
UNITED STATES DISTRICT COT'RT FOR
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O R D E R

the Court

no .  28 . t

before

(  D o c .

GRANTED.

I. BACKGROT'IID

A. Zometa and Osteonecrosis of the .faw

Zometa  is  a  b isphosphonate  med ica t ion  prescr ibed to

pat ien ts  w i th  hyperca lcemia  o f  ma l ignancy ,  mu l t ip le  mye loma,  o r

cer ta in  k inds  o f  cancer  tha t  have metas tas ized to  t .he  bones.

( D o c .  n o .  2 8 ,  E x .  5 . )  Z o m e t a  m a y  r e d u c e  s k e l e t a l -  e v e n t s  t h a t

c a n  r e s u l t  f r o m  t h e s e  a d v a n c e d  c a n c e r s .  ( I d . )  f n  2 0 A 2 ,  t h e

Uni ted  Sta tes  Food and Drug Admin is t ra t ion  ( 'FDA' )  approved
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Zometa as a sa fe  and e f fec t i ve  t rea tment  fo r  os teo ly t i c  bone

b r e a s t  c a n c e r .  ( I d . ,  E x .  6 .  )  Z o m e t a  r e m a i n s  a n

drug,  w i th  labe l ing  a lso  approved by  the  FDA.

metas tases  o f

FDA approved

( f d . ,  E x .  1 4 .  )

Osteonecros is  o f  the  jaw ( *ON, I " )  occurs  when jaw bone

b e c o m e s  n e c r o t i c  ,  o r  d i e s .  ( I d . ,  E x .  1 6  a t  4 ;  E x .  1 - 7  a t  5 .  )  I n

December  2002,  Defendant  rece ived i t s  f i r s t  repor t  tha t

pa t ien t  who rece ived b isphosphonate  therapy  had deve loped ONJ.

( I d . ,  E x .  1 9 . )  V f i t h i n  f i f t e e n  d a y s  o f  r e c e i v i n g  t h e  f i r s t  O N J

r e p o r t ,  D e f e n d a n t  s u b n i t t e d  i t  t o  t h e  F D A .  ( S e e  i d . ,  E x .  2 0 . )

The a l leged r i sk  o f  ONJ resu l t ing  f rom b isphosphonate  therapy

was unknown pr ior  to  Augrust  2403. ( I d . ,  Ex .  21 ,  a t  5 . )  I n

September  2003,  Dr .  Rober t  Marx  pub l i shed the  f i rs t  case repor ts

d e s c r i b i n g  O N J  i n  A r e d i a  a n d  Z o m e t a  p a t i e n t s .  ( I d . ,  E x -  2 2 . )

On September  26 ,  2003,  Defendant  in fo rmed the  FDA o f  i t s

vo lun tarv  dec is ion  to  rev ise  the  "Adverse  React ions"  sec t ion  o f

i t s  Z o m e t a  l a b e l i n g .  ( I d . ,  E X .  2 3 . )  T h e  r e v i s e d  ] a b e 1  w o u l d

p r o v i d e  t h a t  " I c ] a s e s  o f  o s t e o n e c r o s i s  ( p r i m a r i l y  o f  t h e  j a w s )

h a v e  b e e n  r e p o r t e d  s i n c e  m a r k e t  i n t r o d u c t i o n . "  ( I d . ,  E x .  2 3 . )

In  February  2004,  Defendant  amended the  Zometa  IabeI  to  read

t h a t  " [ t ] h e  m a j o r i t y  o f  t h e  r e p o r t e d  [ O N J ]  c a s e s  a r e  i n  c a n c e r

patient.s attendant to a dental procedure" and advised that

"  Ia ]  I though causa l i t y  cannot  be  de termined,  i t  i s  p rudent  to

a v o i d  d e n t a l  s u r g e r y  a s  r e c o v e r y  m a y  b e  p r o l o n g e d . "  ( I d . ,  E x .
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In  September  2004, Defendant again rev ised the  Zometa

to  inc lude the  fo ] low inq :

IONJI  has  been repor ted  in pat ien ts  w i th  cancer
recer_vr_ng treatment regr_mens i nc lud ing
b isphosphonates .  Many o f  these pa t i -en ts  were  a lso
rece iv ing  chemotherapy  and corL icos tero ids .  The
major i t y  o f  the  repor ted  cases  have been assoc ia ted
wi th  denta l  p rocedures  such as  too th  ex t rac t ion .  Many
had s igns  o f  l -oca l  in fec t ion  inc l -ud ing  os teomye l i t i s .

A  denta l  examinat ion  w i th  appropr ia te  p reventa t ive
dent is t ry  shou ld  be  cons idered pr i -o r  to  t rea tment  w i th
b isphosphonates  in  pa t ien ts  w i th  concomi tan t  r i sk
f a c t o r s  ( e . 9 . ,  c a n c e r ,  c h e m o t h e r a p y ,  c o r t i c o s t e r o j - d s ,
p o o r  o r a l  h y g i e n e ) .

Whi le  on  t rea tment ,  these pa t ien ts  shou ld  avo id
invas ive  denta l  p rocedures  i f  poss ib le .  For  pa t ien ts
who deve lop  ONJ wh i le  on  b isphosphonate  therapy ,
denta l -  surgery  may exacerbate  the  cond i t ion . For
pat ien ts  requ i r ing  denta l  p rocedures ,  there  are  no
data  ava i lab le  to  suggest  whether  d iscont inuat ion  o f
b isphosphonate  t rea tment  reduces  the  r i sk  o f  ONJ.
C l in ica l  judgment  o f  the  t rea t ing  phys ic ian  shou ld
gu ide  the  management  p lan  o f  each pa t ien t  based on
i n d i v i d u a l  b e n e f i t / r i s k  a s s e s s m e n t .

( I d .  ,  E x .  2 6 . )  T h i s  r e v i s  j - o n  w a s  a p p r o v e d  b y  t h e  F D A .  ( f d .  ,

E x .  2 1 . \

Shor t l y  a f te r  th is  rev is ion ,  Defendant  sent  a "Dear  Doctor "

M a r k  K e a t o n ,

( f  d .  ,  E x s .  2 8 ,

" D e a r  D e n t i s t "

surgeons,  ano

le t ter  to  thousands of  phys ic ians,  inc lud ing Dr

alert ing them to the change in the Zometa 1abel

In  May 2005,  Defendant  a l -so  d is t r ibu ted  a

to  genera l  p rac t ice  dent is ts ,  o ra l

specia l is ts  in  per iodont ics and prosthodont ics,  to  inc l -ude Dr .

z v .  )

l e t t e r

Ju l i an  Murphey  and  Dr .  Samue l  D 'A rco .  ( t q . ,  Exs .  30 ,  31 . )
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In  September  2001,  the  Zometa  l -abe1 conta ined the  fo l low inq

language under  " ! {a rn ings  and Precaut ions" :

IONJ]  has  been repor ted  predominant ly  in  cancer
pat ien ts  t rea ted  w i th  in t ravenous b isphosphonates ,
inc lud ing  Zometa .  Many o f  these pa t ien ts  were  a l -so
rece j -v ing  chemotherapy  and cor t i cos tero ids  wh ich  may
be r i sk  fac to rs  fo r  ONJ.  Pos tmarke t ing  exper ience and
the  l i te ra tu re  suggest  a  g rea ter  f requency  o f  repor ts
o f  ONJ based on  tumor  type  (advanced breas t  cancer ,
mult ip le  myeloma) and dental s t a t u s  ( d e n t a l

local t rauma
Many repor ts  o f
Ioca l  in fec t ion

extract ion, per iodonta l  d isease,

Cancer  pa t ien ts  shou ld  main ta in  good ora l  hyg iene and
should have a dental  examinat ion with preventat ive
dent is t ry  p r io r  to  t rea tment  w i th  b isphosphonates .

Whi l -e  on  t rea tment ,  these pa t ien ts  shou ld  avo id
invas ive  denta l  p rocedures  i f  poss ib le .  For  pa t ien ts
who deve lop  ONJ wh i le  on  b isphosphonate  therapy ,
denta l  surgery  may exacerba le  the  cond i t ion . For
pat ien ts  requ i r ing  denta l -  p rocedures ,  there  are  no
data  ava i lab le  to  suqgest  whether  d iscont inuat ion  o f
b isphosphonate  t rea tment  reduces  the  r i sk  o f  ON.T.
CI in ica l  judgment  o f  the  t rea t ing  phys ic ian  shou ld
gu ide  the  management  p lan  o f  each pa t ien t  based on
i n d i v i d u a l  b e n e f i t / r i s k  a s s e s s m e n t .

( I d . ,  E x .  3 2 . 1

B. I'lrs. I{treeler's Medical. and Dent'al Eistory

P la in t i f f  M ichae l  Whee ler  i s  the  persona l  representa t ive  o f

the  Es ta te  o f  Pau la  Whee ler ,  as  we l - I  as  Mrs .  Whee l -e r ' s  husband.

(See Compl .  )  In  October  2001,  Mrs .  Whee ler  was  d iagnosed w i th

an in f i l t ra t ing  duc ta l  carc inoma in  the  le f t  b reas t  tha t  had

metas tas i zed  to  the  so ine . (Doc .  no .28 ,8x .39 ;  Kea ton  Dep .  a t

20-21, . ' ) N o v e m b e r  2 0 0 7 ,  M r s .  W h e e l e r ' s  o n c o l o g i s t , Dr

Keaton,  p rescr ibed Zometar  ds  we l l  as  chemotherapy  and hormona l

i n c l u d i n g  p o o r l y  f i t t e d  d e n t u r e s ) .
ONJ invo l -ved pa t ien ts  w i th  s igns  o f
inc lud ing  os teomye l i t i s  .

I n
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t h e r a p y .  ( K e a t o n  D e p .  a t  2 4 ;  D o c .  n o .  2 8 ,  E x .  4 1 - . )  D r .  K e a t o n

spec i f i ca l l y  p rescr ibed Zometa  to  reduce the  r i sk  o f  ske le ta l

re l -a ted  events  and compl ica t ions  f rom bone metas tas is .  (Keaton

Dep.  a t  27 , )  Mrs .  Whee ler  rece j -ved a l l  o f  her  Zometa  in fus j -ons

in  Georg ia ,  ES we l l -  as  a l l  o f  her  denta l  and ora l  surqery

L r e a t m e n t .  ( D o c .  n o .  2 8 ,  E x s .  3 5 - 3 8 . )

Dr .  Keaton  was fami l i -a r  w i th  Zometa  and i t s  var ious

poss i .b le  s ide  e f fec ts  we l l  be fo re  2007 .  (Kea ton  Dep .  a t  26 . )

Dr.  Keaton  tes t i f ied  tha t  when he  prescr ibed Zometa  to  Mrs .

W h e e l e r ,  h e  d i s c u s s e d  i t s  r i s k s  a n d  b e n e f i t s .  ( I d .  a t  2 6 - 2 1 . \

Dr .  Keaton  a lso  tes t i f ied  tha t  i t  was  h is  hab i t  and prac t ice  to

d iscuss  w i th  pa t ien ts  the  r i sk  tha t  Zometa  cou ld  po ten t ia l l y

cause ONJ,  as  we l l  as  tha t  pa t ien ts  shou ld  no t  have any th ing

done by  a  dent is t  o ther  than c lean ings  and f i l l i ngs  w i thout

t a l k i n g  t o  h i m  f i r s t .  ( I d .  a t  2 ' 7 ,  3 1 .  )

On Ju ly  L4 ,  2009,  Dr .  Murphey  ex t rac ted  an  erup ted  too th

a n d  p e r f o r m e d  a  s o c k e t  g r a f t  f o r  M r s .  W h e e l - e r .  ( D o c .  n o  2 8 ,  E x -

50 ;  Murphey  Dep.  a t  22 . )  Because Mrs .  V , lhee l -e r  was  in  pa in ,  she

d id  no t  f i l l  ou t  a  med j -ca l  h is to ry  fo rm unt i l  she  was leav ing

Dr .  Murphey 's  denta l  p rac t ice  tha t  day .  (See Murphey Dep.  a t

25 . ' )  Th is  med ica l  h is to ry  fo rm ind ica ted  tha t  Mrs .  V fhee ler  had

" Z o m e t a  f V  ( p o r t )  e v e r y  6  w I e e ] k s . " ( D o c .  n o . 2 8 , 8 x . 4 9 ;

M u r p h e y  D e p .  a t  2 5 . )  O n  J u l y  1 1 , 2 0 0 9 ,  D r .  M u r p h e y  n o t e d  b o n e y

deh iscence on  l ingua l  #31- '  and h is  records  no te  i t  was  due to

" t raumat i c  t oo th  l oss  Ione ]  mon th  ago . "  (Doc .  No .  28 ,  Ex .  51 ;

q
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Murphey

and the

( rd .  )

informed

Dr

D e p .  a t  3 L - 3 2 . )  D r .  M u r p h e y  a l s o  e x t r a c t e d  t o o t h  # 3 0

r e t a i n e d  r o o t  t i p  o f  t o o t h  # 1 3 ,  w i t h  s o c k e t  q r a f t s .

Murphey  tes t i f ied  tha t  on  Ju Iy  20 ,  2009,  Mrs .  Whee ler

h im she was tak ing  Zometa .  (Murphey  Dep.  a t  33 .  )  In

response to  th is  in fo rmat ion ,  Dr .  Murphey  in fo rmed Mrs .  Whee ler

tha t  Zometa  was the  po ten t ia l  cause o f  her  jaw prob lems.  ( Id .

a t  3 3 - 3 6 .  )

On September  7 I ,  2009,  Mrs .  Whee ler  v is i ted  an  ora l

surgeon,  Dr .  Samuel  D 'Arco ,  who no ted  tha t  Mrs .  Whee ler  had

"  Io ]  s teonecros is  o f  r igh t  pos ter io r  mand ib le  poss ib le  BRONJ

d u e  t o  l o n g  t e r m  Z o m e t a  a n d  r e c e n t  I e x t r a c t i o n s ] . "  ( D o c .  n o .

28 ,  Ex .  54 .  ) Dr.  D 'Arco  a lso  tes t i f ied  tha t  he  wou ld  have

in fo rmed Mrs .  V lhee le r  o f  the  po ten t ia l  cor re l -a t ion  be tween

Z o m e t a  a n d  t h e  b o n e  d e a t h  i n  h e r  j a w .  ( D / A r c o  D e p .  a t  3 0 .  )

In  August  2009,  Mrs .  Whee ler  rece ived her  l -as t  dose o f

Z o m e t a .  ( D o c .  n o -  2 8 ,  E x .  5 6 . )  O n  O c t . o b e r  B ,  2 0 0 9 ,  D r .  K e a t o n

ins t ruc ted  Mrs .  Whee ler  tha t  he  was d iscont inu inq  admin is t ra t ion

of  Zometa  because "she had ev idence o f  os teonecros is  o f  the  iaw

and tha t  con t inu ing  the  Zometa  cou ld  worsen t .he  cond i t ion . "

( K e a t o n  D e p .  a t  3 2 - 3 3 . )  O n  J u l y  1 0 ,  2 0 1 0 ,  M r s .  V { h e e l e r  p a s s e d

away  due  to  he r  me tas ta t i c  b reas t  cance r .  (Doc .  no .  28 ,  Ex .

62 .  \
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C. Procedural History

O n  D e c e m b e r  2 8 ,  2 4 1 7 ,  P l a i n t i f f  f i l e d  s u i t  a l l e g i n g  s t r i c t

l iab i l i t y ,  neg l igent  manufac ture ,  fa i l -u re  to  warn ,  b reach o f

express  and imp l ied  war ran ty ,  and loss  o f  consor t ium fo r  damages

a s s o c i a t e d  w i t h  M r s .  W h e e l e r ' s  u s e  o f  Z o m e t a .  ( D o c .  n o .  1 . )  O n

January  22 ,  2013,  Defendant  f i led  a  mot ion  fo r  sunmary  judgment .

( D o c .  n o .  2 8 . )  T o  d a t e ,  P l a i n t i f f  h a s  f a i l e d  t o  r e s p o n d  t o  t h e

motion for sui lmary judgment.

II. ST'MIIARY .'T'DGMENT STA}IDARD

The Court should grant summary judgrment only i f  " there is

no genuine dispute as to any mater ial-  fact and the movant is

e n t i t l e d  t o  j u d g m e n t  a s  a  m a t t e r  o f  l a w .  "  F e d .  R .  C i v .  P .

56  (a )  .  Fac ts  a re  "mater ia l "  i f  they  cou ld  a f fec t  the  ou tcome o f

the  su i t  under  the  govern inq  subs tan t ive  law Anderson v .

L i b e r t y  L o b b v ,  I n c . ,  4 7 7  U . S .  2 4 2 ,  2 4 8  ( 1 9 8 5 ) .  T h e  C o u r t  m u s t

vj-ew the facts in the l ight most favorable to the non-moving

p a r t y ,  M a t s u s h i t a  E I e c .  I n d u s .  C o  v .  Z e n i t h  R a d i o  C o r p . ,  4 7 5

U . S .  5 7 4 ,  5 8 7  ( 1 9 8 6 ) ,  a n d  m u s t  d r a w  " a l 1  j u s t i f i a b l e  i n f e r e n c e s

i n  l i t s l  f a v o r .  "  U .  S .  v .  F o u r  P a r c e l s  ,  9 4 1  F . 2 d  1 , 4 2 8  ,  ! 4 3 7

( 1 9 9 1 )  ( i n t e r n a l  p u n c t u a t i o n  a n d  c i t a t i o n s  o m i t t e d ) .

The mov ing  par ty  has  the  in i t ia l  burden o f  showing the

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

m o t i o n .  C e l o t e x  C o r p .  v .  C a t r e t t ,  4 1  7  U . S .  3 L 7 ,  3 2 3  ( 1 9 8 6 )  .

How to carry this burden depends on who bears the burden of
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p r o o f  a t  t r i a l F i t z p a t r i c k  v .  C i t y  o f  A t 1 a n t a ,  2  F . 3 d  : . . t . 1 " 2 ,

1 1 1 5  ( 1 1 t h  C i r .  1 9 9 3 ) .  W h e n  t h e  n o n - m o v a n t  h a s  t h e  b u r d e n  o f

proo f  a t  t r ia l ,  the  movant  may car ry  the  in i t ia l  burden in  one

of  two ways  by  negat inq  an  essent ia l  e l -ement  o f  the  non-

movant rs  case or  by  showing tha t  there  is  no  ev idence to  p rove a

f a c t  n e c e s s a r y  t o  t h e  n o n - m o v a n t ' s  c a s e .  S e e  C l a r k  v .  C o a t s  g

C l a r k ,  I n c . ,  9 2 9  F . 2 d  6 0 4 ,  6 0 6 - 0 8  ( 1 1 t h  C i r .  1 9 9 1 )  ( e x p l a i n i n g

A d i c k e s  v .  S . H .  K r e s s  &  C o . ,  3 9 8  U . S .  I 4 4  ( 1 - 9 7 0 )  a n d  C e l o t e x

Corp .  v .  Ca t re t t ,  477  U .S .  31 ,7 ( 1 9 8 6 )  )  .  B e f o r e  t h e  C o u r t  c a n

evafua te  the  non-movant 's  response in  oppos i t ion ,  i t  must  f i r s t

consider whether the movant has met i ts in i t ia l  burden of

showing tha t  there  are  no  genu ine  issues  o f  mater ia l  fac t  and

tha t  i t  j - s  en t i t led  to  judgrment  as  a  mat te r  o f  law.  Jones  v ,

C i t y  o f  C o l u m b u s ,  L 2 0  F . 3 d  2 4 8 ,  2 5 4  ( 1 1 t h  C i r .  ] - 9 9 7  )  ( p e r

cur iam) .  A  mere  conc lusory  s ta tement  tha t  the  non-movant  cannot

meet  the  burden a t  t r ia l  i s  insu f f i c ien t

6 0 8 .

C 1 a r k ,  9 2 9  F . z d  a t

I f  and on ly  i f  the  movant  car r ies  i t s  in i t ia l  burden,

the non-movant may avoid sunmary judgment only by

"demonst ra t  [ ing ]  tha t  there  is  indeed a  mater ia l  i ssue o f  fac t

that precludes sunimary judgrment.  "  Id.  When the non-movant

bears  the  burden o f  p roo f  a t  t r ia l ,  the  non-movant  must  ta i lo r

i t .s response to the met.hod by which the movant carr ied i ts

in i t ia l  burden.  I f  the  movant  p resents  ev idence a f f i rmat ive ly

negat . ing  a  mater ia l  fac t ,  the  non-movant  "must  respond w i th
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ev idence su f f i c ien t  to  w i ths tandev idence su f f i c ien t  to  w i ths tand a  d i rec ted  verd ic t  mot ion  a t

t r ia l -  on  the  mater ia l  fac t  sought  to  be  negated .  "  F i tzpa t r i ck ,

2  F .3d  a t  L IL6 .  I f  the  movant  shows an  absence o f  ev idence on  a

mater ia l  fac t ,  the  non-movant  must  e i ther  show tha t  the  record

conta ins  ev idence tha t  was  "over looked or  ignored"  by  the  movant

or  "come fo rward  w i th  add i t iona l  ev idence su f f i c ien t .  to

w i ths tand a  d i rec ted  verd ic t  mot ion  a t  t r ia l  based on  the

a l leged ev ident ia ry  de f ic iency .  " I d .  a t  1 1 1 6 - 1 7 .  T h e  n o n -

movant  cannot  carry  i ts  burden by re ly ing on the p leadings or  by

repeat ing conclusory a l legat ions conta ined in  the compla int .

S e e  M o r r i s  v .  R o s s t  6 6 3  F . 2 d  1 0 3 2 ,  1 0 3 3 - 3 4  ( 1 1 t h  C i r .  1 9 8 1 ) .

Rather ,  the  non-movant  must  respond w i th  a f f idav i ts  o r  as

o therw ise  prov ided by  Federa l  Ru le  o f  C iv i l  Procedure  56 .

fn  th is  ac t ion ,  the  C lerk  qave P la in t i f f  appropr ia te  no t ice

of the motion for sunmary judgment and informed him of the

summary  judgment  ru l -es ,  the  r igh t  to  f i le  a f f idav i ts  o r  o ther

mater ia ls  in  oppos i t ion ,  and the  consequences  o f  de fau l t .  (Doc .

no .  29 . ) There fore ,  the  no t ice  requ i rements  o f -  Gr i f f i th  v .

W a i n w r i g h t ,  7 7 2  F . 2 d  8 2 2 ,  8 2 5  ( 1 1 t h  C i r .  L 9 B 5 )  ( p e r  c u r i a m ) ,  a r e

sa t is f ied .  A l though P la in t i f f  fa j - led  to  f i le  any  mater ia fs  in

oppos i t ion ,  the  t ime fo r  do ing  so  has  exp i red ,  and the  mot ion  is

now r ipe  fo r  cons idera t ion .

t r ia l -  on  the  mater ia l  fac t  souqht
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I IT.  DTSCUSSION

Defendant seeks summary judgment on three di f ferent

grounds.  F i rs t ,  Defendant  a rgues  tha t  P la in t i f f ' s  c l -a ims are

bar red  by  the  s ta t .u te  o f  l im i ta t ions .  Second,  Defendant  a rgues

tha t  because P la in t i f f  fa i led  to  comply  w i th  the  exper t  repor t

requ i rement ,  he  cannot  p rove  prox imate  cause in  th is  case.

F ina1 ly .  Defendant  a rgues  tha t  P la in t i f f  cannot  p rove  tha t

Defendant  fa i led  to  warn  o f  the  a t tendant  r i sks  assoc ia ted  w i th

Z o m e t a  u s e .

A. Statute of Limitat ions

As th is  case is  a divers i ty  act ion,  the Cour t  must  apply

l - imi ta t ions to  determine whether  theGeorg ia ' s  s t a tu te  o f

compla in t  i s  t ime ly .  See Cambr idqe Mut .  F i re  Ins .  Co.  v .  C i ty

o f  C l - a x t o n  ,  7 2 0  E . 2 d  1 2 3 0 ,  1 2 3 2  ( 1 1 - t h  C i r .  l - 9 8 3 )  ( *  [ S ]  t a t e

statutes of  l imi ta t ions are substant ive laws and must  be

fo l l owed  by  fede ra l  cou r t s  i n  d i ve rs i t y  ac t i ons . " ) .  Georg ia  l aw

requ i res  tha t  "  [ a ]  c t i ons  fo r  i n ju r i es  to  the  pe rson  sha l l  be

brought  wi th in  two years af ter  the r ight  o f  act ion accrues

, "  O . C . G . A .  S  9 - 3 - 3 3 ;  s e e  a l s o  A d a i r  v .  B a k e r  B r o s . ,  I n c . ,  1 8 5

Ga.  App .  807 ,  808  ( l - 998 )  ( "  [A ]n  ac t i on  to  recove r  f o r  pe rsona l

i n ju r i es  i s ,  i n  essence  I  a  pe rsona l  i n ju ry  ac t i on ,  and ,

regard less of  whether  i t  is  based upon an a l leged breach of  an

imp l ied  war ran ty  o r  i s  based upon

l im i ta t ions  s ta tu te  govern ing  ac t ions

an a l leged to r t ,  the

f o r  pe rsona l  i n ju r i es  i s

c o n t r o l l i n g .  " )  ;  S m i t h ,  M i 1 1 e r  c  P a t c h  v .

10

L o r e n t z s o n ,  2 5 4  G a .
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1 7 1 - ,  1 1 1  ( l - 9 8 5 )  ( a p p l y i n g O - C - G . A .  S  9 - 3 - 3 3  t o  p r o d u c t s

I i a b i l i t y  c l a i m s  b a s e d  o n  p e r s o n a l  i n j u r i e s ) ;  D a n i e l  v .  A m .

O p t i c a l  C o r p .  ,  2 5 1  G a .  1 6 6 ,  7 6 7  ( 1 9 8 3 )  ( h o l d i n g  t h a t  O . C . G . A .  S

9-3-33  app l j -es  to  persona l  in ju ry  ac t ions  brought  under  theor ies

o f  s t r i c t  l i a b i l i t y  a n d  n e g l i q e n c e ) . A l though P la in t i f f  asser ts

c l a i m s  f o r  p r o d u c t s  l i a b i l i t y  a n d  b r e a c h  o f  w a r r a n t y ,  " I t ] h e

nature  o f  the  in ju ry  sus ta ined i -n  th is  case is  an  in ju ry  to  the

p e r s o n /  a n d  O . C . G . A .  S  9 - 3 - 3 3  t h e r e f o r e  a p p l i e s  t o  I P l a i n t i f f ' s ]

p roduc ts  l iab i l i t y "  and breach o f  war ran ty  c la j -ms.  Lorenczson,

2 5 4  G a .  a t  1 l - 1  ( c i t i n g  D a n j - e l ,  2 5 L  G a .  a t  ] - 6 1 ) ;  s e e  a l s o  A d a i r ,

1 8 5  G a .  A p p .  a t  B 0 B .

The c la ims brought  on  beha l f  o f  Mrs .  Whee ler  a re  based upon

the  a l leged in ju ry  to  her  jaw caused by  the  use  o f  Zometa .

Under  the  d iscovery  ru le ,  "  [a ]  cause o f  ac t ion  w i l l  no t  accrue

unt i l  the  p la in t i f f  d iscovers  o r  in  the  exerc ise  o f

reasonab le  d i l igence shou ld  have d iscovered no t  on ly  tha t  he  has

been in ju red  bu t  a lso  tha t  the  in ju ry  may have been caused by

t h e  d e f e n d a n t ' s  c o n d u c L . "  K i n g  v .  S e i t z i n g e r s ,  f n c . ,  1 - 6 0  G a .

App .  3 l -8 ,  319  (1981- ) .  Th i s  d i scove ry  ru1e ,  however ,  app1 ies

o n l y  i n  c a s e s  o f  a  c o n t i n u i n g  t o r t .  M c A u I e y  v .  W i l l s ,  2 5 1 -  G a .

3 t  4  ( L 9 8 3 ) ;  { . H . D .  v .  w e s t m i n s t e r  s c h s . ,  1 , 7 2  F . 3 d  7 9 7 ,  8 0 4 - 0 5

(1 f th  C i r .  1 -999 )  ( "  [ I ] n  Georg ia  the  d i scove ry  ru le  on l y  app l i es

to  cases  i nvo l v ing  ' con t i nu ing  to r t s r '  where  the  p la in t i f f ' s

in jury  developed f rom pro longed exposure to  the defendantrs

Cont inu ing tor ts  are those that  resul tt o r t i ous  conduc t .  " )

l- 1_
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f rom exposure to the defendant

" p r o d u c e [ ]  i n j u r y  i n  v a r y i n g

's  cont inuous  to r t ious  conduct  and

d e g r e e s  o v e r  a  p e r i o d  o f  t i m e . "

G a .  1 9 8 ,  8 0 2  ( 7 9 7 2 ) .  B e c a u s e  M r s .E v e r h a r t  v .  R i c h ' s ,  I n c . .  2 2 9

Wheeler underwent mult iple Zometa treatments/ the Court wiI l

assLune for  the purposes of  th is  mot ion that  Mrs.  Wheeler

suf fe red  f rom a  cont inu ing  to r t .

Based upon the  record  be fore  the  Cour t ,  Mrs .  Whee ler

arguab ly  d lscovered her  in ju ry  by  Ju ly  : - -4 ,  2009,  when she

underwent  the  ex t rac t ion  and gra f t ing  procedure  on  her  jaw.

( S e e  D o c .  n o .  2 8 ,  E x .  5 0 .  )  O n  J u l y  2 0 ,  2 0 0 9 ,  D r .  M u r p h e y

in fo rmed Mrs .  Whee ler  tha t  Zometa  was a  po ten t ia l  cause o f  her

j a w  i n j u r i e s .  ( M u r p h e y  D e p .  a t  3 3 - 3 6 . )  O n  O c t o b e r  B ,  2 0 0 9 ,  D r .

Keaton  to ld  Mrs .  Whee l -e r  tha t  he  was tak inq  her  o f f  Zometa

because i t  cou ld  worsen the  ONJ tha t  she  was su f fe r ing .  (Keaton

D e p .  a t  3 2 - 3 3 . )  T h u s ,  M r s .  W h e e l e r  k n e w  o r  s h o u l d  h a v e  k n o w n

t h e  c a u s e  o f  h e r  O N J  o n  o r  b e f o r e  O c t o b e r  8 ,  2 0 0 9  a t  t h e  l a t e s t .

P l a i n t i f f ,  h o w e v e r ,  d i d  n o t  f i l e  s u i t  u n t i l  D e c e m b e r  2 8 ,  2 0 L 1 ,

o v e r  t w o  y e a r s  a f t e r  M r s .  W h e e l e r ' s  O c t o b e r  8 ,  2 O O 9  v i s i t  t o  D r .

K e a t o n .  ( S e e  D o c .  n o .  1 . )  A c c o r d i n g l y ,  P l a i n t i f f ' s  c l a i m s

based upon Mrs .  I l l hee le r ' s  personaf  in ju ry  a re

bar red  by  the  s ta tu te  o f  l i rn i ta t ions .

untimely and

However ,  "  [ t ]  he  runn ing  o f  l im i ta t j -on  fo r  a  persona l  in ju ry

c la i -m does  no t  bar  a  der iva t ive  loss  o f  consor t ium c la im.  "

Parke r  v ,  S i l v i ano ,  284  Ga .  App .  278 ,  280  (2007  )  ( c i t i ng  Wh i t t en

App .  71 -9 ,  722  (1999 ) )

t 2

R icha rds ,  240  Ga The statute of
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l im i ta t ions  fo r  a  c la im o f  loss  o f  consor t ium is  four  years ,  and

t h u s  M r .  W h e e l e r ' s  l o s s  o f  c o n s o r t i u m  c l a i m  w a s  f i f e d  w e l l

with in the l imi ta t ion oer iod. See  O .C .c .A .  S  9 -3 -33 .

N e v e r t h e l e s s ,  i n  o r d e r  f o r  M r .  W h e e l e r ' s  l o s s  o f  c o n s o r t i u m

c la im to  be  va l id ,  i t  must  be  based upon Defendant 's  to r t ious

c o n d u c t .  S m i t h  v .  T r i - S t a t e  C u l v e r t  M f g .  C o .  ,  ! 2 6  G a .  A p p .  5 0 8 ,

5 1 - 0  ( 1 9 7 2 )  ( e x p l a i n i n g  t h a t  l i a b i l i t y  f o r  l - o s s  o f  c o n s o r L i u m  i s

es tab l i shed by  showing so le ly  tha t  the  de fendant  has  to r t ious ly

in ju red  the  consor t ium c l -a imant  i  s  spouse,  wh i le  damages are

e s t a b l i s h e d  a s  i n  a n y  o t h e r  t o r t  c a s e ) .  A s  d i s c u s s e d  b e l o w ,

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

not  bar red  by  the  s ta tu te  o f  l im j - ta t ions ,  Mr .  Whee ler ' s  l -oss  o f

consor t ium c l -a im a lso  fa i - l -s .

B. Strict LiabiJ.ity

F i r s t ,  P l a i n t . i f f ' s  s t r i e t  p r o d u c t s  l i a b i l i t y  c l a i m  f a i l s .

Under  Georg ia  p roduc ts  l iab i l i t y  law,  a  p la in t i f f  must  p rove  as

par t  o f  h is  p r ima fac ie  case tha t  t .he  de fendant 's  p roduc t  was

the  prox imate  cause o f  the  in ju r ies  a l leged.  B lacks ton  v .  Shook

c  F l e t c h e r  I n s u l a t i o n  C o .  ,  1 6 4  F . 2 d  1 4 8 0 ,  1 , 4 8 2  (  l - l - t h  C i r .  1 9 8 5  )

( c i t i n g  T a l l e y  v .  C i t y  T a n k  C o r p . ,  1 5 8  G a .  A p p .  1 3 0 ,  1 3 4

(198r - ) ) "As  a  genera l  ru1e,  i ssues  o f  causat ion  are  fo r  the

ju ry  to  resolve and should not  be determined by a t r ia l  cour t  as

a mat ter  o f  law except  in  p la in  and undisputed cases.  "  gg let ree

v .  Nav i s ta r  f n t ' 1  T ransp .  Co rp . ,  245  Ga .  App .  1 ,  3  ( 2000 ) .  f n

products  l iab i l i ty  cases,  proof  o f  causat ion genera l ly  requi res

13
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re l iab le  exper t  tes t imony wh ich  is  "based,  a t  the  leas t ,  on  the

determinat ion  tha t  there  was a  reasonabLe probab iT i ty  tha t  the

n e g l i g e n c e  c a u s e d  t h e  i n j u r y . "  R o d r i g r u e s  v .  G a . - P a c . C c r p _ r _ , 2 9 0

Ga.  App .  442 ,  444  (2008 )  ( enphas i s  added ) ;  see  a l so  Maczko  v .

E m p l o y e r s  M u t .  , L i a b .  f n s .  C o . , 1 1 6  G a .  A p p .  2 4 1  ,  2 5 A  Q 9 6 1 )

( "The tes t imony must  show at I e a s t probab le  cause,  ds

d is t ingu ished f rom a  mere  poss ib le  cause.  " ) In the

a l te rna t ive ,  exper t  tes t imony s ta ted  on ly  in  te rms o f  a

"poss ib le"  cause may be suf f ic ient  i f  i t  is  supplemented by

probat ive non-exper t  test imony on causat j -on.  Rodr igues,  290 Ga.

App .  a t  444 .

Here ,  the  in fe rence tha t  Zometa  caused ONJ in  Mrs .  Whee ler

is  no t  a  na tura l  in fe rence tha t  a  ju ror  cou l -d  make th rough human

e x p e r i e n c e .  S e e  M c D a n i e l  v .  E m p l o y e r s  M u t .  L i a b .  f n s .  C o . ,  I 0 4

Ga.  App .  340 ,  343 -44  (1961 ) . Therefore,  medica l  exper t

tes t imony  . i s  essen t i a l  t o  p rove  causa t i on  1n  th i s  case ,  See

A l l i son  v .  McGhan  Med .  Corp .  ,  1 -84  F .3d  1300 ,  1320  (11 th  C i r .

1999)  (appfy ing  Georg ia  law and f ind ing  tha t  exper t  med ica l

tes t imony was essent ia l  to  p rove  tha t  s j - l i cone breas t  imp lan ts

caused  p la in t i f f t s  sys tem ic  d i sease ) ;  see  a l so  Smi th  v .  Or tho

P h a r m .  C o r p .  ,  
' 7 ' 7  

0  F .  S u p p .  1 5 6 1 ,  1 - 5 6 5  ( N .  D .  G a .  1 9 9 1 )

( "Sc ien t i f i c  tes t imony by  exper t  w i tnesses  on  the  issue o f

causat ion  p lays  an  inc reas ing ly  v i ta l  ro le  in  IGeorg ia ]  p roduc ts

I i ab i l i t y  l i t i ga t i on . " )  . Thus, in order to survive sunmary

judgment,  Plaint i f f  must have presented a competent expert  who
' l A

Case 1:11-cv-00211-JRH-WLB   Document 35   Filed 05/15/13   Page 14 of 19



cou ld  tes t i f y  " to  a  reasonab le  degree o f  med ica l  cer ta in ty , '  tha t

Z o m e t a  c a u s e d  M r s .  W h e e l - e r ' s  i n j u r i e s .  S e e  A l l i s o n ,  l - 8 4  F . 3 d  a t

1 3 2 0 .

P la in t i f f  fa i led  to  des ignate  any  exper t  w i tnesses  to

es tab l i sh  causat ion ,  and h is  t i -me fo r  do j -ng  so  has  now passed.

( S e e  D o c .  n o . 2 5 . ) P l -a in t i f f  p resented  no  exper t  tes t imony

regard ing a causal  re la t ionship between Mrs.  Wheel -er /s  Zometa

use  and  he r  i n ju ry  i n  oppos i t i on  to  De fendan t ' s  mo t ion .

Fur thermore,  the Cour t  f inds noth ing in  the record to  establ ish

such causat ion .  Accord ing ly ,  the  Cour t  conc ludes  tha t  there  is

no probative evidence to support

P la in t i f f ' s  s t r i c t  l i ab i l i t y  c la im ,

fa i l s .

a necessary  e lement  o f

and thus  i t  necessar i l -v

M i l l e r  v .  F o r d

C. Negligent l.lanufacture

L i k e w i s e ,  P l a i n t i f f ' s  n e g l i g e n t  m a n u f a c t u r e  c l a i m  f a i 1 s .

"A  des ign  de fec t  necessar i l y  resu l ts  i -n  a l -1  p roduc ts  hav ing  the

defec t ,  whereas  a  manufac tur ing  de fec t  w i l l  on ly  occur  in  those

produc ts  wh ich  r r re re  improper ly  manufac tured  fo l low ing  des ign .  "

Rose  v .  F i gq ie  I n t ' 1 ,  I nc . ,  229  Ga .  App .  848 ,  853  (7997 ) To

s ta te  a  c la im o f  neg l igent  manufac tur ing ,  the  p la in t i f f  must

show tha t  Defendant 's  neg l igence caused a  de fec t  in  the  produc t

tha t  ex is ted  when i t  le f t  the  manufac turer .

M o t o r  C o . ,  2 8 7  G a .  A p p .  6 4 2 ,  6 4 4  ( 2 0 0 7 )  . Here,  there is  no

evidence in  the record that  the Zometa Mrs.  Wheeler  consumed

conta ined a  manufac tur ing  de fec t .  Moreover ,  there  is  no  exper t

15
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test imony regard ing any defect .  Because there is  no ev idence

giv ing r ise to  a t r iab l -e issue over  whether  the Zometa that  Mrs.

Wheeler consumed contained

judgment is appropriate on

c 1 a i m .

a manufactur ing defect,  sunmary

P l a i n t i f f ' s  n e g l i g e n t  m a n u f a c t u r e

D. Negligent Failure to Warn

Simi la r ly ,  P l -a in t i f f  ' s  neg l igent fa i lu re  to  warn  c la im

f a i l s To establ ish a c la im for  fa i lure to  warn,  the p la in t i f f

must show the defendant had a duty to warn, the defendant

breached tha t  du ty ,  and the  breach was the  prox imate  cause o f

t he  p l a i n t i f i ' s  i n j u r y . PoweI l  Duf f ryn  Termina ls ,  Inc .  v .

Ca lgon  Ca rbon  Co rp . ,  4  F .  Supp .  2d  1198 ,  I 2A3  (S .D .  Ga .  1998 ) .

The duty  to  warn an end user  of  a  r isk  associated wi th  product

use ar ises when the manufacturer  knows or  reasonably  should know

of  a danger  ar is ing f rom product  use.  Chrys ler  Corp.  v .  Bat ten,

2 6 4  G a .  7 2 3 ,  7 2 4  ( 1 9 9 4 ) In determining whether such a duty

ex is ts ,  the  cour t  shou ld  cons ider  the  fo reseeab i l i t y  o f  the  use

in  ques t ion ,  the  type  o f  danger  invo l -ved,  and the  fo reseeab i l i t y

o f  t h e  u s e r ' s  k n o w l e d g e  o f  t h e  d a n g e r .  Z e i g l e r  v .  C l o W h i t e  C o . ,

2 3 4  G a .  A p p .  6 2 1 ,  6 2 9  ( 1 9 9 8 )  .  I f  t h e  p l a i n t i f f  f a i l s  t o

es tab l i sh  the  ex is tence o f  a  du ty  to  warn ,  the  de fendant  i s  no t

1 i a b l e .

Defendant contends that even assuming i t  had a duty to

warn ,  the  l -earned in te rmed iary  doc t r ine  app l ies  to  bar

P l - a i n t i f f ' s  f a i l u r e  t o  w a r n  c l a i m s .  T h e  C o u r t  a q r e e s .  T h e

1 6
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learned interrnediary doctr ine modif ies the general  rul-e that

imposes  l iab i l i t y  aga ins t  a  manufac turer  fo r  the  fa i lu re  to  warn

the  end user  o f  a  known r isk  o r  hazard .  Baker  v .  Smi th  &  Nephew

Richards I4c . ,  No .  1 :97 -cv -L234 ,  1999  WL  1 ,129650 ,  d t  *6  (N .  D .

G a .  S e p t .  2 0 ,  1 9 9 9 ) .  U n d e r  t h e  l e a r n e d  i n t e r m e d i a r y  d o c t r i n e ,  a

manufac turer  i s  no t  requ i red  to  d i rec t l y  warn  the  end user  o f

dangers  assoc ia ted  w i th  a  p roduc t ' s  use .  Id .  For  exarnp le ,  in

the  case o f  a  p rescr ip t ion  drug  or  dev ice ,  "a

t h e  p r e s c r i b i n g  p h y s i c i a n  i s  s u f f i c i e n t .  "

P h a r m .  C o r p .  ,  2 2 6  G a .  A p p .  5 4 7 ,  5 4 8  ( I g g 7 )  .

warni-ng to

Pres to  v .  Sandoz

Die tz

Here,  there is  undisputed ev idence that  Dr .  Keaton,  Mrs.

Wheeler 's  oncologis t  and prescr ib i -nq phys ic ian,  received

Defendant 's  warn ings regard ing Zometa and i ts  potent ia l -  for

causing ONJ.  (Keaton Dep.  at  26. )  Indeed,  he was farn i l iar  wi th

the r isks and benef i ts  o f  Zometa.  Addi t ional ly ,  P la in t i f f  has

not  put  for th  any ev idence that  these warn ings were inadequate.

Fur thermore,  regard less of  the suf f ic iency of  these warn ings,

Pla int i f f  s t i I l  cannot  recover .

Where a learned j-ntermediary has actual knowledge of the

subs tance o f  the  a l leged warn ing  and wou ld  have taken the  same

course  o f  ac t ion  even w i th  the  in fo rmat ion  the  p la in t i f f

con t .ends  shou ld  have been prov ided,  cour ts  typ ica l l y  conc lude

that  the learned in termediary doct r ine appl ies or  that  the

causa l  l ink  i s  b roken and the  p la in t i f f  cannot  recover .

v .  S m i t h k l i n e  B e e c h a m  C o r p . ,  5 9 8  F . 3 d  8 1 2 '  8 1 - 6  ( 1 1 t h  C i r .

t 7

201_0 ) .
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H e r e ,  M r s .  W h e e l e r ' s  t r e a t i n q  p h y s i c i a n  t e s t i f i e d  t h a t  h e

was aware  o f  the  r i sks  assoc ia ted  w i th  Zometa  a t  the  t ime he

prescr ibed i t  to  Mrs .  Whee ler ,  t .ha t  such r i sks  were  we l l -  known

in the medical conrmunity, and, most  s ign i f icant ly ,  that  he

cont inues to  prescr ibe Zometa in  the

fo r  Mrs .  Whee Ie r .  (Kea ton  Dep .  a t

Pl -a in t i f  f  '  s  fa i lu re  to  warn  c l -a im

same manner todav as he did

2 6 ,  3 B - 3 9 .  )  C o n s e q u e n t l y ,

does not survive summary

- i  r r r l a m o n l -

E. E:rpress and ImpJ-ied Breach

F i n a 1 l y ,  P l a i n t i f f ' s  b r e a c h

Under  Georg ia  law,  to  recover

of Warranty

o f  w a r r a n t y  c l a i m s  m u s t  f a i l .

fo r  a  b reach o f  war ran ty ,  a

pla int i f f  must  show pr iv i ty  between h imsel f  and the defendant .

L i ab i l i t y  L i t i q . ,  71 -1 -  F .  Supp .  2d  L348 ,  1366  (M .D .  Ga .  20L0 ) ;

see  a fso  Bodymas te rs  Spor t s  I ndus . ,  I nc .  v .  W imber ley ,  232  Ga .

App .  L10 ,  L14  (1998 ) .  * [ I ] f  a  de fendan t  i - s  no t  t he  se l l e r  t o

the  p la in t i f f -purchaser ,  t .he  p la in t i f f  as  the  u l t imate  purchaser

cannot  recover  on  the  imp l ied  or  express  war ranE.y ,  i f  &Dy,

ar is ing  ou t  o f  the  pr io r  sa le  by  the  de fendant  to  the  or ig ina l

purchaser ,  such as the d is t r ibutor or retai ler from whom

p la in t i f f  purchased the  produc t . "  Lamb v .  Ga. -Pac .  Cgrp_. ,  L94

G a .  A p p .  8 4 8 ,  8 5 0  ( 1 9 9 0 ) .

Here ,  P la in t i f f  fa i l s  to  even a l Iege tha t  Mrs .  l ihee le r

purchased Zometa from Defendant,  and there is no evidence of any

1B
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such purchase.  Due to  a  lack  o f  p r iv j - ty ,  p ra in t i - f f ' s  b reach o f

w a r r a n t y  c l a i m s  m u s t  f a i l .  S S q  B a k e r ,  L 9 9 9  W L  L I 2 T 6 S O ,  a t  * 8 .

F. Derivative C].aims

A s  s t a t e d  a b o v e ,  b e c a u s e  M r .  w h e e r e r ' s  r o s s  o f  c o n s o r t i u m

c l -a im is  der iva t ive  to  h is  w i fe 's  o ther  c la ims,  the  inab i r i t y  o f

P la in t i f  f  to  recover  on  any  c l -a i -ms re la ted  to  Mrs .  whee ler ' s

persona l  in  j  u ry  means tha t  Mr .  ! {hee le r '  s  l -oss  o f  consor t ium

f a i l s  a s  w e l l I d .  a t  * 9 .

rv. coNcl,usloN

Based upon the foregoinq, Defendant 's motion for suf lunary

judgment (doc. no. 28) is cRAr' i [ rED. The crerk is DTRECTED to

enter E rNAr. iIUDGMENT in favor of Def endant . The crerk snAr,L

te rmina te  a l l  dead l ines  and mot ions  and CLOSE the  case.

ORDER ENTERED at Augusta, Georgia,
. /

th is  / f  a^y  o f  May,

2013 .

STATES DISTRICT JUDGE
RN DTSTRICT OF GEORGIA

t 9

Case 1:11-cv-00211-JRH-WLB   Document 35   Filed 05/15/13   Page 19 of 19


