i m e .  

Th is  Court i s  now reviewing t h e  Four th  DCA's 1988 

op in ion ;  n o t  t h e  1983 opinion.  I n  t h e  1988 op in ion  Judge 

Anstead w r o t e  f o r  t h e  cou r t :  

W e  are convinced by a review of t h e  record  
i n  t h i s  case t h a t  s u b s t a n t i a l l y  more 
evidence on t h e  i s s u e  of l i a b i l i t y  
w a s  p r e sen ted  a t  t r i a l  t han  e x i s t e d  a t  
t h e  t i m e  t h i s  c o u r t  reviewed and r eve r sed  
t h e  summary judgment e n t e r e d  i n  f avo r  
of Upjohn. . . Even i f  n o t  bound by 
[ t h e  1983 a p p e a l ] ,  ou r  review of  t h e  
evidence p re sen ted  a t  t r i a l  compels u s  t o  
conclude t h a t  t h e  case w a s  p rope r ly  
submit ted t o  t h e  j u r y .  . . . While 
t h e r e  was cons ide rab le  evidence p re sen ted  
t h a t  may have supported a v e r d i c t  f o r  
Upjohn, t h e r e  w a s  a l s o  s u b s t a n t i a l  
evidence p re sen ted  t h a t  t h e  drug i n  
q u e s t i o n  caused MacMurdo's b l eed ing  
problem, t h a t  t h e  warnings w e r e  
i n s u f f i c i e n t  t o  a l e r t  h e r  phys i c i ans  
of t h i s  r i s k ,  and t h a t  h e r  hysterectomy 
w a s  performed t o  t r e a t  t h e  b l eed ing  cond i t i on .  

536 So.2d a t  339-340. 

D r .  Levy, who p r e s c r i b e d  t h e  drug f o r  MacMurdo t o  be used 

a s  a c o n t r a c e p t i v e ,  l a te r  misdiagnosed h e r  prolonged and 

exces s ive  b leed ing  and performed a hysterectomy because he 

w a s  g iven no warning from Upjohn t h a t  t h i s  drug can produce 

such s i d e  e f f e c t s .  I f  he had been warned of t h i s  t hen  all 

he would have had t o  do w a s  d i s con t inue  MacMurdo's u se  of 
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t h i s  drug and t h e  b leed ing  would have g r a d u a l l y  subsided.  

The Fourth  DCA noted i n  i t s  1988 opinion:  

[ D r . ]  Levy a l so  t e s t i f i e d  t h a t  Upjohn's 
warnings about  t h e  s i d e  e f f e c t s  of  t h e  
drug d i d  no t  a l e r t  him t o  t h e  
p o s s i b i l i t y  t h a t  MacMurdo's b l eed ing  
cond i t i on  w a s  r e l a t e d  t o  t h e  use  of t h e  
drug.  536 So.2d a t  341. 

The Fourth  DCA d i d  n o t  s t a te ,  nor  imply, t h a t  an i s s u e  

concerning t h e  s u f f i c i e n c y  of warnings must always go t o  t h e  

j u r y  i n  every case. I n  f a c t  t h e  c o u r t  no t ed  Upjohn's con- 

c e s s i o n  t h a t  " t h e  adequacy of a p a r t i c u l a r  warning i s  

q e n e r a l l y  [no t  always] a q u e s t i o n  of f a c t  f o r  j u r y  determina 

t i o n . "  Te.s.1 536 So.2d a t  339. 

F e l i x  v Hoffmann-LaRoche, I n c . ,  5 4 0  So.2d 1 0 2  (F l a .  1989 

i s  e a s i l y  d i s t i n g u i s h a b l e  from t h i s  case. I n  F e l i x  t h e  

d o c t o r  who p r e s c r i b e d  t h e  drug (accu tane)  t o  a pregnant  

woman t e s t i f i e d  t h a t  he understood t h e  w r i t t e n  warnings ( n o t  

t o  p r e s c r i b e  it t o  such a p a t i e n t )  and he had p r i o r  knowledg 

of t h e  d r u g ' s  dangerous s i d e  e f f e c t .  That  i s  a t  odds wi th  

t h e  tes t imony of D r .  Levy i n  t h e  p r e s e n t  case. This  Court i 

F e l i x  e x p r e s s l y  "recognize  [d] t h a t  whether a warning i s  

adequate i s  u s u a l l y  a j u r y  ques t ion ."  - Id .  a t  1321 .  However 

t h i s  Court  a lso no ted  t h a t  t h e r e  may be some cases where 

reasonable  persons  could n o t  p o s s i b l y  d i f f e r  on t h a t  i s s u e  

and those  cases could be determined as a matter  of l a w .  

The Four th  DCA i n  t h e  p r e s e n t  case d i d  n o t  d i s a g r e e  w i t h  

t h a t  and i t s  op in ion  does no v io l ence  t o  t h a t  p r i n c i p l e  

s i n c e ,  even i f  some cases could be determined as a m a t t e r  of 
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DCA d i d  no t  even mention t h e  F e l i x  case i n  i t s  opinion 

because it does n o t  apply t o  a case l i k e  t h i s  one where therl  

w a s  s u b s t a n t i a l  evidence p re sen ted  t o  suppor t  a j u r y  d e t e r-  

minat ion t h a t  t h e  warning w a s  inadequate .  N o t  only  d i d  t h e  

j u r y  f i n d  t h e  e x i s t e n c e  of such evidence i n  t h i s  case b u t  

so  d i d  t h e  t r i a l  judge and t h r e e  s e p a r a t e  a p p e l l a t e  pane l s  

a f t e r  t h r e e  s e p a r a t e  appea ls .  

W e  agree  wi th  Upjohn t h a t  i n  a p r e s c r i p t i o n  drug case thl 

manufacturer  has a du ty  t o  warn t h e  medical  community and thl 

p r e s c r i b i n g  phys i c i an  of any known dangers ,  adverse  s i d e  

e f f e c t s ,  c o n t r a i n d i c a t i o n s ,  e tc . ;  r a t h e r  than  a du ty  t o  

d i r e c t l y  warn t h e  u l t i m a t e  consumer. Buckner v Al lergan 

Pharmaceut icals ,  I n c . ,  4 0 0  So.2d 820 (F l a .  5 t h  DCA 1981) .  

One of t h e  purposes of warning t h e  medical  community i s  t o  

a l e r t  t h e  doc to r  t o  recognize  known s i d e  e f f e c t s  of t h e  drug 

so they  a r e  n o t  l a te r  misdiagnosed as being something else.  

The f a i l u r e  of a drug manufacturer  t o  warn t h e  phys ic ian  of 

a l l  known s i d e  e f f e c t s  creates a cause of a c t i o n  running 

d i r e c t l y  t o  t h e  u l t i m a t e  consumer of t h e  drug.  Alber tson v 

Richardson-Merrell ,  I n c . ,  4 4 1  So.2d 1 1 4 6  (F l a .  4 th  DCA 1983) 

I n  t h i s  c a s e  n e i t h e r  of t h e  p l a i n t i f f ' s  p r e s c r i b i n g  

d o c t o r s  knew t h a t  Depo-Provera can cause  prolonged heavy 

b l eed ing  f o r  f i v e  months. D r .  Levy, D r .  Shapi ro  and D r .  

Benjamin a l l  t e s t i f i e d  t h a t  t h e  s i d e  e f f e c t  p l a i n t i f f  exper-  

ienced  from t h e  drug (prolonged dys func t iona l  b leed ing ,  o r  

"dysmenorrhea," l a s t i n g  f o r  s e v e r a l  months) was n o t  l i s t e d  a 

a p o s s i b l e  adverse  r e a c t i o n  on t h e  package i n s e r t .  (R .  1 0 9 7  
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1098;  T. 332- 333, 423, 486, 503- 505,  9 7 1 ) .  

Concerning t h e  use  of Depo-Provera f o r  con t r acep t ion ;  t h  

package i n s e r t  does n o t  s t a te  t h a t  t h e  manufacturer  recommen 

a g a i n s t  t h e  use  of t h e  drug f o r  con t r acep t ion  nor  i s  such a 

use  l i s t e d  as a " c o n t r a i n d i c a t i o n . "  D r .  Levy, D r .  Benjamin 

and D r .  L e v i t t  a l l  no ted  t h i s  dur ing  t h e i r  test imony. (R .  

1083 ;  T. 312- 314, 8 4 8- 8 4 9 ) .  

There w a s  a l so  evidence t h a t  Upjohn had an obvious motiv 

no t  t o  s p e c i f i c a l l y  recommend a g a i n s t  t h e  use  of Depo-Prover 

as a con t r acep t ive .  As p l a i n t i f f  argued t o  t h e  j u r y  i n  

c l o s i n g  argument (T .  9841, Upjohn had been t r y i n g  f o r  y e a r s  

t o  g e t  t h e  FDA t o  approve t h e  use  of Depo-Provera f o r  c o n t r a  

cep t ion ,  so they  n a t u r a l l y  would n o t  choose t o  be t o o  

agg res s ive  about t e l l i n g  d o c t o r s  t h a t  such a use  w a s  no t  

recommended and c o n t r a i n d i c a t e d .  Such a l o g i c a l  i n f e r e n c e  

could c e r t a i n l y  be drawn by t h e  j u ry .  

Upjohn rel ies i n  i t s  b r i e f  on t h r e e  adverse  r e a c t i o n s  

l i s t e d  i n  t h e  package i n s e r t :  " s p o t t i n g ,  "breakthrough 

b leed ing"  and "change i n  mens t rua l  flow. I' What t h e  p l a i n t i f  

exper ienced f o r  f i v e  months could ha rd ly  be  c l a s s i f i e d  as 

" s p o t t i n g , "  and it w a s  a lso  a completely d i f f e r e n t  cond i t i on  

than  "breakthrough b l eed ing ,  which i s  merely cont inued 

i r r e g u l a r  s p o t t i n g  a f t e r  t h e  end of t h e  normal mens t rua l  

per iod .  (T.  425- 426) .  Upjohn a rgues  t h a t  i f  p l a i n t i f f ' s  

problem w a s  n o t  breakthrough b l eed ing  then  it w a s  a t  l e a s t  

encompassed i n  t h e  t e r m  "change i n  mens t rua l  flow" which can 

inc lude  a prolonged per iod .  
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I f  Upjohn had meant t h a t  term ("change i n  mens t rua l  flow" 

t o  warn about t h e  p o s s i b i l i t y  of non- stop heavy d y s f u n c t i o n a l  

b l eed ing  f o r  f i v e  months, t hey  could ha rd ly  have chosen a m o r  

unde r s t a t ed  phrase  t o  a l e r t  t h e  medical  community. I f  (hypo- 

t h e t i c a l l y )  t h e  p l a i n t i f f  had begun b l eed ing  o u t  of h e r  r e c t u  

would Upjohn s t i l l  argue t h a t  such a cond i t i on  i s  a l so  encom- 

passed i n  t h e  phrase  "change i n  mens t rua l  flow?'' I f  (hypo- 

Common sense .  

was t h a t  t h e  package i n s e r t  should have q u a n t i f i e d  t h e  r i s k  

of "breakthrough b leed ing"  or  "changes i n  mens t rua l  flow. 

That  i s  n o t  accu ra t e .  P l a i n t i f f ' s  position w a s  t h a t  " they  

[Upjohn] had a du ty  t o  warn t h e  d o c t o r s  u s ing  t h e  drug of any 

s i d e  e f f e c t s  t h a t  Upjohn w a s  aware of . . . [and] t hey  f a i l e d  
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You d o n ' t  have t o  p u t  fancy words. 
J u s t  l a y  it on t h e  l i n e  so d o c t o r s  
w i l l  unders tand it and no t  react 
t h e  wrong way t o  a s i t u a t i o n  caused 
by a drug.  (T.  1 0 2 4 ) .  

Upjohn, l i k e  m o s t  drug manufacturers ,  employs " d e t a i l  m e  

on t h e  road who are a v a i l a b l e  t o  d i s c u s s  Upjohn's p roduc ts  

w i th  doc to r s .  However, Upjohn's own d e t a i l  man i n  South 

F l o r i d a ,  Joseph P a t e r n i t i ,  t e s t i f i e d  a t  t r i a l  (T.  1 9 1 ,  e t  

seq . )  he had no knowledge t h a t  a high percen tage  of women 

us ing  Depo-Provera, f o r  any purpose,  could expec t  t o  have 

prolonged b l eed ing  as a s i d e  e f f e c t .  (T.  2 1 6 ) .  Furthermore 

he i n d i c a t e d  t h a t  i f  a doc to r  would have asked him any ques- 

t i o n s  a long t h e s e  l i n e s  he simply would have provided t h e  

d o c t o r  w i th  t h e  package i n s e r t .  (T .  2 1 5 ) .  Upjohn's own 

d e t a i l  men knew as l i t t l e  as D r .  Levy knew about t h i s  par-  

t i c u l a r  s i d e  e f f e c t .  

F i n a l l y  under t h i s  p o i n t ,  Upjohn mentions several t i m e s  

t h a t  t h e  wording it used on t h e  package i n s e r t  w a s  approved 

by t h e  FDA. 

" f e d e r a l  l a w  does n o t  conclude t h e  i s s u e  which i s  b e f o r e  

Upjohn admit ted i n  i t s  Four th  DCA b r i e f  t h a t  

t h i s  cou r t . "  (See Appendix a t t a c h e d  t o  t h i s  b r i e f . )  How- 

e v e r ,  Upjohn r e p e a t s  s e v e r a l  t i m e s  i n  i t s  b r i e f  how a packag 

i n s e r t  must be approved by t h e  FDA be fo re  a drug i s  shipped 

i n t e r - s t a t e .  

I t  i s  w e l l  s e t t l e d  i n  F l o r i d a  t h a t  a d e f e n d a n t ' s  com- 

p l i a n c e  wi th  f e d e r a l  r e g u l a t i o n s  o r  s t anda rds  i s  admiss ib le  

as evidence b u t  it i s  n o t  d i s p o s i t i v e  i n  a common l a w  act ior!  

brought  f o r  f a i l u r e  t o  i s s u e  an adequate warning or s i m i l a r  
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negl igence .  Tampa Drug Co. v Wait, 103 So.2d 603 ( F l a .  1 9 5 8 )  

d isapproved on o t h e r  grounds,  540 So.2d 1 0 2  (F l a .  1989 ) ;  _I Duff 

v F l o r i d a  Power & Ligh t  Co., 4 4 9  So.2d 843 ( F l a .  4 th  DCA 1984 

Seaboard C o a s t l i n e  RR. Co .  v Loua l len ,  479 So.2d 781 ( F l a .  2n 

DCA 1985 ) ;  Rubin v Bru tus  Corp.,  487 So.2d 360 ( F l a .  1st DCA 

1 9 8 6 ) ;  F r i e s  v F l o r i d a  Power  & L i g h t  Co., 4 0 2  So.Ld 1 2 2 9  ( F l a  

5 t h  DCA 1981) .  See a l s o  Dorsey v Honda Motor C o . ,  L td . ,  655 

F.2d 650 ( 5 t h  C i r .  1981) ( app ly ing  F l o r i d a  l a w ) ;  American 

Cyanamid Co.  v Roy, 498 So.2d 859 ( F l a .  1 9 8 6 ) ;  P a l m  Beach 

County B d .  of  County C o r n .  v S a l a s ,  511 So.2d 544 ( F l a .  1 9 8 7 )  

F e d e r a l  s a f e t y  s t a n d a r d s  and r e g u l a t i o n s  do n o t  g e n e r a l l y  

supersede  common-law l i a b i l i t y  f o r  neg l igence .  There i s  an 

excep t ion  t o  t h a t  when a f e d e r a l  s t a t u t e  c l e a r l y  i n d i c a t e s  an 

i n t e n t  t o  preempt s t a t e  common l a w  on a s u b j e c t  t h a t  g i v e s  

t h e  f e d e r a l  government c o n s t i t u t i o n a l  power t o  do so. See 

Silkwood v K e r r - M c G e e  Corp., 4 6 4  U . S .  238, 1 0 4  S.Ct.  615, 7 8  

L.Ed. 443 (1984) .  Nothing of t h a t  n a t u r e  h a s  ever been 

a l l e g e d  by Upjohn i n  t h i s  l i t i g a t i o n ;  nor  w a s  t h i s  s u b j e c t  

addressed  by t h e  Four th  DCA below. Th i s  Cour t  no ted  i n  

F e l i x  s u p r a ,  t h a t  even i n  pharmaceu t ica l  d rug  cases t h e  

adequacy of  warnings i s  u s u a l l y  (a l though  n o t  always) a j u r y  

q u e s t i o n .  

Upjohn c i t es  f e d e r a l  s t a t u t e s  and r e g u l a t i o n s  which 

p r o h i b i t  d rug  l a b e l s  t h a t  are f a l s e  o r  mis lead ing .  I t  i s  not  

o u r  c o n t e n t i o n  t h a t  t h e  l a b e l  w a s  f a l s e  or mis l ead ing ,  b u t  

t h a t  it d i d  n o t  warn d o c t o r s  of an impor t an t  s i d e  e f f e c t  of 

t h e  drug which occu r r ed  i n  about  25% of  t h e  women t e s t e d  by 
~~ 

_____________ ____- 
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Upjohn a f t e r  t h e i r  second i n j e c t i o n  of Depo-Provera. The FD; 

i s  n o t  a l l e g e d  i n  t h i s  l awsu i t  t o  have been aware of t h i s  un- 

d i s c l o s e d  s i d e  e f f e c t  of t h e  drug. However t h e r e  i s  no 

ques t ion  t h a t  Upjohn w a s  aware of it, as t h e  j u r y  i m p l i c i t l y  

found i n  i t s  v e r d i c t .  

The j u r y  w a s  p rope r ly  i n s t r u c t e d  by t h e  t r i a l  c o u r t  on 

a drug company's du ty  t o  warn t h e  medical  community (T .  1032- 

1033) and t h e  j u r y  found t h e r e  w a s  a n e g l i g e n t  f a i l u r e  t o  

warn ( K .  2570).  A d i r e c t e d  v e r d i c t  should  n o t  be e n t e r e d  fo: 

a defendant  where t h e r e  i s  any evidence t o  j u s t i f y  a possiblc 

v e r d i c t  f o r  t h e  p l a i n t i f f .  Hernandez v Motrico Inc . ,  370 So. 

2d 836 ( F l a .  3d DCA 1 9 7 9 ) .  The c o u r t ' s  e n t r y  of a judgment 

no twi ths tanding  t h e  j u r y ' s  v e r d i c t  i s  governed by t h e s e  same 

p r i n c i p l e s .  S t i r l i n g  v Sapp, 2 2 9  So.2d 850 (F l a .  1 9 6 9 ) .  A 

defendant  moving f o r  d i r e c t e d  v e r d i c t  (o r  judgment N.O.V.)  

admits every  reasonable  i n f e r e n c e  and. conc lus ion  f avo rab le  tc 

p l a i n t i f f .  S t i r l i n g  v Sapp, supra;  Napoli  v L i b e r t y  Mut. I n s  

Co., 364 So.2d 878 (F l a .  4 th  DCA 1 9 7 8 ) .  

There w a s  c r e d i b l e  evidence p re sen ted  by p l a i n t i f f  a t  

t r i a l  t o  j u s t i f y  submi t t ing  t h e  i s s u e  of t h e  adequacy of t h e  

warnings t o  t h e  j u ry .  Upjohn a rgues  it i s  inconce ivab le  t ha .  

reasonable  persons  could f i n d  i t s  warning d e f i c i e n t .  Howeve: 

no t  only  d i d  a j u r y  f i n d  it d e f i c i e n t  b u t  t h r e e  s e p a r a t e  

a p p e l l a t e  pane l s  have a l l  agreed t h a t  t h e  warnings could be 

viewed as being d e f i c i e n t .  Were a l l  t h e s e  l a y  persons  and 

judges unreasonable ,  a s  w e l l  as t h e  t r i a l  judge and as w e l l  
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as D r s .  Shapiro ,  Levy and Benjami? The Fourth  DCA should 

no t  be quashed f o r  agree ing  wi th  t h e  t r i a l  c o u r t  t h a t  t h i s  

case f a l l s  w i t h i n  t h e  g e n e r a l  l i n e  of cases i n  which such an 

i s s u e  should be r e so lved  by a ju ry .  

POINT I1 

WHETHER THE FOURTH DCA SHOULD BE 
QUASHED FOR I M P L Y I N G  (WITHOUT 
STATING) THAT THE EVIDENCE PRESENTED 
A J U R Y  QUESTION ON THE CAUSAL CONNECTION 
BETWEEN THE INADEQUATE WARNING AND 
THE PLAINTIFF'S INJURIES? 

The s o l e  b a s i s  f o r  t h i s  c o u r t ' s  acceptance of j u r i s d i c -  

t i o n  i n  t h i s  case w a s  under t h e  prev ious  s e c t i o n  ( P o i n t  I )  

and t h e  a l l e g e d  c o n f l i c t  wi th  t h e  F e l i x  case when t h e  t r i a l  

c o u r t  allowed t h e  j u r y  t o  dec ide  whether t h e  warnings w e r e  

adequate.  Upjohn admits under t h i s  p o i n t  ( a t  p. 30  i n  i t s  

b r i e f )  t h a t  t h e  Fourth  DCA's  o;?inion does n o t  a c t u a l l y  

add res s  t h i s  "causa l  connect ion"  i s s u e  (no r ,  f o r  t h a t  matter 

does it address  t h e  i s s u e s  Upjohn raises under P o i n t s  I11 an 

I V ) .  Thus, t h i s  p o i n t  does no t  even arguably create an 

exp res s  and d i r e c t  c o n f l i c t  w i th  any o t h e r  case and it need 

4 .  Upjohn i n f e r s  t h a t  D r .  Benjamin w a s  n o t  competent t 
g ive  an opinion on t h e  adequacy and t h e  meaning of t h e  warn- 
i n g s  i n  t h e  package i n s e r t  because he i s  n o t  a medical  
doc to r .  However, t h e r e  are numerous cases d i s c u s s i n g  t h e  
competency of a Ph.D. c l i n i c a l  pharmacologis t  t o  t e s t i f y  on 
such matters .  See eg.  Thompson v Car ter ,  518 So.2d 6 0 9  (Mis 
1987) ;  B r e i t  v S t .  Luke's  Memorial Hosp i t a l ,  49  Wash. A p p .  
4 6 1 ,  7 4 v h  Wellcome C o . ,  
3 4 8  S.E. 26 7 7 2 ,  776- 777 (N.C.  1986). Cf. H e r m e s  v P f i z e r ,  
I nc . ,  848 F.2d 6 6 ,  6 9 ,  n. 1 5  ( 5 t h  C i r .  1988); Executive C a r  
& Truck Leasing,  Inc .  v DeSerio, 468 So.2d 1 0 2 7  ( F l a .  4 th  
DCA 1985) .  Besides ,  D r .  Benjamin w a s  n o t  t h e  only  wi tnes s  
whose tes t imony w a s  damaging t o  Upjohn on t h i s  p o i n t .  
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not  be reviewed by t h i s  c o u r t  f o r  t h a t  reason a lone .  

i s  simply seek ing  de novo review over  every  i s s u e  it r a i s e d  

be fo re  t h e  Fourth  DCA, r e g a r d l e s s  of  whether it w a s  addressed 

Never the less  w e  w i l l  respond b r i e f l y  t o  t h e  m e r i t s  of t h e s e  

o t h e r  i s s u e s ,  i n  an abundance of c a u t i o n ,  however w e  do n o t  

b e l i e v e  they  should be addressed by t h i s  c o u r t .  

Upjohn 

The c a u s a l  connect ion between t h e  inadequa te  warning of 

adverse  s i d e  e f f e c t s  and t h e  p l a i n t i f f ' s  i n j u r i e s  i s  s t r a i g h t  

forward. The p l a i n t i f f ,  who had been exper ienc ing  continuous 

heavy b leed ing  f o r  several months, came back t o  D r .  Levy as E 

p a t i e n t  i n  d i s t r e s s  and t h e  d o c t o r  d i d  n o t  unders tand (becaus 

he w a s  n o t  warned) t h a t  t h e  drug can cause such prolonged 

heavy b leed ing .  Therefore ,  r a t h e r  t han  simply a l low t h e  

e f f e c t s  of t h e  drug t o  wear o f f ,  t h e  doc to r  misdiagnosed 

p l a i n t i f f ' s  problem and performed a hysterectomy. (See R. 

2880-2881). 

Before be ing  i n j e c t e d  wi th  Depo-Provera t h e  p l a i n t i f f  

had no p r i o r  medical  h i s t o r y  of  having such prolonged i n t e r -  

mens t rua l  b l eed ing  and D r .  Roshan t e s t i f i e d  t h a t  t h e  heavy 

prolonged b l eed ing  a f t e r  t h e  second i n j e c t i o n  of Depo-Prover; 

was d i r e c t l y  r e l a t e d  t o  t h e  drug. 

Upjohn argues  under t h i s  p o i n t  t h a t  t h e r e  w a s  no evidenc 

t h a t  any o t h e r  warning it could  have provided i n  t h e  package 

i n s e r t  would have a l t e r e d  D r .  Levy's conduct .  W e  d i s ag ree .  

(So d i d  t h e  j u r y ,  t h e  t r i a l  judge and, i m p l i c  t l y ,  t h e  Fourtl- 

DCA.) D r .  Levy t e s t i f i e d  t h a t  when p l a i n t i f f  r e t u r n e d  t o  h i :  

o f f i c e  she w a s  s u f f e r i n g  from a cond i t i on  which w a s  n o t  l i s t 6  
______ _~ __ 
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t h a t  reason he d i d  n o t  cons ide r  t h a t  t h e  drug might have been 

causing h e r  dys func t iona l  b l eed ing  ( s i n c e  t h e  drug i s  suppose 

t o  have t h e  oppos i t e  e f f e c t ) .  (R.  1097-1098, 1113-1114, 

Levy Depo. p. 41- 42,  57-58). D r .  Levy s t a t e d  t h a t  i f  he had 

thought p l a i n t i f f ' s  problem w a s  r e l a t e d  t o  t h e  drug he obviou 

would have suggested she n o t  t a k e  it anymore. (K.  1143, Levy 

Depo. p. 8 7 ) .  

The j u r y  w a s  c e r t a i n l y  e n t i t l e d  t o  i n f e r  t h a t  D r .  Levy 

ivould n o t  have performed a hysterectomy i f  he had been c l e a r 1  

warned by Upjohn t h a t  Depo-Provera can cause prolonged dys- 

f u n c t i o n a l  b l eed ing  i n  a high percen tage  of women. Besides ,  

t he  l a w  recognizes  a presumption t h a t  i f  a p p r o p r i a t e  warnings 

had been given they would have been read  by t h e  u s e r  and 

heeded. H e r m e s  v P f i z e r ,  Inc . ,  8 4 8  F.2d 6 6 ,  7 0 ,  n. 20  ( 5 t h  

C i r .  1988) ;  Reyes v Wyeth Labora to r i e s ,  498 F.2d 1 2 6 4  (5 th  

C i r .  1 9 7 4 )  ( c i t e d  wi th  approval  i n  F e l i x ,  s u p r a ) ;  Giddens v 

Denman Rubber Mfg. Co., 4 4 0  So.2d 1320 ( F l a .  5 t h  DCA 1983) .  

I n  Giddens, supra ,  t h e  product  manufacturer  argued ( j u s t  

a s  Upjohn does h e r e )  t h a t  t h e  c o u r t  should dec ide  as a matter 

of l a w  t h a t  even i f  a b e t t e r  warning had been given it would 

have been u s e l e s s  t o  t h e  p l a i n t i f f  and t h e r e f o r e  t h e  l a c k  of 

a b e t t e r  warning w a s  no t  a proximate cause.  The c o u r t  he ld  

t h a t  i f  t h e  evidence i s  even s u s c e p t i b l e  t o  an i n f e r e n c e  t h a t  

an adequate warning would have been no t i ced ,  then t h e  i s s u e  

of proximate cause  i s  p rope r ly  submit ted t o  t h e  j u ry .  
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i n g  t h e  j u r y  from t h e  s t anda rd  j u r y  i n s t r u c t i o n s  on t h e  l a w  

of  proximate cause .  (T .  1033-1034). 

POINT I11 

WHETHER THE FOURTH DCA SHOULD BE 
QUASHED FOR I M P L Y I N G  (WITHOUT 
STATING) THAT THE ISSUE OF FORESEEABILITY 
OF PLAINTIFF'S I N J U R I E S  WAS FOR 
THE J U R Y ?  

Althougn t h e  Fourth  DCA's  op in ion  does n o t  address  t h i s  

i s s u e  a t  a l l ,  w e  w i l l  respond t o  t h e  m e r i t s .  We s t i l l  submit 

however, it should n o t  be e n t e r t a i n e d  by t h i s  c o u r t .  5 

Under t h i s  p o i n t  Upjohn a rgues  t h a t  D r .  Levy committed 

ma lp rac t i ce  by p r e s c r i b i n g  Depo-Provera f o r  c o n t r a c e p t i v e  

purposes,  and Upjohn could n o t  have reasonably fo re seen  t h a t  

D r .  Levy would d e p a r t  from accep tab le  medical  p r a c t i c e  i n  h i s  

t r ea tmen t  of t h e  p l a i n t i f f .  For t h i s  reason ,  Upjohn a s s e r t s  

it w a s  e n t i t l e d  t o  a d i r e c t e d  v e r d i c t .  

I n  F l o r i d a  a chemical  manufacturer  has  t h e  duty  t o  warn 

wi th  s u f f i c i e n t  i n t e n s i t y  t h a t  " t h e  u se r  . . . have f a i r  and 

adequate n o t i c e  of t h e  p o s s i b l e  consequences of use  o r  even 

misuse." [e.s.] Tampa Drug Co.  v W a i t ,  103 So.2d 603 (F la .  

1958) ,  disapproved on o t h e r  grounds, 540 So.2d 1 0 2  ( F l a .  1985 

5. One of t h e  p o s s i b l e  reasons  t h a t  Upjohn's " foresee-  
a b i l i t y "  argument w a s  n o t  addressed by t h e  Four th  DCA i s  
because it w a s  n o t  p reserved  f o r  appeal  i n  t h e  t r i a l  c o u r t .  
When Upjohn moved f o r  a d i r e c t e d  v e r d i c t  a t  t r i a l  t h e  word 
" fo re seeab le "  w a s  never  u t t e r e d .  (T.  658-667; 1043-1044) . 
I t  w a s  n o t  u n t i l  p o s t - t r i a l  motions w e r e  f i l e d  t h a t  Upjohn 
f i r s t  raised t h i s  i s s u e .  (R .  2 5 8 1 ) .  
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The duty t o  warn ex tends  n o t  o n l y - t o  t h e  in tended  use  of t h e  

product  b u t  t o  a l l  f o r e s e e a b l e  u ses ,  and even a f o r e s e e a b l e  

misuse of  t h e  product .  Tampa Drug C o . ,  supra ;  Noonan v Buicl 

Co., 2 1 1  So.2d 54 (F l a .  3d DCA 1968) .  See a l so  LeBouef v 

The Goodyear T i r e  & Rubber Co., 623 F.2d 985 ( 5 t h  C i r .  1980) ,  

General  Dynamics Corp. v Adams, 340 F.2d 2 7 1  ( 5 t h  C i r .  1965) ,  

Ford Motor Co. v Evancho, 327 So.2d 2 0 1  ( F l a .  1 9 7 6 )  (Held: 

F l o r i d a  adopts  t h e  c rashwor th iness  d o c t r i n e  because,  even 

- 

though a c o l l i s i o n  i s  no t  t h e  in tended  use  of  a v e h i c l e ,  it 

i s  a reasonably fo re seeab le  contingency which p l a c e s  a duty 

on t h e  manufacturer  t o  guard a g a i n s t ) ;  Advance Chemical Co .  

v Harter,  478 So.2d 4 4 4  ( F l a .  1st DCA 1985) ;  Magic Chef, I n c ,  

v S i b l e y ,  546 S.W.2d 851, 856 (Tex. C t .  App. 1 9 7 7 ) .  

Here, Upjohn can ha rd ly  c l a i m  t h a t  D r .  Levy's  and D r .  

S h a p i r o ' s  p r e s c r i p t i o n  of Depo-Provera f o r  con t r acep t ion  w a s  

an unforeseeab le  use  of t h e  drug even though it had no t  re- 

ce ived  FDA approval .  Depo-Provera has  been approved i n  a t  

l e a s t  20  t o  30 o t h e r  c o u n t r i e s  f o r  con t r acep t ive  use and most 

American gyneco log i s t s  are aware of t h a t  f a c t .  Upjohn has 

been t ryincj  f o r  y e a r s  t o  g e t  FDA approval  of t h e  drug f o r  

c o n t r a c e p t i v e  use  and it admit ted a t  t r i a l  it w a s  aware t h a t  

some American d o c t o r s  used it f o r  such purposes.  I n  f a c t ,  

t h i s  "misuse" w a s  so widespread i n  t h i s  country  t h a t  i n  1973 

t h e r e  w e r e  congres s iona l  committee hea r ings  t o  i n v e s t i g a t e  i t  

D r .  Levy w a s  t r a i n e d  as a f i r s t - y e a r  r e s i d e n t  t o  use  Depo- 

Provera  f o r  con t r acep t ion  and D r .  Shapiro  t e s t i f i e d  he w a s  

aware t h a t  it w a s  r o u t i n e l y  be ing  used by family  p lanning  
____~_ ____- _____________ 
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Connell ,  t e s t i f i e d  it i s  no t  unusual  f o r  a phys i c i an  t o  use  

an e t h i c a l  drug f o r  an i n d i c a t i o n  no t  approved by t h e  FDA so 

long as it i s  no t  e x p r e s s l y  c o n t r a i n d i c a t e d .  

Besides ,  whether t h e  drug w a s  p r e s c r i b e d  f o r  u se  as a 

con t r acep t ive  o r  whether it w a s  p r e s c r i b e d  f o r  use as p a l l i a -  

t i v e  t r ea tmen t  f o r  endomet r ia l  cancer  i s  n o t  s i g n i f i c a n t  i n  

t h i s  case. I t  does n o t  matter  why it w a s  p r e sc r ibed .  The 

p o i n t  i s  t h a t  Upjohn w a s  aware t h a t  a h igh  percen tage  of  

women r e a c t e d  by exper ienc ing  prolonged mens t rua l  b leed ing  

( j u s t  t h e  oppos i t e  of i t s  most u s u a l  e f f e c t ) .  A cancer  

p a t i e n t  could have a l s o  r e a c t e d  t h e  way p l a i n t i f f  r e a c t e d  

b u t  t h e  package i n s e r t  s t i l l  does n o t  warn t h a t  t h i s  i s  a 

p o s s i b l e  adverse  r e a c t i o n  t h e  doc to r  should expec t .  A t o r t -  

f e a s o r  does no t  have t o  f o r e s e e  t h e  p r e c i s e  manner i n  which 

h i s  negl igence w i l l  cause an i n j u r y ,  b u t  merely t h a t  h i s  

conduct  i s  l i k e l y  t o  r e s u l t  i n  damages t o  someone. Stevens  

v J e f f e r s o n ,  436 So.2d 33 ( F l a .  1983);  C r i s l i p  v Holland, 

4 0 1  So.2d 1115 (Fla.  4 th  DCA 1981) .  

The p o i n t  i s  t h a t  it i s  reasonably fo re seeab le  (or  so  a 

j u r y  could f i n d )  t h a t  i f  Upjohn does n o t  warn of t h i s  s i d e  

e f f e c t  it can be misdiagnosed and t r e a t e d  i n c o r r e c t l y .  The 

harm r e s u l t i n g  t o  p l a i n t i f f  w a s  w i t h i n  t h e  "scope of t h e  

danger" c r e a t e d  by Upjohn's f a i l u r e  t o  warn.  Stevens ,  sup ra  

F o r e s e e a b i l i t y  i s  almost i n v a r i a b l y  a ques t ion  f o r  t h e  j u r y  

and n o t  f o r  t h e  c o u r t .  Stevens ,  supra ;  Gibson v A v i s  Rent-A 

Car Systems, Inc . ,  386 So.2d 520 (F la .  1 9 8 0 ) ;  Cole v Leach, _- _____ __ ___ _._____-- - 
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405 So.2d 4 4 9  (Fla.  4 th  DCA 1 9 8 1 ) ;  Loranger v S t a t e  of F l a . ,  

D . O . T . ,  448 So.2d 1036 (F l a .  4 th  DCA 1983) .  

Upjohn's a t t empt  t o  argue t h a t  D r .  Levy's "malprac t ice"  

was unforeseeab le  t o  them i s  a l so  unava i l i ng  f o r  ano the r  

reason.  I t  i s  recognized i n  F l o r i d a  t h a t  i f  an i n i t i a l  t o r t -  

f e a s o r  causes  an i n j u r y  t o  a p l a i n t i f f  (such as t h e  prolonged 

heavy b leed ing  f o r  f i v e  months) which i s  l a t e r  aggravated by 

medical  ma lp rac t i ce  (such as a n e g l i g e n t  hys te rec tomy) ,  t h e  

ma lp rac t i ce  i s  deemed t o  be f o r e s e e a b l e  as a matter of l a w  t o  

t h e  i n i t i a l  t o r t f e a s o r .  S t u a r t  v The H e r t z  Corp., 351 So.2d 

703 (F la .  1 9 7 7 ) .  I f  D r .  Levy w a s  n e g l i g e n t  i n  h i s  care of t h  

p l a i n t i f f  t h a t  may g ive  Upjohn a cause  of a c t i o n  a g a i n s t  D r .  

Levy f o r  subroga t ion ;  Underwri ters  of Lloyds v C i t y  of Lauder 

d a l e  Lakes, 382 So.2d 702  (F l a .  1980) ;  b u t  t h a t  i n  no way 

a f f e c t s  Upjohn's l i a b i l i t y  t o  p l a i n t i f f  f o r  t h e  t o t a l  damages 

she s u f f e r e d .  That i s  p a r t i c u l a r l y  t r u e  i n  t h i s  case because 

Upjohn's n e g l i g e n t  f a i l u r e  t o  warn se t  i n  motion t h e  cha in  of 

events  l ead ing  t o  t h e  p l a i n t i f f ' s  unnecessary hysterectomy. 

The d o c t o r ' s  f a i l u r e  t o  p rope r ly  t r e a t  p l a i n t i f f  w a s  caused 

by Upjohn's f a i l u r e  t o  l i s t  h e r  symptoms as a known s i d e  

z f f e c t  of  t h e  drug.  

Upjohn a l so  a s s e r t s  under t h i s  p o i n t  t h a t  t h e  j u r y ' s  

v e r d i c t  imposes on a drug manufacturer  t h e  duty  t o  p o l i c e  t h e  

2c t iv i t i e s  of t h e  medical  community. That  i s  no t  t h e  case. 

rhe j u r y ' s  v e r d i c t  does no t  say  anything about  f a i l i n g  t o  

? o l i c e  t h e  medical  community; b u t  it does say something about 

€ a i l i n g  t o  warn t h e  medical  community. (R.  2570). 

- 

- 
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This  p o i n t  on appea l  would have no m e r i t  even i f  it had 

been preserved  f o r  review. 

P O I N T  I V  

WHETHER THE FOURTH DCA SHOULD BE 
QUASHED FOR I M P L Y I N G  (WITHOUT 
STATING) THAT THE J U R Y ' S  FINDINGS 
WERE NOT CONTRARY TO THE P?IANIFEST 
WEIGHT OF THE EVIDENCE? 

A s  Upjohn admits ( a t  p. 36 of i t s  b r i e f ) ,  t h i s  i s  

ano the r  i s s u e  t h e  Four th  DCA d i d  n o t  address  i n  i t s  opinion.  

I t  has  no th ing  t o  do wi th  t h e  b a s i s  f o r  j u r i s d i c t i o n  i n  t h i s  

c o u r t  and should no t  be e n t e r t a i n e d .  Never the less  w e  b r i e f 1  

respond t o  t h e  m e r i t s .  

Under t h i s  argument f o r  e n t i t l e m e n t  t o  a new t r i a l ,  

Upjohn must demonstrate t h e  t r i a l  c o u r t  abused i t s  broad 

d i s c r e t i o n  i n  determining t h a t  t h e  j u r y ' s  v e r d i c t  w a s  no t  

a g a i n s t  t h e  mani fes t  weight of t h e  evidence.  A t r i a l  c o u r t ' ,  

r u l i n g  on a motion f o r  new t r i a l  based on t h e  man i f e s t  weigh. 

of  t h e  evidence should n o t  be d i s t u r b e d  by an a p p e l l a t e  cour' 

u n l e s s  reasonable  persons  could. n o t  d i f f e r  as t o  t h e  impropr. 

of t h e  t r i a l  c o u r t ' s  r u l i n g  on t h e  motion. B a p t i s t  Memorial 

Hosp i t a l  v B e l l ,  384 So.2d 145 ( F l a .  1 9 8 0 ) ;  Ford Motor Co. v 

K ik i s ,  4 0 1  So.2d 1341 (F l a .  1 9 8 1 ) .  

- 

Upjohn asserts t h a t  even i f  it i s  l i a b l e  f o r  f a i l u r e  t o  

warn, t h e  damages should n o t  i nc lude  t h e  hysterectomy becausc 

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

t h e  hysterectomy. T o  t h e  c o n t r a r y  t h e r e  w a s  s u b s t a n t i a l  

evidence showing t h a t  p l a i n t i f f  only  consented t o  t h e  h y s t e r -  
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ectomy as a means t o  s t o p  h e r  u n c o n t r o l l a b l e  b leed ing .  She 

d i d  n o t  j u s t  e l ec t  it l i k e  she would a f a c e l i f t .  T o  avoid 

r e p e t i t i o n ,  w e  r e l y  onthe s ta tement  of t h e  f a c t s  set o u t  a t  

pp. 11-13 sup ra ,  i n  t h i s  b r i e f ,  which r e l a t e  t o  t h i s  i s s u e  

on appeal .  

There w a s  a c o n f l i c t  i n  D r .  Levy's  tes t imony,  as pointel  

o u t  i n  ou r  s ta tement  of f a c t s ,  supra .  A t  one p o i n t  he 

t e s t i f i e d  he d i d  no t  g ive  p l a i n t i f f  any a l t e r n a t i v e s  t o  

a l l e v i a t e  h e r  b leed ing  o t h e r  t han  a hysterectomy. ( R .  1 1 1 2 ;  

Levy Depo. p. 5 6 ) .  A t  ano ther  p o i n t  he t e s t i f i e d  he d i d  n o t  

a c t u a l l y  recommend s t e r i l i z a t i o n  b u t  t h e  p l a i n t i f f  la ter  

reques ted  it, and he gave he r  m o r e  t han  one a l t e r n a t i v e .  ( R  

1102-1103; Levy Depo. pp. 4 6- 4 7 ) .  D r .  Levy obviously  has  a 

s e l f - s e r v i n g  reason t o  say t h i s  now t h a t  h i s  d i agnos i s  of  

p l a i n t i f f ' s  cond i t i on  seems t o  have been i n  error. The j u r y  

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

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

Upjohn now argues  it should g e t  a new t r i a l  l i m i t e d  on1 

t o  damages, w i th  i n s t r u c t i o n s  t o  t h e  l o w e r  c o u r t  t o  a l low 

damages only  f o r  t h e  ep isode  of b l eed ing  b u t  n o t  f o r  t h e  

hysterectomy. I n  i t s  motion f o r  new t r i a l  f i l e d  w i th  t h e  

t r i a l  c o u r t ,  Upjohn d i d  n o t  ask  f o r  anything l i k e  t h a t .  I n  

i t s  motion Upjohn on ly  reques ted  t h a t  t h e  t r i a l  court  " e n t e r  

an o r d e r  g r a n t i n g  a new t r i a l  on l i a b i l i t y  and damages." (R 

2590).  Upjohn should no t  be heard t o  ask f o r  a new type  of 

l e g a l  r e l i e f  f o r  t h e  f i r s t  t i m e  on appeal.: Cf. Shamel v 

Schechte r ,  371 So.2d 1 0 9  (F la .  4 th  DCA 1 9 7 8 ) .  
._ - - _ _ _ _ _ _ _ _ _ _ _ ~ ~  -~ 
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The r eco rd  i s  such t h a t  t h e  damages awarded by t h e  j u r y  

cannot  be s epa ra t ed  i n t o  d i f f e r e n t  t ypes  of damage. 

v e r d i c t  w a s  n o t  i temized.  Although Upjohn argues  it i s  "rea- 

sonable  t o  assume" t h e  j u r y ' s  v e r d i c t  w a s  a lmost  e n t i r e l y  

a t t r i b u t a b l e  t o  t h e  hysterectomy, t h e r e  r e a l l y  i s  no way t o  

t e l l  t h a t  from t h e  v e r d i c t .  Appel la te  review should n o t  be 

based on what i s  " reasonable  t o  assume. 

The 

I t  6 

Although Upjohn argued t h e  t heo ry  a t  t r i a l  t h a t  t h e  

p l a i n t i f f  w a s  j u s t  i n t e r e s t e d  i n  g e t t i n g  a hysterectomy as 

t h e  u l t i m a t e  means of con t r acep t ion ,  t h e  j u r y  was e n t i t l e d  t l  

reject t h a t  r a t h e r  c a l l o u s  theory  based on con t r a ry  tes t imon 

se t  o u t  i n  ou r  s t a t emen t  of f a c t s ,  supra ,  and a lso  based on 

p l a i n  conunon sense .  

permanently s te r i le  then  why bo the r  t a k i n g  Depo-Provera i n  

t h e  f i r s t  p l ace?  Why bo the r  wearing I U D s ?  The i n f e r e n c e s  

drawn by t h e  j u r y  from t h e  f a c t s  and tes t imony are w e l l  

w i t h i n  t h e  range of reasonable  f ac t- f ind ing .  

If t h e  p l a i n t i f f  merely wanted t o  becom 

Upjohn has  f a i l e d  t o  demonstra te  t h a t  t h e  t r i a l  c o u r t  

abused i t s  d i s c r e t i o n  by denying t h e  motion f o r  new t r i a l  an 

r e f u s i n g  t o  i n t e r f e r e  wi th  t h e  j u r y ' s  f i n d i n g s  of f a c t  on 

c o n f l i c t i n g  evidence.  

6. I t  should be noted t h a t  i f  t h e  v e r d i c t  d i d  proper ly  
i nc lude  a l l  t h e  damages s u f f e r e d  by t h e  p l a i n t i f f ,  i nc lud ins  
t h e  hysterectomy, Upjohn does n o t  cha l l enge  t h e  amount 
awarded by t h e  j u r y  as being exces s ive  f o r  such damages. - _ _ _ _ ~ . _ ~  _______ ~- ~ ________-___ _ _ _ _ _ _ _ ~  -- 
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POINT' V 

WHETHER THEFOURTHDCA SHOULD BE QUASHED 
FOR HOLDING THERE WAS NO EVIDENCE OF 
COIvIPARATIVE NEGLIGENCE ON THE PART O F  
THE PLAINTIFF TO JUSTIFY A IWDUCTION 
OF HER DAMAGES? 

The f a c t s  p e r t a i n i n g  t o  t h i s  i s s u e ,  regard ing  compara- 

t i v e  neg l igence ,  are set  o u t  a t  pp. 13- 17  sup ra ,  i n  t h i s  

b r i e f .  A s  mentioned be fo re ,  Upjohn has  now abandoned i t s  

"rnari juana theory"  of comparative neg l igence  (which w a s  t h e  

t heo ry  relied on by t h e  t r i a l  judge f o r  a l lowing comparative 

negl igence t o  go t o  t h e  j u r y ) ,  and now rel ies e x c l u s i v e l y  on 

t h e  t heo ry  t h a t  p l a i n t i f f ' s  "snap dec is ion ' '  t o  have a h y s t e r  

ectomy ( a f t e r  b l eed ing  heav i ly  f o r  f i v e  months t o  t h e  p o i n t  

of  anemia) c o n s t i t u t e s  comparative negl igence.  

Upjohn p r o f e s s e s  no t  t o  be t a k i n g  t h e  p o s i t i o n  t h a t  

p l a i n t i f f  should have sought  another  medical  op in ion  ( s i n c e  

t h a t ,  as a matter  of  l a w ,  i s  n o t  comparative negl igence t h a t  

would j u s t i f y  a r educ t ion  of p l a i n t i f f ' s  v e r d i c t  a g a i n s t  

Upjohn ) b u t  i n  a c t u a l i t y  t h a t  i s  e x a c t l y  what Upjohn i s  7 

say ing  wi th  i t s  "snap dec is ion ' '  argument. 

When, a f t e r  b l eed ing  heav i ly  f o r  f i v e  months and no t  

knowing t h e  cause of it, D r .  Levy sugges ted  (accord ing  t o  

both  h i s  tes t imony and MacMurdo's tes t imony)  t h a t  a hys t e r-  

7.  I t  i s  n o t  comparative negl igence f o r  a p a t i e n t  t o  
r e l y  on h e r  d o c t o r ' s  recommendation wi thout  g e t t i n g  a second 
medical  opinion.  Mack v Garcia, 433 So.2d 1 7  (F l a .  4 th  DCA 
1983) ; Norman v Mandarin Emergency C a r e  Center ,  Inc .  I 490 
So.2d 76 (F l a .  1st DCA 1986) ;  P ipe r  v lloore, 4 1 0  So.2d 6 4 6  
( F l a .  3d DCA 1982) .  

~ - _ _ _  .______________ _ _ ~ _ _ _ _ _ I _ _ _  

_I_____ ~ _ _ _ _ _ _ _  - .~ 
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ectomy would cure  t h e  problem, Upjohn says  p l a i n t i f f  made a 

snap d e c i s i o n  and agreed t o  have a hysterectomy. That  i s  t h e  

same t h i n g  as saying she should have sought  o t h e r  op in ions  

about o t h e r  medical  a l t e r n a t i v e s .  That  i s  n o t  comparative 

negl igence.  Even Upjohn's a t t o r n e y  agreed i n  t h e  t r i a l  c o u r t  

t h a t  p l a i n t i f f ' s  a l l e g e d  rush  t o  have a hysterectomy w a s  n o t  

r e a l l y  a comparative negl igence i s s u e  b u t  w a s  a c t u a l l y  a 

proximate cause  i s s u e  and a d e n i a l  of h e r  c l a i m  f o r  d m a g e s  

based on t h e  hysterectomy. (See T.  8 8 1 ) .  However now Upjohn 

i s  a rgu ing  t h i s  as i t s  sole b a s i s  f o r  j u s t i f y i n g  t h e  j u r y ' s  

- 

f i n d i n g  of comparative negl igence.  

Upjohn main ta ins  t h a t  s i n c e  p l a i n t i f f  

b l eed ing  problem i n  1973 stemming from h e r  

which w a s  cured by a D & C fo l lowing  remov 

exper ienced a 

use  of an I U D ,  

1 of t h e  I U D ,  she  

should have known t h a t  t h e r e  w e r e  means s h o r t  of  a hys t e r-  

ectomy f o r  t h e  t r ea tmen t  of h e r  b l eed ing  problem i n  1974-1975 

Of course ,  t h e  prolonged b l eed ing  she exper ienced a f t e r  be ing  

i n j e c t e d  wi th  Depo-Provera i n  1 9 7 4  had no th ing  t o  do wi th  an 

I U D .  I t  i s  i l l o g i c a l  t o  sugges t  t h a t  p l a i n t i f f  should have 

known t h e  same medical  procedure could be u t i l i z e d  f o r  two 

d i f f e r e n t  cond i t i ons .  This  i s  t h e  same type  of argument as 

when a defendant  a rgues  t h a t  a p l a i n t i f f  was comparat ively  

t o  seek a second op in ion  from another  n e g l i g e n t  f o r  f a i l i n g  

doc to r .  

I t  i s  axiomat ic  ,hat a defendant  bea r s  t h e  burden of 

proof of a l l  a f f i r m a t i v e  defenses ,  i nc lud ing  comparative 

neg l igence ,  and when no evidence e x i s t s  t end ing  t o  prove com-  
__ ~ ~ _ _ _  ________________ ___ __ 
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p a r a t i v e  negl igence t h e  i s s u e  should n o t  be submit ted t o  t h e  

j u r y .  Cuozzo v Ronan & Kunzl,  Inc . ,  453 So.2d 9 0 2 ,  903 ( F l a .  

4 th  DCA 1984) ;  Valdes v Faby E n t e r p r i s e s ,  Inc . ,  483 So.2d 65  

( F l a .  3d DCA 1986) ; Nationwide r u t .  F i r e  I n s .  Co. v Vosburgh, 

480  So.2d 1 4 0  ( F l a .  4 th  DCA 1985) .  

- 

I t  i s  more than  j u s t  i n t e r e s t i n g  t h a t  t h e r e  w a s  no 

theo ry  of comparative neg l igence  ever argued t o  t h e  j u r y  

dur ing  Upjohn's c l o s i n g  argument, and t h a t  Upjohn l a t e r  con- 

ceded on appea l  t h e r e  w a s  no evidence l i n k i n g  p l a i n t i f f ' s  

p r i o r  drug use ,  y e a r s  be fo re  h e r  b leed ing  problem, w i th  h e r  

r e a c t i o n  t o  Depo-Provera i n  1974-75. The f a c t  t h a t  a l l  t h i s  

evidence of p r i o r  drug use  came i n t o  t r i a l  b u t  w a s  never  

t i e d  i n t o  any r e l e v a n t  i s s u e  i n  t h i s  a c t i o n  caused s u b s t a n t i a  

p r e j u d i c e  t o  t h e  p l a i n t i f f  be fo re  t h e  eyes  of t h e  j u r y .  

Defense counse l ,  i n  opening s t a t emen t ,  mentioned t o  t h e  j u r y  

a long l i s t  of  c o n t r o l l e d  drugs  which he s a i d  t h e  p l a i n t i f f  

had used i n  t h e  p a s t  (wi thout  say ing  e x a c t l y  when i n  t h e  p a s t  

i nc lud ing  LSD, mescal ine ,  mari juana,  hash ish ,  percodan, 

seconol ,  V a l i u m ,  t h o r a z i n e ,  nembutal, and a n t i b i o t i c s .  (T .  

1 3 3 ) .  The j u r y  w a s  even t o l d  of a s u i c i d e  a t tempt  i n  1 9 7 2 .  

(T .  133 ) .  A l l  of t h i s  w a s  i r r e l e v a n t  t o  t h i s  l a w s u i t  and it 

could only  have se rved  t o  p r e j u d i c e  t h e  p l a i n t i f f  be fo re  t h e  

j u ry .  I t  appa ren t ly  had i t s  in tended  e f f e c t ,  judging from 

t h e  j u r y ' s  4 9 %  r educ t ion  f o r  comparative negl igence i n  a 

ca se  where t h e r e  w a s  no evidence of any comparative neg l igenc  

Upjohn f a i l e d  t o  p r e s e n t  any evidence which, as a ma t t e r  

of l a w ,  could p o s s i b l y  suppor t  a j u r y ' s  f i n d i n g  t h a t  
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p l a i n t i f f ' s  own negl igence brought  about h e r  prolonged heavy 

b l eed ing  and t h e  r e s u l t i n g  hysterectomy. The t r i a l  judge 

should have followed h e r  i n i t i a l  i n c l i n a t i o n  and r e f u s e d  t o  

submit t h e  comparative negl igence i s s u e  t o  t h e  j u r y  s i n c e  

t h e r e  was no evidence t o  suppor t  it. The Fourth  DCA should 

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

complete v e r d i c t .  






