
2009 WI 16 
 

SUPREME COURT OF WISCONSIN 
 

 

  CASE NO. :  2006AP1506 
COMPLETE TI TLE:   
 Joseph Bl unt ,  Sr .  and Mar gar et  Bl unt ,  

          Pl ai nt i f f s- Appel l ant s- Pet i t i oner s,  
 
St at e of  Wi sconsi n Depar t ment  of  Heal t h and 
Fami l y Ser vi ces,  
          Subr ogat ed- Pl ai nt i f f ,  
     v.  
Medt r oni c,  I nc. ,  
          Def endant - Respondent .  
 

   REVI EW OF A COURT OF APPEALS DECI SI ON 
2007 WI  App 191 

Repor t ed at :   305 Wi s.  2d 354,  738 N. W. 2d 143 
( Ct .  App.  2007- Publ i shed)  

  
OPI NI ON FI LED:  Febr uar y 17,  2009   
SUBMI TTED ON BRI EFS:          
ORAL ARGUMENT:  Oct ober  7,  2008   
  
SOURCE OF APPEAL:   
 COURT:  Ci r cui t    
 COUNTY:  Mi l waukee   
 JUDGE:  Ri char d J.  Sankovi t z   
   
JUSTI CES:   
 CONCURRED:  BRADLEY,  J. ,  concur s ( opi ni on f i l ed) .  

ABRAHAMSON,  C. J. ,  j oi ns concur r ence.    
 DI SSENTED:          
 NOT PARTI CI PATI NG:          
   
ATTORNEYS:   

For  t he pl ai nt i f f s- appel l ant s- pet i t i oner s br i ef s wer e f i l ed 
by John C. Cabaniss, Thomas Armstrong, and von Briesen & Roper, 
S.C.,  Mi l waukee,  and or al  ar gument  by John C. Cabaniss.  

 
For  t he def endant - r espondent  t her e was a br i ef  by Michael 

K. Brown, Lisa M. Baird, and Reed Smith LLP,  Los Angel es,  Cal . ,  
and Robert H. Friebert and Friebert, Finerty & St. John S.C.,  
Mi l waukee,  and or al  ar gument  by Michael K. Brown.  

 
An ami cus cur i ae br i ef  was f i l ed by Stephanie A. Scharf, 

David W. Austin, and Schoeman, Updike, Kaufman & Scharf,  
Chi cago,  I l l . ,  and Coleen D. Ball,  Wauwat osa,  on behal f  of  The 
Pr oduct  Li abi l i t y  Advi sor y Counci l .  

 



 

 2 

An ami cus cur i ae br i ef  was f i l ed by Anne Berleman Kearney, 
Joseph D. Kearney, and Appellate Consulting Group, Mi l waukee,  on 
behal f  of  t he Wi sconsi n Manuf act ur er s & Commer ce.  

 
An ami cus cur i ae br i ef  was f i l ed by William C. Gleisner, 

III and t he Law Offices of William C. Gleisner,  Mi l waukee,  and 
Rhonda L. Lanford and Habush Habush & Rottier S.C.,  Madi son,  on 
behal f  of  t he Wi sconsi n Associ at i on f or  Just i ce,  and or al  
ar gument  by William C. Gleisner, III. 

 
 



 

 

2009 WI 16

NOTI CE 
This opinion is subject to further 
editing and modification.  The final 
version will appear in the bound 
volume of the official reports.   
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REVI EW of  a deci s i on of  t he Cour t  of  Appeal s.   Affirmed.   

 

¶1 PATI ENCE DRAKE ROGGENSACK,  J.    We r evi ew a deci s i on 

of  t he cour t  of  appeal s1 af f i r mi ng t he ci r cui t  cour t ' s  deci s i on2 

gr ant i ng summar y j udgment  i n f avor  of  Medt r oni c,  I nc.   Bot h t he 

c i r cui t  cour t  and t he cour t  of  appeal s agr eed t hat  t he expr ess 

                                                 
1 Bl unt  v.  Medt r oni c,  I nc. ,  2007 WI  App 191,  305 Wi s.  2d 

354,  738 N. W. 2d 143.  

2 The Honor abl e Ri char d J.  Sankovi t z of  Mi l waukee Count y 
pr esi ded.  
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pr eempt i on pr ovi s i on of  t he 1976 Medi cal  Devi ce Amendment s t o 

t he Feder al  Food,  Dr ug and Cosmet i c Act ,  speci f i cal l y 21 U. S. C.  

§ 360k( a)  ( 2000) , 3 pr eempt ed t he negl i gence,  st r i ct  l i abi l i t y  and 

l oss of  consor t i um cl ai ms asser t ed by t he pl ai nt i f f s,  Joseph and 

Mar gar et  Bl unt  ( t he Bl unt s) .    

¶2 Our  deci s i on i n t hi s case t ur ns on whet her  t he Bl unt s '  

st at e l aw t or t  c l ai ms ar e pr eempt ed by f eder al  l aw.   I n or der  t o 

deci de t hi s i ssue,  we must  answer  t hr ee quest i ons.   The f i r st  i s  

whet her  Medt r oni c ' s Mar qui s 7230 i mpl ant abl e car di over t er  

def i br i l l at or  ( t he Mar qui s 7230 def i br i l l at or ) ,  whi ch was 

appr oved under  t he Food and Dr ug Admi ni st r at i on' s ( FDA)  

pr emar ket  appr oval  pr ocess,  21 U. S. C.  § 360e,  met  t he f eder al  

" r equi r ement "  speci f i c  t o t hat  devi ce,  pur suant  t o 21 U. S. C.  

§ 360k( a) ,  when i t  r ecei ved pr emar ket  appr oval .   The second 

quest i on i s whet her  t he Bl unt s '  common l aw cl ai ms,  whi ch al l ege 

negl i gence,  st r i ct  l i abi l i t y  and l oss of  consor t i um,  const i t ut e 

st at e r equi r ement s t hat  ar e " di f f er ent  f r om,  or  i n addi t i on t o, "  

t he f eder al  r equi r ement .   The t hi r d quest i on i s whet her  t he 

pr eempt i on anal ysi s of  Ri egel  v.  Medt r oni c,  I nc. ,  ___ U. S.  ___,  

128 S.  Ct .  999 ( 2008) ,  appl i es t o c l ai ms agai nst  t he Mar qui s  

                                                 
3 Al l  f ur t her  r ef er ences t o t he Uni t ed St at es Code ar e t o 

t he 2000 ver si on unl ess ot her wi se not ed.  
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7230 def i br i l l at or ,  even t hough suppl ement al  pr emar ket  appr oval 4 

was gi ven t o a l at er  def i br i l l at or .   Because we concl ude t hat  

t he Uni t ed St at es Supr eme Cour t ' s  deci s i on i n Ri egel  pr ovi des 

def i ni t i ve di r ect i on on t hese quest i ons, 5 we answer  al l  of  t hem 

i n t he af f i r mat i ve.   We t her ef or e concl ude t hat  § 360k( a)  

pr eempt s t he Bl unt s '  c l ai ms.   Accor di ngl y,  we af f i r m t he 

deci s i on of  t he cour t  of  appeal s.  

                                                 
4 " Suppl ement al  pr emar ket  appr oval , "  or  " suppl ement al  

appr oval , "  i s  FDA appr oval  f or  a devi ce t hat  i s s i mi l ar  t o a 
devi ce t hat  pr evi ousl y has r ecei ved pr emar ket  appr oval ,  wher e 
t he manuf act ur er  changes t he " desi gn speci f i cat i ons,  
manuf act ur i ng pr ocesses,  l abel i ng,  or  any ot her  at t r i but e,  t hat  
woul d af f ect  saf et y or  ef f ect i veness. "   Ri egel  v.  Medt r oni c,  
I nc. ,  ___ U. S.  ___,  128 S.  Ct .  999,  1005 ( 2008)  ( c i t i ng 21 
U. S. C.  § 360e( d) ( 6) ( A) ( i ) ) .   I n or der  t o obt ai n " suppl ement al  
appr oval , "  t he manuf act ur er  " must  submi t ,  and t he FDA must  
appr ove,  an appl i cat i on  .  .  .   t o be eval uat ed under  l ar gel y 
t he same cr i t er i a as an i ni t i al  appl i cat i on"  f or  pr emar ket  
appr oval .   I d.  ( c i t i ng 21 U. S. C.  § 360e( d) ( 6) ;  21 C. F. R.  
§ 814. 39( c) ) .  

5 We not e t hat  when t hi s case was pr esent ed f or  or al  
ar gument  t her e wer e t wo f eder al  pr eempt i on cases pendi ng bef or e 
t he Uni t ed St at es Supr eme Cour t .   See Good v.  Al t r i a Gr oup,  
I nc. ,  501 F. 3d 29 ( 1st  Ci r .  2007) ,  cer t .  gr ant ed,  ___ U. S.  ___,  
128 S.  Ct .  1119 ( 2008) ;  Levi ne v.  Wyet h,  944 A. 2d 179 ( Vt .  
2006) ,  cer t .  gr ant ed,  ___ U. S.  ___,  128 S.  Ct .  1118 ( 2008) .   
Al t r i a has si nce been deci ded.   Al t r i a v.  Good,  __ U. S.  __,  129 
S.  Ct .  538 ( 2008) .   Nei t her  case i s r el evant  t o our  di scussi on.   
I n Al t r i a,  t he Supr eme Cour t  i nt er pr et ed an expr ess pr eempt i on 
pr ovi s i on t hat  i s di f f er ent  f r om t he st at ut e i nt er pr et ed i n 
Ri egel .   I d.  at  548- 49.   I n Levi ne,  t her e i s no r el evant  expr ess 
pr eempt i on pr ovi s i on,  r at her  t he case t ur ns on whet her  conf l i c t  
pr eempt i on appl i es.   Levi ne,  944 A. 2d at  184.   Nei t her  case 
addr esses t he FDA pr emar ket  appr oval  pr ocess at  i ssue her e.  
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I .   BACKGROUND6 

¶3 I n 2002,  Medt r oni c appl i ed f or  FDA pr emar ket  appr oval  

t o mar ket  and di st r i but e i t s Mar qui s 7230 def i br i l l at or .   Under  

t he Medi cal  Devi ce Amendment s,  a def i br i l l at or  such as t he 

Mar qui s 7230 i s a Cl ass I I I  devi ce,  subj ect  t o t he FDA' s 

st r i ct est  r egul at i on and over si ght ,  because i t  i s  " f or  a use i n 

suppor t i ng or  sust ai ni ng human l i f e or  f or  a use whi ch i s of  

subst ant i al  i mpor t ance i n pr event i ng i mpai r ment  of  human 

heal t h. "   21 U. S. C.  § 360c( a) ( 1) ( C) .   Wi t h some except i ons, 7 a 

Cl ass I I I  devi ce may not  be mar ket ed or  di st r i but ed wi t hout  

pr emar ket  appr oval  f r om t he FDA.   I d.   The pr ocedur es f or  

obt ai ni ng pr emar ket  appr oval  ar e out l i ned i n 21 U. S. C.  § 360e.   

I n Ri egel ,  t he Uni t ed St at es Supr eme Cour t  det ai l ed t he 

pr emar ket  appr oval  pr ocess as f ol l ows:  

Pr emar ket  appr oval  i s  a " r i gor ous"  pr ocess.   A 
manuf act ur er  must  submi t  what  i s t ypi cal l y a 
mul t i vol ume appl i cat i on.   I t  i ncl udes,  among ot her  
t hi ngs,  f ul l  r epor t s of  al l  s t udi es and i nvest i gat i ons 
of  t he devi ce' s saf et y and ef f ect i veness t hat  have 
been publ i shed or  shoul d r easonabl y be known t o t he 
appl i cant ;  a " f ul l  s t at ement "  of  t he devi ce' s 
" component s,  i ngr edi ent s,  and pr oper t i es and of  t he 
pr i nci pl e or  pr i nci pl es of  oper at i on" ;  " a f ul l  
descr i pt i on of  t he met hods used i n,  and t he f aci l i t i es 

                                                 
6 The f act s r el at ed ar e undi sput ed unl ess ot her wi se not ed.    

7 The Medi cal  Devi ce Amendment s gr andf at her ed appr oval  f or  
cer t ai n Cl ass I I I  devi ces.   For  exampl e,  t hose devi ces sol d 
bef or e t he Medi cal  Devi ce Amendment s '  ef f ect i ve dat e ar e not  
r equi r ed t o under go t he pr emar ket  appr oval  pr ocess.   21 U. S. C.  
§§ 360c( f ) ( 1) ,  360e( b) ( 1) .   I n addi t i on,  a manuf act ur er  need not  
obt ai n pr emar ket  appr oval  f or  a new devi ce i f  i t  i s  
" subst ant i al l y  equi val ent "  t o a devi ce t hat  i s exempt  f r om 
pr emar ket  appr oval .   21 U. S. C.  § 360c( f ) ( 1) ( A) .  
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and cont r ol s used f or ,  t he manuf act ur e,  pr ocessi ng,  
and,  when r el evant ,  packi ng and i nst al l at i on of ,  such 
devi ce" ;  sampl es or  devi ce component s r equi r ed by t he 
FDA;  and a speci men of  t he pr oposed l abel i ng.   [ 21 
U. S. C. ]  § 360e( c) ( 1) .   Bef or e deci di ng whet her  t o 
appr ove t he appl i cat i on,  t he agency may r ef er  i t  t o a 
panel  of  out s i de exper t s,  21 CFR § 814. 44( a)  ( 2007) ,  
and may r equest  addi t i onal  dat a f r om t he manuf act ur er ,  
§ 360e( c) ( 1) ( G) .  

.  .  .  .   

Once a devi ce has r ecei ved pr emar ket  appr oval ,  
t he [ Medi cal  Devi ce Amendment s]  f or bi ds t he 
manuf act ur er  t o make,  wi t hout  FDA per mi ssi on,  changes 
i n desi gn speci f i cat i ons,  manuf act ur i ng pr ocesses,  
l abel i ng,  or  any ot her  at t r i but e,  t hat  woul d af f ect  
saf et y or  ef f ect i veness.   § 360e( d) ( 6) ( A) ( i ) .   I f  t he 
appl i cant  wi shes t o make such a change,  i t  must  
submi t ,  and t he FDA must  appr ove,  an appl i cat i on f or  
suppl ement al  pr emar ket  appr oval ,  t o be eval uat ed under  
l ar gel y t he same cr i t er i a as an i ni t i al  appl i cat i on.   
§ 360e( d) ( 6) ;  21 CFR § 814. 39( c) .  

Af t er  pr emar ket  appr oval ,  t he devi ces ar e subj ect  
t o r epor t i ng r equi r ement s.   § 360i .   These i ncl ude t he 
obl i gat i on t o i nf or m t he FDA of  new c l i ni cal  
i nvest i gat i ons or  sci ent i f i c  st udi es concer ni ng t he 
devi ce whi ch t he appl i cant  knows of  or  r easonabl y 
shoul d know of ,  21 CFR § 814. 84( b) ( 2) ,  and t o r epor t  
i nci dent s i n whi ch t he devi ce may have caused or  
cont r i but ed t o deat h or  ser i ous i nj ur y,  or  
mal f unct i oned i n a manner  t hat  woul d l i kel y cause or  
cont r i but e t o deat h or  ser i ous i nj ur y i f  i t  r ecur r ed,  
§ 803. 50( a) .   The FDA has t he power  t o wi t hdr aw 
pr emar ket  appr oval  based on newl y r epor t ed dat a or  
exi st i ng i nf or mat i on and must  wi t hdr aw appr oval  i f  i t  
det er mi nes t hat  a devi ce i s  unsaf e or  i nef f ect i ve 
under  t he condi t i ons i n i t s l abel i ng.   § 360e( e) ( 1) ;  
see al so § 360h( e)  ( r ecal l  aut hor i t y) .  

Ri egel ,  128 S.  Ct .  at  1004- 05 ( some ci t at i ons omi t t ed) .  

¶4 On December  17,  2002,  t he FDA pr ovi ded devi ce- speci f i c  

pr emar ket  appr oval  t o Medt r oni c f or  i t s  Mar qui s 7230 

def i br i l l at or .   Subsequent  t o t hi s appr oval ,  as a r esul t  of  
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l abor at or y t est i ng,  Medt r oni c became awar e of  a pot ent i al  

shor t i ng pr obl em wi t h t he def i br i l l at or ' s bat t er y.   Thi s  

shor t i ng pr obl em coul d cause t he def i br i l l at or ' s bat t er y t o 

r api dl y di schar ge,  l eadi ng t o a pot ent i al l y  f at al  l oss of  power  

i n t he devi ce. 8   

¶5 Medt r oni c submi t t ed t o t he FDA a pr emar ket  appr oval  

suppl ement al  appl i cat i on cont ai ni ng t hr ee desi gn changes t hat  

addr essed t he shor t i ng i ssue.   On Oct ober  23,  2003,  t he FDA 

appr oved t hese changes. 9  However ,  at  no r el evant  t i me di d t he 

                                                 
8 The par t i es do not  di sput e t hat  t hi s f ai l ur e r at e was on 

t he or der  of  1 i n 10, 000 and t hat  no devi ce f ai l ed out si de of  
cont r ol l ed t est i ng condi t i ons.   For  some per spect i ve,  consi der  
t hat  t he FDA,  on a pr i or  occasi on,  had appr oved " a vent r i cul ar  
assi st  devi ce f or  chi l dr en wi t h f ai l i ng hear t s,  even t hough t he 
sur vi val  r at e of  chi l dr en usi ng t he devi ce was l ess t han 50 
per cent . "   Ri egel ,  128 S.  Ct .  at  1004.  

9 Bot h par t i es agr ee t hat  t he 2002 appr oval  of  t he 
" or i gi nal "  Mar qui s 7230 def i br i l l at or  was i t sel f  a 
" suppl ement al "  pr emar ket  appr oval  of  an ear l i er  appr oved desi gn.   
I t  appear s t hat  t her e wer e a number  of  ear l i er  r evi s i ons 
( accor di ng t o or al  ar gument ,  ei t her  23 or  29 r evi s i ons)  t o t he 
devi ce t hat  al so r ecei ved pr emar ket  appr oval s  pr i or  t o t he 
December  17,  2002 appr oval  of  t he " or i gi nal "  Mar qui s 7230.   
Ther ef or e,  f or  t he sake of  our  di scussi on,  we wi l l  r ef er  t o t he 
December  17,  2002 appr oval  as t he appr oval  of  t he " or i gi nal "  
Mar qui s 7230,  and t he Oct ober  23,  2003 appr oval  as t he appr oval  
of  t he suppl ement al  Mar qui s 7230.   As t he Uni t ed St at es Supr eme 
Cour t  not ed,  " an appl i cat i on f or  suppl ement al  pr emar ket  appr oval  
[ i s ]  eval uat ed under  l ar gel y t he same cr i t er i a as an i ni t i al  
appl i cat i on. "   Ri egel ,  128 S.  Ct .  at  1005 ( c i t i ng 21 U. S. C.  
§ 360e( d) ( 6) ;  21 CFR § 814. 39( c) ) .    
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FDA wi t hdr aw i t s  appr oval  of  t he or i gi nal  def i br i l l at or , 10 and 

f ol l owi ng t he suppl ement al  pr emar ket  appr oval ,  Medt r oni c 

cont i nued t o mar ket  and di st r i but e t he or i gi nal  def i br i l l at or .  

¶6 I n May of  2004,  an or i gi nal  Mar qui s 7230 def i br i l l at or  

was i mpl ant ed i n Joseph Bl unt .   I n Febr uar y of  2005,  Medt r oni c 

advi sed physi c i ans of  t he shor t i ng pr obl em.   Less t han t en days 

af t er  hi s physi c i an r ecei ved not i ce of  t hi s pr obl em,  Joseph 

Bl unt  under went  sur ger y t o r emove t he devi ce at  hi s doct or ' s  

suggest i on.   However ,  at  no t i me di d hi s def i br i l l at or  

mal f unct i on.  

¶7 Fol l owi ng t he second sur ger y,  t he Bl unt s sued 

Medt r oni c,  al l egi ng negl i gence,  st r i ct  l i abi l i t y  and l oss of  

consor t i um based on t he second sur ger y.   Medt r oni c moved f or  

summar y j udgment ,  ar gui ng t hat  t he Bl unt s '  c l ai ms wer e expr essl y  

pr eempt ed by 21 U. S. C.  § 360k( a) .   Sect i on 360k( a)  i s a 

pr ovi s i on of  t he Medi cal  Devi ce Amendment s t hat  pr ovi des i n 

per t i nent  par t :  

[ N] o St at e or  pol i t i cal  subdi v i s i on of  a St at e may 
est abl i sh or  cont i nue i n ef f ect  wi t h r espect  t o a 
devi ce i nt ended f or  human use any r equi r ement - -  

                                                 
10 I n t he Bl unt s '  br i ef s t o t hi s  Cour t ,  t hey suppl ement ed 

much of  t hei r  f act ual  backgr ound i nf or mat i on wi t h c i t at i ons t o 
I n r e Medt r oni c,  I nc. ,  I mpl ant abl e Def i br i l l at or s Li t i gat i on,  
465 F.  Supp.  2d 886 ( D.  Mi nn.  2006) ,  whi ch al so deal t  wi t h t he 
or i gi nal  Mar qui s  7230 def i br i l l at or .   However ,  t he c l ai ms i n 
t hat  case wer e based on di f f er ent  f act ual  al l egat i ons and l egal  
t heor i es t han t hose al l eged her e.   Fur t her mor e,  t he Mar ch 16,  
2006 FDA r ecal l  r ef er enced i n t hat  case t o whi ch t he Bl unt s 
r ef er  di d not  occur  unt i l  af t er  Joseph Bl unt ' s sur ger y.  
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( 1)  whi ch i s  di f f er ent  f r om,  or  i n addi t i on t o,  
any r equi r ement  appl i cabl e under  t hi s chapt er  t o t he 
devi ce,  and 

( 2)  whi ch r el at es t o t he saf et y or  ef f ect i veness 
of  t he devi ce or  t o any ot her  mat t er  i ncl uded i n a 
r equi r ement  appl i cabl e t o t he devi ce under  t hi s 
chapt er .  

¶8 Bef or e t he c i r cui t  cour t  and cour t  of  appeal s,  

Medt r oni c ar gued t hat  f eder al  pr emar ket  appr oval  const i t ut ed a 

" r equi r ement  appl i cabl e under  t hi s chapt er "  t o t he devi ce,  al so 

known as a f eder al  " r equi r ement . "   21 U. S. C.  § 360k( a) ( 1) .   I n 

addi t i on,  Medt r oni c ar gued t hat  t he Bl unt s '  st at e t or t  c l ai ms 

al l egi ng negl i gence and st r i ct  l i abi l i t y  wer e expr essl y 

pr eempt ed by § 360k( a) ( 1)  because t hey const i t ut ed st at e 

r equi r ement s t hat  wer e " di f f er ent  f r om,  or  i n addi t i on t o, "  t he 

f eder al  r equi r ement  t hat  r el at ed " t o t he saf et y  or  ef f ect i veness 

of  t he devi ce. "   § 360k( a) .   The Bl unt s '  cont ent i ons wer e 

di r ect l y opposi t e Medt r oni c ' s i n r egar d t o t hese t wo i ssues.  

¶9 At  t he t i me t he ci r cui t  cour t  r ul ed on Medt r oni c ' s 

mot i on,  pr i or  t o t he Supr eme Cour t ' s  deci s i on i n Ri egel ,  t her e 

was a spl i t  among f eder al  appel l at e cour t s wi t h r espect  t o bot h 

i ssues.   Regar di ng t he f i r st  i ssue,  most  f eder al  c i r cui t  cour t  

deci s i ons had concl uded t hat  devi ce- speci f i c  pr emar ket  appr oval  

const i t ut ed a f eder al  r equi r ement  wi t hi n t he meani ng of  21 

U. S. C.  § 360k( a) ( 1) .   See Ri egel  v.  Medt r oni c,  I nc. ,  451 F. 3d 

104 ( 2d Ci r .  2006) ,  af f ' d,  ___ U. S.  ___,  128 S.  Ct .  999 ( 2008) ;  

Gomez v.  St .  Jude Med.  Dai g Di v.  I nc. ,  442 F. 3d 919 ( 5t h Ci r .  

2006) ;  McMul l en v.  Medt r oni c,  I nc. ,  421 F. 3d 482 ( 7t h Ci r .  

2005) ,  cer t .  deni ed, 547 U. S.  1003 ( 2006) ;  Cupek v.  Medt r oni c,  
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I nc. ,  405 F. 3d 421 ( 6t h Ci r .  2005) ,  cer t .  deni ed sub nom Kni sl ey  

v.  Medt r oni c,  I nc. ,  546 U. S.  935 ( 2005) ;  Hor n v.  Thor at ec Cor p. ,  

376 F. 3d 163 ( 3d Ci r .  2004) ;  Br ooks v.  Howmedi ca,  I nc. ,  273 F. 3d 

785 ( 8t h Ci r .  2001) ;  Mar t i n v.  Medt r oni c,  I nc. ,  254 F. 3d 573 

( 5t h Ci r .  2001) ;  Kemp v.  Medt r oni c,  I nc. ,  231 F. 3d 216 ( 6t h Ci r .  

2000) ;  Mi t chel l  v.  Col l agen Cor p. ,  126 F. 3d 902 ( 7t h Ci r .  1997) .   

An opi ni on of  t he El event h Ci r cui t  was t he l one except i on.   See 

Goodl i n v.  Medt r oni c,  I nc. ,  167 F. 3d 1367 ( 11t h Ci r .  1999) .  

¶10 Wi t h r espect  t o t he second i ssue,  a maj or i t y of  

f eder al  c i r cui t  cour t s t hat  had addr essed t he i ssue al so 

concl uded t hat  st at e t or t  c l ai ms t hat  r el at e t o saf et y or  

ef f ect i veness of  t he devi ce const i t ut ed st at e r equi r ement s 

" di f f er ent  f r om,  or  i n addi t i on t o, "  t he f eder al  r equi r ement ,  

and t her eby wer e pr eempt ed under  21 U. S. C.  § 360k( a) .   See 

Ri egel ,  451 F. 3d at  122;  Gomez,  442 F. 3d at  929- 30;  McMul l en,  

421 F. 3d at  488- 89;  Cupek,  405 F. 3d at  424;  Hor n,  376 F. 3d at  

176;  Br ooks,  273 F. 3d at  796;  Papi ke v.  Tambr ands I nc. ,  107 F. 3d 

737,  741 ( 9t h Ci r .  1997) .   Agai n,  t he El event h Ci r cui t ' s  

deci s i on i n Goodl i n was t he l one except i on.   Goodl i n,  167 F. 3d 

at  1378- 79.  

¶11 I n i t s or der  gr ant i ng Medt r oni c ' s mot i on f or  summar y 

j udgment ,  t he c i r cui t  cour t  anal yzed t hese l i nes of  cases,  and 

concl uded t hat  t he r easoni ng of  t he maj or i t y of  t he f eder al  

c i r cui t s was mor e per suasi ve on bot h i ssues:   ( 1)  t hat  devi ce-

speci f i c  pr emar ket  appr oval  const i t ut ed a f eder al  r equi r ement ;  

and ( 2)  t hat  st at e t or t  c l ai ms based on an al l eged l ack of  

saf et y i n a devi ce t hat  had r ecei ved pr emar ket  appr oval  
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const i t ut ed st at e r equi r ement s " di f f er ent  f r om,  or  i n addi t i on 

t o, "  t he f eder al  r equi r ement .   As a r esul t ,  because Medt r oni c ' s 

or i gi nal  Mar qui s 7230 had r ecei ved devi ce- speci f i c  pr emar ket  

appr oval ,  and because t he Bl unt s '  c l ai ms sounded i n negl i gence 

and st r i ct  l i abi l i t y  based on t he saf et y of  t hat  devi ce,  t he 

c i r cui t  cour t  hel d t hat  t hei r  c l ai ms wer e pr eempt ed by 21 U. S. C.  

§ 360k( a) .   Accor di ngl y,  t he c i r cui t  cour t  gr ant ed summar y 

j udgment  t o Medt r oni c.   The cour t  of  appeal s,  i n af f i r mi ng t he 

ci r cui t  cour t ,  essent i al l y  adopt ed t he ci r cui t  cour t ' s  

r easoni ng. 11  Bl unt ,  305 Wi s.  2d 354,  ¶¶12,  16.  

¶12 We gr ant ed r evi ew and now af f i r m.  

I I .   DI SCUSSI ON 

A.  St andar d of  Revi ew 

¶13 We r evi ew a summar y j udgment  deci s i on i ndependent l y,  

empl oyi ng t he same met hodol ogy as t he c i r cui t  cour t .   Acui t y v.  

Bagadi a,  2008 WI  62,  ¶12,  310 Wi s.  2d 197,  750 N. W. 2d 817.   I n 

addi t i on,  we i nt er pr et  st at ut es i ndependent l y of  t he c i r cui t  

cour t  and cour t  of  appeal s,  but  benef i t t i ng f r om t hei r  anal yses.   

Ri char ds v.  Badger  Mut .  I ns.  Co. ,  2008 WI  52,  ¶14,  309 Wi s.  2d 

541,  749 N. W. 2d 581.   Fi nal l y,  whet her  f eder al  pr eempt i on 

appl i es i s a quest i on of  f eder al  l aw t hat  we r ev i ew 

i ndependent l y.   I nt ' l  Ass' n of  Machi ni st s & Aer ospace Wor ker s v.  

U. S.  Can Co. ,  150 Wi s.  2d 479,  487,  441 N. W. 2d 710 ( 1989) .    

                                                 
11 Judge Fi ne di ssent ed f r om t he deci s i on of  t he cour t  of  

appeal s.  
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B.  Ri egel  v.  Medt r oni c 

¶14 The Uni t ed St at es Supr eme Cour t  has gi ven si gni f i cant  

di r ect i on wi t h r espect  t o t he pr eempt i ve ef f ect  of  21 U. S. C.  

§ 360k( a)  when a def endant  i n a st at e l aw t or t  c l ai m has 

r ecei ved devi ce- speci f i c  pr emar ket  appr oval  f or  a Cl ass I I I  

medi cal  devi ce t hat  i s al l eged t o have caused har m.   I n i t s 2008 

deci s i on i n Ri egel ,  whi ch was r el eased subsequent  t o t he cour t  

of  appeal s '  deci s i on i n t hi s case,  t he Supr eme Cour t  conf i r med 

t hat  devi ce- speci f i c  pr emar ket  appr oval  of  a Cl ass I I I  medi cal  

devi ce const i t ut es a f eder al  " r equi r ement "  wi t hi n t he meani ng of  

§ 360k( a) :  

Pr emar ket  appr oval  .  .  .  i mposes " r equi r ement s"  
under  t he [ Medi cal  Devi ce Amendment s]  .  .  .  .   Unl i ke 
gener al  l abel i ng dut i es,  pr emar ket  appr oval  i s  
speci f i c  t o i ndi v i dual  devi ces.  [ Pr emar ket  appr oval ]  
i s f eder al  saf et y r evi ew.   .  .  .  [ T] he FDA may gr ant  
pr emar ket  appr oval  onl y af t er  i t  det er mi nes t hat  a 
devi ce of f er s a r easonabl e assur ance of  saf et y and 
ef f ect i veness .  .  .  .  [ T] he FDA r equi r es a devi ce t hat  
has r ecei ved pr emar ket  appr oval  t o be made wi t h al most  
no devi at i ons f r om t he speci f i cat i ons i n i t s appr oval  
appl i cat i on,  f or  t he r eason t hat  t he FDA has 
det er mi ned t hat  t he appr oved f or m pr ovi des a 
r easonabl e assur ance of  saf et y and ef f ect i veness.  

Ri egel ,  128 S.  Ct .  at  1007.   I n r esol v i ng t hi s i ssue,  t he Cour t  

el i mi nat ed t he spl i t  among f eder al  c i r cui t s,  and adopt ed t he 

posi t i on of  t he maj or i t y of  t he f eder al  cour t s.  

¶15 Wi t h r espect  t o whet her  21 U. S. C.  § 360k( a)  pr ecl udes 

st at e t or t  c l ai ms t hat  r el at e " t o t he saf et y or  ef f ect i veness 

of "  pr emar ket - appr oved devi ces because t hey ar e " st at e 

r equi r ement s, "  Ri egel  al so hel d t hat  i t  di d.   The Supr eme Cour t  

expl ai ned:  
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Absent  ot her  i ndi cat i on,  r ef er ence t o a St at e' s 
" r equi r ement s"  i ncl udes i t s common- l aw dut i es.   .  .  .  
[ C] ommon- l aw l i abi l i t y  i s  " pr emi sed on t he exi st ence 
of  a l egal  dut y, "  and a t or t  j udgment  t her ef or e 
est abl i shes t hat  t he def endant  has vi ol at ed a st at e-
l aw obl i gat i on.   .  .  .   And whi l e t he common- l aw 
r emedy i s l i mi t ed t o damages,  a l i abi l i t y  awar d " ' can 
be,  i ndeed i s desi gned t o be,  a pot ent  met hod of  
gover ni ng conduct  and cont r ol l i ng pol i cy. ' "  

[ Wi t h r espect  t o pr emar ket  appr oval ] ,  t her e i s 
not hi ng t o cont r adi ct  t hi s nor mal  meani ng.   To t he 
cont r ar y,  i n t he cont ext  of  t hi s l egi s l at i on excl udi ng 
common- l aw dut i es f r om t he scope of  pr e- empt i on woul d 
make l i t t l e sense.   St at e t or t  l aw t hat  r equi r es a 
manuf act ur er ' s [ devi ces]  t o be saf er ,  but  hence l ess 
ef f ect i ve,  t han t he model  t he FDA has appr oved 
di sr upt s t he f eder al  scheme no l ess t han st at e 
r egul at or y l aw t o t he same ef f ect .   I ndeed,  one woul d 
t hi nk t hat  t or t  l aw,  appl i ed by j ur i es under  a 
negl i gence or  st r i ct - l i abi l i t y  st andar d,  i s  l ess 
deser vi ng of  pr eser vat i on.   A st at e st at ut e,  or  a 
r egul at i on adopt ed by a st at e agency,  coul d at  l east  
be expect ed t o appl y cost - benef i t  anal ysi s s i mi l ar  t o 
t hat  appl i ed by t he exper t s at  t he FDA:   How many mor e 
l i ves wi l l  be saved by a devi ce whi ch,  al ong wi t h i t s 
gr eat er  ef f ect i veness,  br i ngs a gr eat er  r i sk of  har m?  
A j ur y,  on t he ot her  hand,  sees onl y t he cost  of  a 
mor e danger ous desi gn,  and i s  not  concer ned wi t h i t s 
benef i t s;  t he pat i ent s who r eaped t hose benef i t s ar e 
not  r epr esent ed i n cour t .   .  .  .  [ I ] t  i s  i mpl ausi bl e 
t hat  t he [ Medi cal  Devi ce Amendment s]  was meant  t o 
" gr ant  gr eat er  power  ( t o set  st at e st andar ds 
' di f f er ent  f r om,  or  i n addi t i on t o'  f eder al  st andar ds)  
t o a s i ngl e st at e j ur y t han t o s t at e of f i c i al s act i ng 
t hr ough st at e admi ni st r at i ve or  l egi s l at i ve l awmaki ng 
pr ocesses. "  That  per ver se di st i nct i on i s not  r equi r ed 
or  even suggest ed by t he br oad l anguage Congr ess chose 
i n t he [ Medi cal  Devi ce Amendment s] ,  and we wi l l  not  
t ur n somer saul t s t o cr eat e i t .  

Ri egel ,  128 S.  Ct .  at  1008 ( c i t at i ons omi t t ed) .    

¶16 Agai n,  t he Cour t  r esol ved t he f eder al  c i r cui t  spl i t ,  

adopt i ng t he posi t i on of  t he maj or i t y of  c i r cui t s t hat  have 

consi der ed t he i ssue.   I n doi ng so,  t he Supr eme Cour t  not ed t hat  
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under  t he Medi cal  Devi ce Amendment s,  " t he sol i c i t ude f or  t hose 

i nj ur ed by FDA- appr oved devi ces .  .  .  was over come i n Congr ess' s  

est i mat i on by sol i c i t ude f or  t hose who woul d suf f er  wi t hout  new 

medi cal  devi ces i f  j ur i es wer e al l owed t o appl y t he t or t  l aw of  

50 St at es t o al l  i nnovat i ons. "   I d.  at  1009.    

¶17 The devi ce at  i ssue i n Ri egel  was one f or  whi ch 

suppl ement al  appr oval  had been i ssued.   We shal l  assume f or  t he 

sake of  our  di scussi on t hat  i t  was t he l at est  suppl ement al  

appr oval  gi ven f or  t hat  medi cal  devi ce because t he Supr eme Cour t  

di d not  di scuss whet her  a suppl ement al  appr oval  gi ven at  a 

subsequent  dat e woul d have had any ef f ect  on an ear l i er  appr oved 

devi ce sol d af t er  a subsequent  suppl ement al  appr oval  had i ssued.   

I n t he case bef or e us,  t he or i gi nal  Mar qui s 7230 def i br i l l at or  

i s t he subj ect  of  t he Bl unt s '  c l ai ms,  and t he Mar qui s 7230 t hat  

was gi ven suppl ement al  appr oval  i s  not  at  i ssue.   Wi t h t hese 

pr i nci pl es i n mi nd,  we now pr oceed t o di scuss t he Bl unt s '  c l ai ms 

i n l i ght  of  Ri egel .  

C.  Ri egel  and t he Bl unt s '  Cl ai ms 

¶18 Ri egel  hol ds t hat  st at e t or t  c l ai ms based on i nj ur i es 

caused by a Cl ass I I I  medi cal  devi ce t hat  was gr ant ed devi ce-

speci f i c  pr emar ket  appr oval  may be pr eempt ed by 21 U. S. C.  

§ 360k( a) .   I d.   St at e t or t  c l ai ms based on such medi cal  devi ces  

ar e pr eempt ed when t hey r el at e " t o t he saf et y or  ef f ect i veness 

of  t he devi ce. "   I d.  at  1007.   I n addi t i on,  such cl ai ms must  be 

" di f f er ent  f r om,  or  i n addi t i on t o, "  t he f eder al  r equi r ement  of  

pr emar ket  appr oval .   I d.  at  1011.    
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¶19 The Bl unt s cont end t hat  Medt r oni c i s l i abl e under  

t heor i es of  negl i gence and st r i c t  pr oduct s l i abi l i t y  due t o t he 

condi t i on of  t he or i gi nal  Mar qui s 7230 def i br i l l at or  when i t  was 

i mpl ant ed i nt o Joseph Bl unt .   Pr emar ket  appr oval  i s  speci f i c  t o 

each i ndi v i dual  Cl ass I I I  medi cal  devi ce,  and i t  i s  t he f eder al  

saf et y r evi ew of  each such devi ce.   I d.  at  1007.   Accor di ngl y,  

we must  det er mi ne whet her  t he Bl unt s '  c l ai ms of  negl i gence and 

st r i ct  pr oduct s l i abi l i t y  r el at e t o t he saf et y of  t he or i gi nal  

Mar qui s 7230 def i br i l l at or . 12  I d.   We consi der  each cl ai m i n 

t ur n.    

¶20 Wi t h r espect  t o negl i gence,  t he Bl unt s '  compl ai nt  

al l eged t hat  " Medt r oni c was negl i gent  i n t he desi gn,  t est i ng,  

manuf act ur e,  mar ket i ng,  war ni ngs and sal e of  t he [ def i br i l l at or ]  

whi ch was i mpl ant ed i n pl ai nt i f f , "  and t he " negl i gence of  .  .  .  

Medt r oni c was a pr oxi mat e cause of  t he i nj ur i es and damages 

sust ai ned by pl ai nt i f f s. "   These al l egat i ons asser t  t hat  t he 

or i gi nal  Mar qui s  7230 def i br i l l at or  coul d have been saf er  t o 

use,  despi t e Medt r oni c ' s obt ai ni ng devi ce- speci f i c  pr emar ket  

appr oval  f r om t he FDA,  had Medt r oni c not  been negl i gent .   As a 

                                                 
12 The Bl unt s al so al l eged l oss of  consor t i um.   That  c l ai m 

i s der i vat i ve of  t he negl i gence and st r i ct  l i abi l i t y  c l ai ms made 
by Joseph Bl unt .   Pet er s v.  Menar d,  I nc. ,  224 Wi s.  2d 174,  193 
n. 8,  589 N. W. 2d 395 ( 1999)  ( " [ L] oss of  consor t i um cl ai ms ar e 
der i vat i ve. " ) ;  Kot t ka v.  PPG I ndus. ,  I nc. ,  130 Wi s.  2d 499,  521,  
388 N. W. 2d 160 ( 1986)  ( " The cl ai m f or  a l oss of  consor t i um i s 
der i vat i ve,  i n t he sense t hat  i t  does not  ar i se unl ess t he ot her  
spouse has sust ai ned a per sonal  i nj ur y. " )  ( c i t i ng Fi t zger al d v.  
Mei ssner  & Hi cks,  I nc. ,  38 Wi s.  2d 571,  581,  157 N. W. 2d 595 
( 1968) ) .   As a r esul t ,  t he mer i t s of  t he l oss of  consor t i um 
cl ai m woul d be consi der ed onl y i f  one or  bot h of  t he f i r st  t wo 
cl ai ms wer e vi abl e.    
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r esul t ,  t he Bl unt s '  negl i gence cl ai m does r el at e t o t he saf et y 

of  t he or i gi nal  Mar qui s 7230 def i br i l l at or ,  as " saf et y"  i s used 

i n 21 U. S. C.  § 360k( a)  accor di ng t o Ri egel .  

¶21 Wi t h r espect  t o st r i ct  l i abi l i t y ,  t he Bl unt s '  

compl ai nt  al l eged t hat :   ( 1)  Medt r oni c ' s or i gi nal  Mar qui s 7230 

def i br i l l at or ,  " as manuf act ur ed,  desi gned,  t est ed,  mar ket ed and 

sol d by .  .  .  Medt r oni c[ , ]  was i n a def ect i ve and unr easonabl y 

danger ous condi t i on t o user s when i t  l ef t  t he possessi on and 

cont r ol  of  .  .  .  Medt r oni c" ;  ( 2)  Medt r oni c ' s or i gi nal  Mar qui s 

7230 def i br i l l at or  " was def ect i ve i n t hat  i t  had a pot ent i al  

bat t er y shor t i ng mechani sm whi ch coul d cause r api d bat t er y 

depl et i on t her eby r ender i ng t he [ def i br i l l at or ]  usel ess and 

unavai l abl e t o shock or  pace t he hear t  i nt o a nor mal  r hyt hm i f  

pl ai nt i f f  suf f er ed a r api d,  l i f e t hr eat eni ng hear t  r hyt hm 

di st ur bance" ;  and ( 3)  " [ t ] he unr easonabl y danger ous and 

def ect i ve condi t i on of  t he [ def i br i l l at or ]  was a pr oxi mat e cause 

of  t he damages sust ai ned by pl ai nt i f f s. "    

¶22 Her e agai n,  t he Bl unt s asser t  t hat ,  despi t e r ecei v i ng 

devi ce- speci f i c  pr emar ket  appr oval  f or  t he or i gi nal  Mar qui s 7230 

f r om t he FDA,  Medt r oni c desi gned and sol d a Cl ass I I I  medi cal  

devi ce t hat  was " def ect i ve and unr easonabl y danger ous. "   That  

t heor y of  l i abi l i t y  i s  based on al l egat i ons t hat  dr aw i nt o 

quest i on t he saf et y of  a Cl ass I I I  devi ce f or  whi ch t he FDA 

gr ant ed devi ce- speci f i c  pr emar ket  appr oval .   Ther ef or e,  i t  i s  a 

c l ai m t hat  r el at es " t o t he saf et y or  ef f ect i veness of "  such a 

devi ce wi t hi n t he meani ng of  21 U. S. C.  § 360k( a) ,  as const r ued 

i n Ri egel .  
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¶23 We next  consi der  t he second st ep i n our  Ri egel  

anal ysi s:   whet her  t he st at e l aw t or t  c l ai ms of  negl i gence and 

st r i ct  pr oduct s l i abi l i t y  ar e r equi r ement s " di f f er ent  f r om,  or  

i n addi t i on t o"  t he f eder al  r equi r ement .   We begi n by not i ng 

t hat  t hese t or t  c l ai ms ar e t he same t or t  c l ai ms t hat  t he Supr eme 

Cour t  hel d wer e r equi r ement s t hat  wer e " di f f er ent  f r om,  or  i n 

addi t i on t o, "  t he f eder al  r equi r ement  of  pr emar ket  appr oval  i n 

Ri egel .   I d.  at  1007.    

¶24 As t he Supr eme Cour t  expl ai ned,  " [ i ] n [ Medt r oni c,  I nc.  

v. ]  Lohr ,  [ 518 U. S.  470,  512 ( 1996) ]  f i ve Just i ces concl uded 

t hat  common- l aw causes of  act i on f or  negl i gence and st r i ct  

l i abi l i t y  do i mpose ' r equi r ement [ s] '  and woul d be pr eempt ed by 

f eder al  r equi r ement s speci f i c  t o a medi cal  devi ce. "   I d.   The 

Supr eme Cour t  concl uded,  " [ w] e adher e t o t hat  v i ew. "   I d.   I n so 

doi ng,  t he Supr eme Cour t  di st i ngui shed Lohr ,  wher ei n i t  had 

concl uded t hat  t he c l ai ms made f or  use of  a pacemaker  wer e not  

pr eempt ed because t he pacemaker  was subj ect ed t o onl y a 

" subst ant i al - equi val ence r evi ew under  § 501( k) "  by t he FDA. 13  

I d.   Thi s was not  t he r i gor ous r evi ew of  pr emar ket  appr oval .   

I d.   St at ed ot her wi se,  t he pacemaker  at  i ssue i n Lohr  had not  

r ecei ved FDA devi ce- speci f i c  pr emar ket  appr oval .   I d.    

                                                 
13 Many medi cal  devi ces wer e al r eady on t he mar ket  when 

Congr ess enact ed t he Medi cal  Devi ce Amendment s t o t he Food,  Dr ug 
and Cosmet i c Act .   Medt r oni c,  I nc.  v.  Lohr ,  518 U. S.  470,  477- 78 
( 1996) .   Cl ass I I I  devi ces t hat  wer e subst ant i al l y  s i mi l ar  t o 
t hose ear l i er  mar ket ed devi ces coul d be mar ket ed wi t hout  t he 
r i gor ous pr emar ket  r evi ew.   I d.  at  478- 79.   The pacemaker  at  
i ssue i n Lohr  was such a devi ce.   I d.  at  480.    
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¶25 Her e,  t he FDA gr ant ed Medt r oni c devi ce- speci f i c  

pr emar ket  appr oval  f or  t he or i gi nal  Mar qui s 7230 def i br i l l at or .   

Accor di ngl y,  t he st at e l aw cl ai ms of  negl i gence and st r i ct  

l i abi l i t y  do i mpose r equi r ement s t hat  ar e di f f er ent  f r om or  i n 

addi t i on t o t he f eder al  r equi r ement  of  pr emar ket  appr oval .   I d.   

Ther ef or e,  t he onl y quest i on t hat  was not  di r ect l y addr essed i n 

Ri egel  i s  whet her  t he FDA suppl ement al  pr emar ket  appr oval  of  t he 

Mar qui s 7230 def i br i l l at or  af f ect s t he pr eempt i on hol di ngs and 

r easoni ng of  Ri egel  i n r egar d t o t he or i gi nal l y appr oved Mar qui s 

7230 def i br i l l at or .    

D.  The Suppl ement al  Appr oval  of  t he Mar qui s 7230 

¶26 The Bl unt s ar gue t hat  t hei r  c l ai ms ar e not  pr eempt ed 

because when Medt r oni c obt ai ned suppl ement al  pr emar ket  appr oval  

of  i t s  Mar qui s 7230 def i br i l l at or  wi t h t he desi gn changes 

addr essi ng t he shor t i ng pr obl em,  t he ef f ect  of  t he FDA' s 

pr emar ket  appr oval  of  t he or i gi nal  def i br i l l at or  was 

" super seded. " 14  St at ed ot her wi se,  t he Bl unt s cont end t hat  af t er  

Medt r oni c r ecei ved suppl ement al  pr emar ket  appr oval  f or  t he 

Mar qui s 7230 and sol d i t s or i gi nal  Mar qui s 7230,  Medt r oni c sol d 

a devi ce t hat  was no l onger  subj ect  t o a f eder al  " r equi r ement . "   

                                                 
14 At  or al  ar gument ,  counsel  f or  t he Bl unt s was di f f i cul t  t o 

pi n down on what  he meant  by sayi ng t hat  t he or i gi nal  pr emar ket  
appr oval  was " super seded"  by t he suppl ement al  appr oval .   
However ,  he appear ed t o cont end bot h t hat  t he f eder al  
r equi r ement  evi denced by pr emar ket  appr oval  f or  t he or i gi nal  
Mar qui s 7230 def i br i l l at or  was changed when t he suppl ement al  
appr oval  i ssued and al so t hat  t her e was no l onger  a f eder al  
r equi r ement  r el at i ng t o t he sal e of  t he or i gi nal  Mar qui s 7230.   
We addr ess bot h concept s.   
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Under  t hat  scenar i o,  t he Bl unt s cont end,  no f eder al  

" r equi r ement "  exi st ed t o pr eempt  t hei r  st at e t or t  c l ai ms.    

¶27 At  or al  ar gument ,  bot h par t i es acknowl edged,  wi t h some 

var i at i on,  t hat :   ( 1)  t he " or i gi nal "  Mar qui s 7230 was ei t her  t he 

23r d or  29t h suppl ement al  pr emar ket - appr oved devi ce;  ( 2)  t her e 

wer e ei t her  f i ve or  ei ght  suppl ement al  pr emar ket - appr oved 

def i br i l l at or  devi ces bet ween t hat  or i gi nal  Mar qui s 7230 and t he 

suppl ement al  Mar qui s 7230 t hat  addr essed t he pot ent i al  shor t i ng 

pr obl em;  and ( 3)  s i nce t he f i r st  appr oval ,  t her e have been 

appr oxi mat el y 75 suppl ement al  pr emar ket  appr oval s of  t he Mar qui s 

7230 def i br i l l at or .  

¶28 We begi n by not i ng t hat  Congr ess expr essl y pr eempt ed 

r equi r ement s t hat  wer e di f f er ent  f r om or  i n addi t i on t o t he 

f eder al  r equi r ement  of  devi ce- speci f i c  pr emar ket  appr oval  f or  

Cl ass I I I  medi cal  devi ces.   21 U. S. C.  § 360k( a) ;  Ri egel ,  128 

S.  Ct .  at  1010.   As t he Supr eme Cour t  expl ai ned:  

The [ Medi cal  Devi ce Amendment s]  pr ovi de[ ]  t hat  no 
St at e " may est abl i sh or  cont i nue i n ef f ect  wi t h 
r espect  t o a dev i ce .  .  .  any r equi r ement "  r el at i ng t o 
saf et y or  ef f ect i veness t hat  i s di f f er ent  f r om,  or  i n 
addi t i on t o,  f eder al  r equi r ement s.  

Ri egel ,  128 S.  Ct .  at  1010 ( emphasi s i n or i gi nal ) .   Not hi ng i n 

t he Medi cal  Devi ce Amendment s advi ses t hat  a devi ce- speci f i c 

appr oval  once gi ven i s di mi ni shed by a suppl ement al  appr oval  f or  

changes i n t hat  devi ce wi t hout  a f ur t her  act  by t he FDA.    

¶29 I t  i s  beyond di sput e t hat  t he FDA has t he power  t o 

wi t hdr aw pr emar ket  appr oval  or  t o r ecal l  a devi ce t o whi ch i t  
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has gi ven pr emar ket  appr oval .   21 U. S. C.  § 360e( e) ( 1) ;  21 U. S. C.  

§ 360h( e) .   As t he Supr eme Cour t  not ed:  

[ t ] he FDA has t he power  t o wi t hdr aw pr emar ket  appr oval  
based on newl y r epor t ed dat a or  exi st i ng i nf or mat i on 
and must  wi t hdr aw appr oval  i f  i t  det er mi nes t hat  a 
devi ce i s unsaf e or  i nef f ect i ve under  t he condi t i ons 
i n i t s l abel i ng.    

Ri egel ,  128 S.  Ct .  at  1005.    

¶30 Under  t he compr ehensi ve scheme t hat  Congr ess has 

enact ed,  wi t hdr awal  of  t he manuf act ur er ' s r i ght  t o mar ket  i t s 

pr emar ket - appr oved devi ces i s accompl i shed t hr ough af f i r mat i ve 

act s of  t he FDA.   Ther e i s not hi ng t o suggest  t hat  pr emar ket  

appr oval  ceases wi t hout  FDA act i on.   For  exampl e,  f eder al  l aw 

di r ect s t hat  f or  t he wi t hdr awal  or  t empor ar y suspensi on of  

pr emar ket  appr oval  " due not i ce and oppor t uni t y f or  i nf or mal  

hear i ng"  must  be gi ven.   21 U. S. C.  § 360e( e) 1.   We al so not e 

t hat  t he FDA has expr ess aut hor i t y t o r ecal l  pr emar ket  appr oved 

Cl ass I I I  medi cal  devi ces when t he FDA f i nds " t her e i s a 

r easonabl e pr obabi l i t y  t hat  a devi ce i nt ended f or  human use 

woul d cause ser i ous,  adver se heal t h consequences or  deat h. "   21 

U. S. C.  § 360h( e) ( 1) .    

¶31 I n addi t i on,  Medt r oni c cont i nued t o be obl i gat ed t o 

compl y wi t h t he pr emar ket  appr oval  r epor t i ng r equi r ement s wi t h 

r espect  t o t he or i gi nal  Mar qui s 7230 def i br i l l at or ,  subsequent  

t o suppl ement al  pr emar ket  appr oval  of  t he changes t o t he 

def i br i l l at or .   Ri egel ,  128 S.  Ct .  at  1005 ( c i t i ng 21 U. S. C.  

§ 360i ;  21 CFR §§ 814. 84( b) ( 2) ,  803. 50( a) ) .   The sampl es of  t he 

FDA pr emar ket  appr oval s i n t he r ecor d of  t hi s case r el at e:  
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Post appr oval  r epor t s.   Cont i nued appr oval  of  t hi s 
[ pr emar ket  appr oval ]  i s  cont i ngent  upon t he submi ssi on 
of  post appr oval  r epor t s r equi r ed under  21 CFR 
[ §]  814. 84 at  i nt er val s of  1 year  f r om t he dat e of  
appr oval  of  t he or i gi nal  [ pr emar ket  appr oval ] .    

The cont ent  of  t hese pr emar ket  appr oval s i s cons i st ent  wi t h t he 

di scussi on i n Ri egel ,  c i t ed i mmedi at el y above.   Accor di ngl y,  i f  

t he pr emar ket  appr oval  of  t he or i gi nal  Mar qui s 7230 

def i br i l l at or  wer e not  ongoi ng,  t her e woul d be no need t o di r ect  

Medt r oni c t o r epor t  at  l east  annual l y on t he r esul t s of  f ur t her  

use and t est i ng of  t he devi ce. 15   

¶32 We have f ound not hi ng i n t he compr ehensi ve f eder al  

r egul at or y scheme t hat  suggest s  a change i n devi ce- speci f i c 

pr emar ket  appr oval  of  a Cl ass I I I  medi cal  devi ce occur s s i mpl y 

because a subsequent  devi ce has r ecei ved suppl ement al  pr emar ket  

appr oval ,  and t he Bl unt s have i dent i f i ed no such pr ovi s i on i n 

t he f eder al  l aw.   Accor di ngl y,  we concl ude t hat  t he suppl ement al  

pr emar ket  appr oval  t hat  Medt r oni c r ecei ved di d not  af f ect  t he 

f eder al  r equi r ement  of  pr emar ket  appr oval  gr ant ed t o t he 

or i gi nal  Mar qui s 7230 def i br i l l at or .  

¶33 Fur t her mor e,  t he Uni t ed St at es Supr eme Cour t  has 

i nt er pr et ed ot her  f eder al  st at ut or y schemes t o whi ch pr eempt i on 

ar gument s have been made i n a manner  t hat  suppor t s t hi s 

concl usi on.   For  exampl e,  i n Gei er  v.  Amer i can Honda Mot or ,  529 

U. S.  861 ( 2000) ,  t he Uni t ed St at es Depar t ment  of  Tr anspor t at i on 

                                                 
15 See al so 21 U. S. C.  § 360e( d) ( 6)  ( pr ovi di ng t he st andar ds 

f or  suppl ement al  appr oval s,  wi t hout  ment i oni ng any ef f ect  t hat  
suppl ement al  appr oval s may have on pr i or  appr oval s) ;  21 CFR 
§ 814. 39( c)  ( same) .  
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had r equi r ed t hat  new aut omobi l es empl oy at  l east  one of  a 

var i et y of  appr oved passi ve r est r ai nt  syst ems,  i ncl udi ng 

aut omat i c seat bel t s and ai r bags.   Gei er ,  529 U. S.  at  875- 76.   

Gei er  sued Honda,  al l egi ng l i abi l i t y  based on a t heor y t hat  

Honda had a dut y t o i nst al l  ai r bags,  even t hough t he f eder al  

r egul at i ons expl i c i t l y  per mi t t ed ot her  passi ve r est r ai nt  syst ems 

such as aut omat i c seat bel t s.   I d.  at  881.   The Supr eme Cour t ,  i n 

r ej ect i ng Gei er ' s ar gument ,  st at ed:  

I n ef f ect ,  pet i t i oner s '  t or t  act i on depends upon 
i t s c l ai m t hat  manuf act ur er s had a dut y t o i nst al l  an 
ai r bag .  .  .  .   Such a st at e l aw——i . e. , a r ul e of  
st at e t or t  l aw i mposi ng such a dut y——by i t s t er ms 
woul d have r equi r ed manuf act ur er s of  al l  s i mi l ar  car s  
t o i nst al l  ai r bags r at her  t han ot her  passi ve r est r ai nt  
syst ems,  such as aut omat i c bel t s or  passi ve i nt er i or s  
.  .  . ,  even t hough [ t he r egul at i on]  r equi r ed onl y t hat  
10% of  a manuf act ur er ' s nat i onwi de f l eet  be equi pped 
wi t h any passi ve r est r ai nt  devi ce at  al l .   

I d.   Si nce t he st at e t or t  c l ai ms i n Gei er  woul d have hel d 

aut omobi l e manuf act ur er s l i abl e f or  manuf act ur i ng aut omobi l es 

wi t hout  ai r bags and t he f eder al  r egul at i ons per mi t t ed t he 

manuf act ur er s t o use ot her  r est r ai nt s,  t he st at e t or t  c l ai ms 

wer e pr eempt ed due t o conf l i c t  pr eempt i on,  a f or m of  i mpl i ed 

pr eempt i on. 16  I d.    

¶34 Appl y i ng t he r easoni ng of  Gei er  t o t hi s case,  we not e 

t hat  Medt r oni c had r ecei ved FDA devi ce- speci f i c  pr emar ket  

                                                 
16 I n Gei er  v.  Amer i can Honda Mot or ,  529 U. S.  861 ( 2000) ,  

t he Supr eme Cour t  consi der ed bot h t he expr ess pr eempt i on 
pr ovi s i ons i n t he f eder al  l aw and i mpl i ed pr eempt i on.   Due t o a 
savi ngs cl ause i n t he expr ess pr eempt i on pr ovi s i on,  t he Cour t  
concl uded t hat  expr ess pr eempt i on di d not  bar  Gei er ' s t or t  
c l ai m.   I d.  at  868.   Ther e i s no savi ngs cl ause i n 21 U. S. C.  
360k( a) .    
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appr oval  t o sel l  bot h t he or i gi nal  and t he suppl ement al  

def i br i l l at or s.   The Bl unt s acknowl edge t hi s,  yet  t he Bl unt s '  

t or t  c l ai ms seek t o i mpose l i abi l i t y  f or  sel l i ng t he or i gi nal  

Mar qui s 7230 def i br i l l at or .    

¶35 Whi l e t he ul t i mat e hol di ng i n Gei er  was based on 

i mpl i ed pr eempt i on and our  deci s i on i s based on expr ess 

pr eempt i on,  t he f act s bef or e us ar e anal ogous t o t he f act s i n 

Gei er  because i n Gei er  t he f eder al  gover nment  appr oved ai r bags 

and al so ot her  r est r ai nt s,  such as l ap and shoul der  bel t s.   I d.  

at  876.   Her e,  bot h t he or i gi nal  def i br i l l at or  and t he 

suppl ement al  def i br i l l at or  wer e appr oved by t he f eder al  

gover nment .    

¶36 I n Gei er ,  Honda had i nst al l ed ai r bags i n some of  i t s 

aut os,  i n conf or mance wi t h f eder al  r egul at i on;  however ,  Gei er  

was i nj ur ed i n an aut o t hat  cont ai ned l ap and shoul der  bel t s,  

al so i n conf or mance wi t h f eder al  r egul at i ons.   I d.  at  865.   

Her e,  Medt r oni cs sol d bot h def i br i l l at or s and Bl unt  sought  

r ecover y based on t he i mpl ant at i on of  t he or i gi nal  

def i br i l l at or ,  whi ch def i br i l l at or  was al so i n conf or mance wi t h 

t he f eder al  r egul at i on.   

¶37 I n Gei er ,  t he Cour t  uphel d a pr eempt i on def ense f or  

t he l ap and shoul der  bel t s,  concl udi ng t hat  because bot h t ypes 

of  r est r ai nt  had been f eder al l y appr oved,  a s t at e t or t  c l ai m 

woul d conf l i c t  wi t h t he f eder al  scheme under  whi ch t he appr oval s 

had been gr ant ed.   I d.  at  886.   Her e,  we uphol d a pr eempt i on 

def ense,  al bei t  based on expr ess pr eempt i on,  f or  t he f eder al l y  

appr oved or i gi nal  Mar qui s 7230 def i br i l l at or .   I n so doi ng,  we 
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concl ude,  as di d t he Supr eme Cour t  i n Gei er ,  t hat  t he f eder al  

gover nment ' s appr oval  of  t he suppl ement al  devi ce di d not  af f ect  

t he appr oval  of  t he or i gi nal  devi ce.   Accor di ngl y,  a st at e t or t  

c l ai m wi l l  be pr eempt ed by t he or i gi nal  f eder al  appr oval . 17   

¶38 I n addi t i on,  ot her  cour t s seem t o t ake f or  gr ant ed 

t hat  a manuf act ur er  of t en may have a number  of  di f f er ent  

suppl ement al  pr emar ket - appr oved devi ces on t he mar ket  at  any 

gi ven t i me.   See,  e. g. ,  U. S.  ex r el .  Gi l l i gan v.  Medt r oni c,  

I nc. ,  403 F. 3d 386,  388 ( 6t h Ci r .  2005)  ( di scussi ng pr emar ket  

appr oval  and suppl ement al  appr oval  f or  sever al  pacemaker s 

appl i ed f or  and obt ai ned at  t he same t i me) ;  Scot t  v.  CI BA Vi s i on 

Cor p. ,  38 Cal .  App.  4t h 307 ( Cal .  Ct .  App.  1995)  ( pr eempt i ng 

cl ai ms f or  an eye i nj ur y t hat  occur r ed when t he wr ong sol ut i on 

was used wi t h a cont act  l ens af t er  suppl ement al  appr oval  had 

been gi ven t o use a r ed t op on t he cont ai ner  f or  t hat  sol ut i on 

i nst ead of  t he ear l i er  appr oved whi t e t op t hat  was used on t he 

cont ai ner  of  t he sol ut i on t hat  caused t he i nj ur y) .    

¶39 Fi nal l y,  suppl ement al  appr oval s do not  necessar i l y  

occur  because newer  ver si ons ar e mor e saf e t han pr edecessor  

ver si ons,  but  r at her ,  because t he l aw r equi r es pr emar ket  

appr oval  f or  most  changes i n desi gn.   For  exampl e,  under  21 

                                                 
17 Our  concl usi on t hat  f eder al  appr oval  of  t he dev i ce under  

r evi ew i s cr i t i cal  t o our  deci s i on i s suppor t ed by t he r easoni ng 
i n Spr i et sma v.  Mer cur y Mar i ne,  537 U. S.  51 ( 2002) .   Even t hough 
Spr i et sma' s hol di ng t ur ns on i mpl i ed pr eempt i on,  i t s concl usi on 
t hat  pr eempt i on di d not  occur  t her e conf i r ms how i mpor t ant  
f eder al  gover nment al  act i on i s i n a pr eempt i on anal ysi s.   I d.  at  
65- 68.   
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C. F. R.  § 814. 39( a) ,  suppl ement al  appr oval  must  be obt ai ned when 

t he pr oposed changes al l ow f or  a new use of  t he devi ce,  af f ect  

t he l abel i ng or  packagi ng of  t he devi ce or  r equi r e a di f f er ent  

f aci l i t y  t o pr ocess t he devi ce.   Ther ef or e,  we concl ude t hat  

when a manuf act ur er  obt ai ns suppl ement al  appr oval  f or  a medi cal  

devi ce,  absent  f ur t her  FDA act i on,  pr i or  appr oval s of  t he devi ce 

r emai n val i d and accor di ngl y t he f eder al  r equi r ement  est abl i shed 

by pr emar ket  appr oval  i s  ongoi ng.    

¶40 The r el evant  f eder al  st at ut es,  t he FDA' s r egul at i ons 

and t he r el evant  case l aw suppor t  pr eempt i on by t he devi ce-

speci f i c  pr emar ket  appr oval  of  t he or i gi nal  Mar qui s 7230 

def i br i l l at or .   Ther ef or e,  t hat  pr emar ket  appr oval  r emai ned t he 

f eder al  r equi r ement  t hat  pr eempt s t he Bl unt s '  c l ai ms under  21 

U. S. C.  § 360k( a) .   Accor di ngl y,  pur suant  t o 21 U. S. C.  § 360k( a) ,  

as i nt er pr et ed i n Ri egel ,  we concl ude t hat  t he Bl unt s '  st at e l aw 

t or t  c l ai ms ar e pr eempt ed.    

¶41 I n an ef f or t  t o get  ar ound t he hol di ngs i n Ri egel ,  t he 

Bl unt s al so cont end t hat  t he f eder al  st at ut e' s use of  t he wor d 

" r equi r ement "  means t hat  t he medi cal  devi ce manuf act ur er  i s 

" r equi r ed"  t o sel l  onl y one ver s i on of  t he devi ce.   The Bl unt s  

expl ai n t hat  s i nce Medt r oni c had t he opt i on of  sel l i ng ei t her  

t he or i gi nal  Mar qui s 7230 def i br i l l at or  or  t he suppl ement al  

Mar qui s 7230,  i t  was no l onger  " r equi r ed"  t o sel l  onl y t he 

or i gi nal  def i br i l l at or .   Ther ef or e,  t hey cont end t hat  t hei r  

c l ai ms t hat  ar i se f r om t he use of  t he or i gi nal  Mar qui s 7230 ar e 

not  pr eempt ed.   St at ed ot her wi se,  t hey ar gue t hat  s i nce t her e i s 

no l onger  a f eder al  " r equi r ement "  t hat  r el at es sol el y t o t he 
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or i gi nal  Mar qui s  7230,  st at e t or t  l aw r equi r ement s have no 

f eder al  r equi r ement  f r om whi ch t hey ar e " di f f er ent  f r om,  or  i n 

addi t i on t o. "   Judge Fi ne al so empl oyed t hi s r easoni ng i n hi s 

di ssent .   Bl unt ,  305 Wi s.  2d 354,  ¶22 ( Fi ne,  J. ,  di ssent i ng)  

( " The Maj or i t y asks and answer s t he wr ong quest i on.   [ T] he nub 

her e i s:   Whet her  Medt r oni c i s pr ot ect ed by t he pr e- empt i on 

doct r i ne when i t  had t he opt i on under  f eder al  l aw of  sel l i ng t wo 

appr oved devi ces. " )  ( emphasi s i n or i gi nal ) .   We r ej ect  t hi s 

ar gument .  

¶42 Ri egel  pr ovi des a pr eci se meani ng f or  t he t er m,  

" r equi r ement , "  as used i n 21 U. S. C.  § 360k( a) .   I t  i s  not  t he 

meani ng suggest ed by t he Bl unt s.   Thr ough t he f eder al  

r equi r ement  of  devi ce- speci f i c  pr emar ket  appr oval ,  " t he FDA 

r equi r es a devi ce t o be made wi t h al most  no devi at i ons f r om t he 

speci f i cat i ons i n i t s appr oval  appl i cat i on. "   Ri egel ,  128 S.  Ct .  

at  1007.   That  i s,  " r equi r ement "  under  § 360k( a)  r ef er s t o 

saf et y and ef f i cacy f eder al  r equi r ement s t hat  a manuf act ur er  

must  sat i sf y bef or e i t s pr oduct  may be appr oved and mar ket ed.   

St at e t or t  c l ai ms based on t he saf et y of  a devi ce al so ar e 

" r equi r ement s" ;  however ,  t hey ar e st at e r equi r ement s,  r at her  

t han f eder al  r equi r ement s.   For  exampl e under  Wi sconsi n l aw,  a 

manuf act ur er  i s r equi r ed t o desi gn i t s devi ce t o pr event  i t  f r om 

bei ng unr easonabl y danger ous.   See,  e. g. ,  Di ppel  v.  Sci ano,  37 

Wi s.  2d 443,  459,  155 N. W. 2d 55 ( 1967) .  

¶43 As a r esul t ,  t he t er m,  " r equi r ement , "  as i t  i s  

const r ued i n Ri egel ,  encompasses bot h f eder al l y mandat ed 
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cr i t er i a18 f or  medi cal  devi ces bef or e t hey can be mar ket ed and 

sol d ( a f eder al  r equi r ement )  and st at e t or t  c l ai ms t hat  r equi r e 

manuf act ur er s t o desi gn t hei r  devi ces wi t h a cer t ai n l evel  of  

saf et y ( a st at e r equi r ement )  bef or e t hey ar e mar ket ed and sol d 

i n or der  t o avoi d t or t  l i abi l i t y .   However ,  under  Ri egel ,  t he 

t er m,  " r equi r ement , "  does not  mean t hat  a manuf act ur er  i s 

" r equi r ed"  t o sel l  one par t i cul ar  appr oved devi ce among sever al  

devi ces t hat  have been gi ven dev i ce- speci f i c  pr emar ket  appr oval .   

To t he cont r ar y,  pr emar ket  appr oval  does not  r equi r e t he 

manuf act ur er  t o sel l  any pr emar ket  appr oved medi cal  devi ces at  

al l .   Accor di ngl y,  t he Bl unt s '  ar gument s do not  change our  

concl usi on st at ed above t hat  pur suant  t o 21 U. S. C.  § 360k( a) ,  as 

i nt er pr et ed i n Ri egel ,  t he Bl unt s '  st at e l aw t or t  c l ai ms ar e 

pr eempt ed.   

I I I .   CONCLUSI ON 

¶44 Our  deci s i on i n t hi s case t ur ns on whet her  t he Bl unt s '  

st at e l aw t or t  c l ai ms ar e pr eempt ed by f eder al  l aw.   I n or der  t o 

deci de t hi s i ssue,  we must  answer  t hr ee quest i ons.   The f i r st  i s  

whet her  Medt r oni c ' s Mar qui s 7230 i mpl ant abl e car di over t er  

def i br i l l at or  ( t he Mar qui s 7230 def i br i l l at or ) ,  whi ch was 

appr oved under  t he Food and Dr ug Admi ni st r at i on' s ( FDA)  

                                                 
18 Not  al l  appr oval s r ecei ved under  t he Medi cal  Devi ce 

Amendment s const i t ut e f eder al  " r equi r ement s"  under  21 U. S. C.  
§ 360k( a) ,  as i nt er pr et ed i n Ri egel .   For  exampl e,  devi ces t hat  
r ecei ve FDA appr oval  because t hey ar e " subst ant i al l y  equi val ent "  
t o pr emar ket  appr oval - exempt ed devi ces under  21 U. S. C.  
§ 360c( f ) ( 1) ( A)  ar e not  subj ect  t o t he f eder al  r equi r ement ,  and 
t or t  c l ai ms based on such devi ces ar e not  pr eempt ed.   See 
Ri egel ,  128 S.  Ct .  at  1007;  Lohr ,  518 U. S.  at  493- 94.  
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pr emar ket  appr oval  pr ocess,  21 U. S. C.  § 360e,  met  t he f eder al  

" r equi r ement "  speci f i c  t o t hat  devi ce,  pur suant  t o 21 U. S. C.  

§ 360k( a) ,  when i t  r ecei ved pr emar ket  appr oval .   The second 

quest i on i s whet her  t he Bl unt s '  common l aw cl ai ms,  whi ch al l ege 

negl i gence,  st r i ct  l i abi l i t y  and l oss of  consor t i um,  const i t ut e 

st at e r equi r ement s t hat  ar e " di f f er ent  f r om,  or  i n addi t i on t o, "  

t he f eder al  r equi r ement .   The t hi r d quest i on i s whet her  t he 

pr eempt i on anal ysi s of  Ri egel  appl i es t o c l ai ms agai nst  t he 

Mar qui s 7230 def i br i l l at or ,  even t hough suppl ement al  pr emar ket  

appr oval  was gi ven t o a l at er  def i br i l l at or .   Because we 

concl ude t hat  t he Uni t ed St at es Supr eme Cour t ' s  deci s i on i n 

Ri egel  pr ovi des def i ni t i ve di r ect i on on t hese quest i ons,  we 

answer  al l  of  t hem i n t he af f i r mat i ve.   We t her ef or e concl ude 

t hat  § 360k( a)  pr eempt s t he Bl unt s '  c l ai ms.   Accor di ngl y,  we 

af f i r m t he deci s i on of  t he cour t  of  appeal s.   

By the Court.—The deci s i on of  t he cour t  of  appeal s i s 

af f i r med.  
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¶45 ANN WALSH BRADLEY,  J.    (concurring in the judgment).  

I  wr i t e separ at el y i n or der  t o expr ess my concer n t hat  t he 

Uni t ed St at es Supr eme Cour t ' s  i nt er pr et at i on of  t he 1976 Medi cal  

Devi ce Amendment s does not  adequat el y pr ot ect  t he saf et y of  t he 

c i t i zens of  Wi sconsi n.   See Ri egel  v.  Medt r oni c,  I nc. ,  __ U. S.  

__,  128 S.  Ct .  999 ( 2008) .   Wi t h one st r oke of  a pen,  i t  has 

di mi ni shed t he st at es'  t r adi t i onal  aut hor i t y over  t he 

devel opment  of  t he common l aw and subst i t ut ed i nst ead mandat or y 

adher ence t o a r egul at or y st andar d t hat  may be subst andar d.   I  

do not  bel i eve t hat  such adher ence was mandat ed by t he expr ess 

l anguage of  t he amendment s,  al t hough I  acknowl edge t hat  I  am 

bound by t he Supr eme Cour t ' s  i nt er pr et at i on.  

¶46 I  al so wr i t e separ at el y because I  di sagr ee wi t h t he 

maj or i t y ' s r el i ance on Gei er  v.  Amer i can Honda Mot or  Co. ,  I nc. ,  

529 U. S.  861 ( 2000) .   The Gei er  case t ur ns on i mpl i ed 

pr eempt i on.   Never t hel ess,  t he maj or i t y uses Gei er  t o concl ude 

t hat  t he Bl unt ' s t or t  c l ai ms must  be di smi ssed based on expr ess 

pr eempt i on. 1  Because expr ess pr eempt i on and i mpl i ed pr eempt i on 

                                                 
1 The maj or i t y mi sconst r ues t he Bl unt s '  ar gument s.   The 

Bl unt s ar gue t hat  t hei r  t or t  c l ai ms ar e not  st at e r equi r ement s 
" di f f er ent  f r om,  or  i n addi t i on t o"  f eder al  r equi r ement s because 
Medt r oni c had t he opt i on of  sel l i ng one of  t wo appr oved devi ces.   
Thus,  t he Bl unt s asser t  t hat  Medt r oni c was al l owed t o——but  was 
not  r equi r ed t o——sel l  t he al l egedl y def ect i ve devi ce t hat  was 
i mpl ant ed i n Joseph Bl unt .  



No.   2006AP1506. awb 

 

2 
 

ar e di st i nct  l egal  t heor i es based on di f f er ent  f act s and 

anal ysi s,  Gei er  does not  suppor t  t he maj or i t y ' s det er mi nat i on i n 

t hi s case.  

I  

¶47 The pur pose of  t he f eder al  Medi cal  Devi ces Amendment s 

of  1976,  21 U. S. C.  § 360 et  seq. ,  was " t o pr ovi de f or  t he saf et y 

and ef f ect i veness of  medi cal  devi ces i nt ended f or  human use[ . ] "   

90 St at .  539 ( 1976)  ( pr eambl e) ;  see al so Medt r oni c,  I nc.  v.  

Lohr ,  518 U. S.  470,  474 ( 1996) .   I n r esponse t o publ i c heal t h 

di sast er s i nvol v i ng unsaf e medi cal  devi ces such as t he i nf amous 

Dal kon Shi el d,  Congr ess det er mi ned t hat  t hese devi ces shoul d be 

mor e st r i ngent l y r egul at ed t han most  pr oduct s.   Ri egel ,  __ U. S.  

at  __,  128 S.  Ct .  at  1003.    

¶48 I t  i s  t he r esponsi bi l i t y  of  t he st at e l egi s l at ur e and 

cour t s t o devel op a t or t  syst em t hat  pr ot ect s t he heal t h and 

saf et y of  t he c i t i zens t hey ser ve.   The Uni t ed St at es Supr eme 

Cour t  has " l ong pr esumed t hat  Congr ess does not  caval i er l y pr e-

empt  st at e- l aw causes of  act i on. "   Lohr ,  518 U. S.  at  485.   " [ A] s 

a r ul e, "  t he Uni t ed St at es Supr eme Cour t  " shoul d be and [ i s]  

r el uct ant  t o f eder al i ze mat t er s t r adi t i onal l y cover ed by st at e 

                                                                                                                                                             
The maj or i t y addr esses t he Bl unt s '  ar gument  onl y as an 

af t er t hought .   See maj or i t y op. ,  ¶¶41- 43.   I nst ead,  t he maj or i t y 
f ocuses on an ar gument  never  advanced by t he Bl unt s,  t hat  i s ,  
whet her  suppl ement al  appr oval  of  a subsequent  devi ce 
ext i ngui shed t he pr i or  devi ce' s Food and Dr ug Admi ni st r at i on 
( FDA)  appr oval .   See maj or i t y op. ,  ¶¶26- 40.   Thi s i s an ar gument  
t hat  does not  appear  i n t he Bl unt s '  br i ef ,  and t hat  counsel  f or  
t he Bl unt s speci f i cal l y di scl ai med dur i ng or al  ar gument .   See 
Wi sconsi n Cour t  Syst em,  Supr eme Cour t  Or al  Ar gument s,  
ht t p: / / wi cour t s. gov/ opi ni ons/ sor al ar gument s. ht m ( sear ch " Par t y 
name"  f or  " Bl unt " ;  t hen f ol l ow " Pl ayback"  l i nk)  at  19: 15.   
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common l aw. "   Pat t er son v.  McLean Cr edi t  Uni on,  491 U. S.  164,  

183 ( 1989)  ( super seded by st at ut e)  ( quot at i ons omi t t ed) .   

I nst ead,  t he Cour t  " st ar t [ s]  wi t h t he assumpt i on t hat  t he 

hi st or i c pol i ce power s of  t he St at es wer e not  t o be super seded 

by t he Feder al  Act  unl ess t hat  was t he cl ear  and mani f est  

pur pose of  Congr ess. "   Lohr ,  518 U. S.  at  485 ( quot at i ons 

omi t t ed) .    

¶49 The Medi cal  Devi ce Amendment s pr ovi de t hat  no St at e 

may " est abl i sh or  cont i nue i n ef f ect  .  .  .  any r equi r ement "  t hat  

i s  " di f f er ent  f r om,  or  i n addi t i on t o"  t he f eder al  r equi r ement s 

and " whi ch r el at es t o t he saf et y or  ef f ect i veness of  t he 

devi ce[ . ] "   21 U. S. C.  § 360k( a) .   I n 1996,  t he Cour t  st at ed t hat  

" i t  woul d t ake l anguage much pl ai ner  t han t he t ext  of  § 360k( a)  

t o convi nce us t hat  Congr ess i nt ended t hat  r esul t  [ t hat  st at e 

t or t  c l ai ms ar e pr eempt ed] . "   Lohr ,  518 U. S.  at  487.  

¶50 However ,  12 year s l at er ,  wi t h pr eci sel y t he same 

l anguage i n f or ce,  t he Cour t  concl uded t hat  t he l anguage was 

appar ent l y pl ai n enough.   The Cour t  det er mi ned t hat  st at e t or t  

l aw cl ai ms ar e st at e " r equi r ement s"  and t hat  t he expr ess 

l anguage of  § 360k( a)  pr eempt s t hem.   Ri egel ,  __ U. S.  at  __,  128 

S.  Ct .  at  1008.  

¶51 Despi t e basi ng i t s concl usi on on a det er mi nat i on t hat  

t he l anguage i s pl ai n,  t he Cour t  t ur ned t o t he pol i cy r easons 

suppor t i ng i t s det er mi nat i on.   The pol i cy r eason ci t ed by t he 

Supr eme Cour t  i n f avor  of  pr eempt i on i s t hat  i t  i s  bet t er  f or  

one cent r al i zed agency——t he Food and Dr ug Admi ni st r at i on ( FDA) ——
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t o do t he necessar y cost - benef i t  anal ysi s i n det er mi ni ng whet her  

a devi ce i s saf e enough f or  t he mar ket :  

I t  i s  not  our  j ob t o specul at e upon congr essi onal  
mot i ves.   I f  we wer e t o do so,  however ,  t he onl y 
i ndi cat i on avai l abl e——t he t ext  of  t he st at ut e——
suggest s t hat  t he sol i c i t ude f or  t hose i nj ur ed by FDA-
appr oved devi ces .  .  .  was over come i n Congr ess' s 
est i mat i on by sol i c i t ude f or  t hose who woul d suf f er  
wi t hout  new medi cal  devi ces i f  j ur i es wer e al l owed t o 
appl y t he t or t  l aw of  50 St at es t o al l  i nnovat i ons. 2 

Ri egel ,  __ U. S.  at  __,  128 S.  Ct .  at  1009. 3     

¶52 Thi s i s a pol i cy  r at i onal e t hat  may be mer i t or i ous i f  

t he pr emar ket  appr oval  pr ocess pr ovi ded at  l east  mi ni mum 

assur ances of  saf et y.   I t  pr esumes t hat  t he FDA pr emar ket  

                                                 
2 Concur r i ng i n t he j udgment ,  Just i ce St evens st at ed:  

Ther e i s not hi ng i n t he pr eenact ment  hi st or y of  t he 
[ Medi cal  Devi ce Amendment s]  suggest i ng t hat  Congr ess 
t hought  st at e t or t  r emedi es had i mpeded t he 
devel opment  of  medi cal  devi ces.   Nor  i s t her e any 
evi dence at  al l  t o suggest  t hat  Congr ess deci ded t hat  
t he cost  of  i nj ur i es f r om Food and Dr ug 
Admi ni st r at i on- appr oved medi cal  devi ces was out wei ghed 
" by sol i c i t ude f or  t hose who woul d suf f er  wi t hout  new 
medi cal  devi ces i f  j ur i es wer e al l owed t o appl y t he 
t or t  l aw of  50 St at es t o al l  i nnovat i ons. "   That  i s a 
pol i cy ar gument  advanced by t he Cour t ,  not  by 
Congr ess.  

Ri egel  v.  Medt r oni c,  I nc. ,  __ U. S.  __,  128 S.  Ct .  999,  1012 
( 2008)  ( St evens,  J. ,  concur r i ng i n par t  and concur r i ng i n t he 
j udgment )  ( c i t at i ons omi t t ed) .    

3 A r ecent  l aw r evi ew ar t i c l e c l osel y t r acks t hi s  r at i onal e,  
decl ar i ng t hat  " pr eempt i on i s necessar y t o ensur e t hat  f eder al  
r egul at or y agenci es,  l i ke t he Food and Dr ug Admi ni st r at i on 
( FDA) ,  ar e t he onl y gover nment al  act or s abl e t o i mpose 
r equi r ement s on manuf act ur er s——t her eby ensur i ng a nat i onal l y 
st andar di zed syst em of  saf et y r egul at i ons wi t hout  myr i ad l ocal  
var i at i ons. "   Not e,  Pr eempt i on of  St at e Common Law Cl ai ms,  122 
Har v.  L.  Rev.  405,  405 ( 2008) .  
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appr oval  pr ocess i s i ndeed r i gor ous and t hat  t he devi ces 

appr oved ar e saf e f or  use.   Recent  r epor t i ng on t he FDA cal l s 

t hese pr esumpt i ons i nt o quest i on.  

¶53 Recent l y,  t her e has been a f l ood of  cr i t i c i sm di r ect ed 

at  t he FDA appr oval  pr ocess,  much of  t he cr i t i c i sm comi ng f r om 

whi st l ebl ower s wi t hi n t he FDA i t sel f .   I t  i s  not  at  al l  appar ent  

t hat  t he FDA appr oval  pr ocess act ual l y guar ant ees a mi ni mum 

l evel  of  saf et y f or  medi cal  devi ces.   A Januar y 2009 l et t er  f r om 

ni ne FDA sci ent i st s coul d not  be mor e cl ear :  " The pur pose of  

t hi s l et t er  i s  t o i nf or m you t hat  t he sci ent i f i c  r evi ew pr ocess 

f or  medi cal  devi ces at  FDA has been cor r upt ed and di st or t ed by 

cur r ent  FDA manager s,  t her eby pl aci ng t he Amer i can peopl e at  

r i sk. "   Let t er  f r om ni ne FDA sci ent i st s ( names r edact ed) ,  t o 

John D.  Podest a,  Pr esi dent i al  Tr ansi t i on Team 1 ( Jan.  7,  2009) .     

¶54 The l et t er  char ges manager s of  t he Cent er  f or  Devi ces 

and Radi ol ogi cal  Heal t h ( CDRH)  wi t h " cor r upt i ng and di st or t i ng 

t he sci ent i f i c  eval uat i on of  medi cal  devi ces,  and .  .  .   

i nt er f er i ng wi t h our  r esponsi bi l i t y  t o ensur e t he saf et y and 

ef f ect i veness of  medi cal  devi ces bef or e t hey ar e used on t he 

Amer i can publ i c. "   I d.   The sci ent i st s f ur t her  expl ai ned:  

Manager s at  CDRH have i gnor ed t he l aw and or der ed 
physi c i ans and sci ent i st s t o assess medi cal  devi ces 
empl oyi ng unsound eval uat i on met hods,  and t o accept  
non- sci ent i f i c ,  nor  c l i ni cal l y val i dat ed,  saf et y and 
ef f ect i veness evi dence and concl usi ons,  as t he basi s 
of  devi ce c l ear ance and appr oval .   Manager s .  .  .  have 
i gnor ed ser i ous saf et y and ef f ect i veness concer ns of  
FDA exper t s.   Manager s have or der ed,  i nt i mi dat ed,  and 
coer ced FDA exper t s t o modi f y sci ent i f i c  eval uat i ons,  
concl usi ons and r ecommendat i ons i n v i ol at i on of  t he 
l aws,  r ul es and r egul at i ons and t o accept  c l i ni cal  and 
t echni cal  dat a t hat  i s  not  sci ent i f i cal l y val i d nor  
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obt ai ned i n accor dance wi t h l egal  r equi r ement s .  .  .  .   
These same manager s have knowi ngl y t r i ed t o avoi d 
t r anspar ency and account abi l i t y  by f ai l i ng t o pr oper l y 
document  t he basi s of  t hei r  non- sci ent i f i c  deci s i ons 
i n admi ni st r at i ve r ecor ds.   

I d.  at  2.   The l et t er  concl udes t hat  t he cur r ent  FDA appr oval  

pr ocess i s " a c l ear  and si l ent  danger  t o t he Amer i can publ i c. "   

I d.  at  3.  

¶55 As one exampl e of  t he FDA' s i nef f ect i veness i n 

ensur i ng basi c devi ce saf et y,  t he FDA sci ent i st s poi nt  t o t he 

1998 appr oval  of  a mammogr aphy comput er - ai ded det ect i on devi ce.   

I d.   The sci ent i st s char ge t hat  t he FDA appr oved t he devi ce even 

t hough t her e was no cl i ni cal  evi dence of  i mpr oved cancer  

det ect i on.   I d.   Fur t her ,  t he FDA car r i ed out  no post - mar ket i ng 

r eassessment  of  appr oved devi ces and " i gnor [ ed]  accumul at i ng 

c l i ni cal  evi dence pr ovi ded by i ndependent  r esear ch publ i cat i ons 

r eveal i ng t hat  t hese devi ces wer e i nef f ect i ve and pot ent i al l y 

har mf ul  when used i n c l i ni cal  pr act i ce. "   I d.    

¶56 Congr ess i s awar e of  some of  t he pr obl ems wi t hi n t he 

FDA,  and t he House Commi t t ee on Ener gy and Commer ce conduct ed an 

i nvest i gat i on on t he mat t er  i n Oct ober  of  2008.   As a r esul t  of  

i t s  f i ndi ngs,  t he Commi t t ee sent  a l et t er  t o t he Commi ssi oner  of  

t he FDA,  st at i ng t hat  t he Commi t t ee " r ecent l y r ecei ved 

compel l i ng evi dence of  ser i ous wr ongdoi ng i n connect i on wi t h 

FDA' s r evi ew,  c l ear ance,  and appr oval  pr ocess of  medi cal  

devi ces. " 4  The l et t er  st at es t hat  FDA sci ent i st s " suppl i ed 

                                                 
4 Let t er  f r om Repr esent at i ve John D.  Di ngel l  and 

Repr esent at i ve Bar t  St upak,  Chai r men,  U. S.  House of  
Repr esent at i ves Commi t t ee on Ener gy and Commer ce,  t o t he 
Honor abl e Andr ew C.  von Eschenbach,  Commi ssi oner ,  U. S.  Food and 
Dr ug Admi ni st r at i on 1 ( Nov.  17,  2008) .  
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subst ant i al  evi dence demonst r at i ng t hat  medi cal  devi ces 

submi t t ed f or  FDA r evi ew .  .  .  have been r ecei ved and/ or  c l ear ed 

or  appr oved i n v i ol at i on of  agency r egul at i on and gui dance 

mandat ed t o assur e saf et y and ef f ect i veness. " 5     

¶57 The pr eempt i on doct r i ne shoul d not  be empl oyed t o 

al l ow f or  t he nor mal  st andar d of  car e t o be subst andar d car e.   I  

concl ude,  as I  must ,  t hat  Ri egel  cont r ol s and t hat  t he Bl unt s '  

t or t  c l ai ms ar e pr eempt ed. 6  However ,  t he r esul t  may be no 

meani ngf ul  pr ot ect i on f or  Wi sconsi n pat i ent s.    

I I  

¶58 I  al so wr i t e separ at el y t o expr ess my di sagr eement  

wi t h t he maj or i t y ' s di scussi on of  Gei er  v.  Amer i can Honda Mot or  

Co. ,  I nc. ,  529 U. S.  861 ( 2000) .   See maj or i t y op. ,  ¶¶33- 37.   The 

                                                 
5 I d.   

6 Tor t  l aw cl ai ms ar e not  pr eempt ed,  however ,  t o t he ext ent  
t hat  t hey seek damages f or  a manuf act ur er ' s v i ol at i on of  f eder al  
r equi r ement s:  

Wher e a st at e cause of  act i on seeks t o enf or ce [ a 
f eder al ]  r equi r ement ,  t hat  c l ai m does not  i mpose a 
r equi r ement  t hat  i s  " di f f er ent  f r om,  or  i n addi t i on 
t o, "  r equi r ement s under  f eder al  l aw.   To be sur e,  t he 
t hr eat  of  a damages r emedy wi l l  gi ve manuf act ur er s an 
addi t i onal  cause t o compl y,  but  t he r equi r ement s 
i mposed on t hem under  st at e and f eder al  l aw do not  
di f f er .   Sect i on 360k does not  pr ecl ude St at es f r om 
i mposi ng di f f er ent  or  addi t i onal  r emedi es,  but  onl y 
di f f er ent  or  addi t i onal  r equi r ement s.  

Medt r oni c,  I nc.  v.  Lohr ,  518 U. S.  470,  513 ( 1996)  ( O' Connor ,  J. ,  
concur r i ng i n par t  and di ssent i ng i n par t )  ( emphasi s i n 
or i gi nal ) ;  see al so Ri egel ,  128 S.  Ct .  at  1011 ( " § 360k does not  
pr event  a St at e f r om pr ovi di ng a damages r emedy f or  c l ai ms 
pr emi sed on a v i ol at i on of  FDA r egul at i ons;  t he st at e dut i es i n 
such a case ' par al l el , '  r at her  t han add t o,  f eder al  
r equi r ement s. " ) .  
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basi s f or  t he maj or i t y ' s concl usi on i n t hi s case ( and f or  t he 

Supr eme Cour t ' s  concl usi on i n Ri egel )  i s  expr ess pr eempt i on.   

Yet ,  Gei er  i s a case t hat  t ur ns on conf l i c t  pr eempt i on,  a f or m 

of  i mpl i ed pr eempt i on. 7  Because t he cases t ur n on di st i nct  l egal  

t heor i es,  I  do not  f i nd Gei er  r el evant  t o t he cour t ' s  

det er mi nat i on i n t hi s case.   

¶59 Expr ess pr eempt i on and i mpl i ed pr eempt i on ar e separ at e 

l egal  t heor i es,  based on di st i nct  f act ual  i nqui r i es.   Expr ess 

pr eempt i on i s exact l y what  i t  sounds l i ke——t he t ext  of  a 

congr essi onal  enact ment  expl i c i t l y  pr ovi des t hat  st at e l aw 

cl ai ms ar e pr eempt ed.   See Engl i sh v.  Gen.  El ec.  Co. ,  496 U. S.  

72,  79 ( 1990) .   I mpl i ed pr eempt i on,  however ,  comes i n sever al  

st r i pes and i nvol ves a mor e nuanced anal ysi s.    

¶60 One f or m of  i mpl i ed pr eempt i on i s " conf l i c t  

pr eempt i on. "   Under  t hi s doct r i ne,  a par t i cul ar  st at e l aw i s 

pr eempt ed because of  an " act ual  conf l i c t "  wi t h a f eder al  

r egul at i on——even i n t he absence of  a br oad congr essi onal  mandat e 

t o pr eempt  al l  st at e l aw i n t he ar ea.   See i d.   St at e l aw i s  

pr eempt ed due t o a conf l i c t  wi t h f eder al  l aw when i t  i s  

i mpossi bl e f or  a par t y t o s i mul t aneousl y compl y wi t h st at e and 

f eder al  r equi r ement s,  or  when t he st at e l aw " st ands as an 

                                                 
7 I n f act ,  i n Gei er  t he Cour t  det er mi ned t hat  a Depar t ment  

of  Tr anspor t at i on saf et y st andar d di d not  expr essl y pr eempt  
st at e t or t  l aw cl ai ms.   Gei er  v.  Am.  Honda Mot or  Co. ,  I nc. ,  529 
U. S.  861,  868 ( 2000) .   However ,  based on t he Depar t ment ' s 
comment s whi ch accompani ed t he st andar ds and t he dr af t i ng 
hi st or y,  t he Cour t  det er mi ned t hat  t he c l ai m was nonet hel ess 
pr eempt ed under  t he doct r i ne of  i mpl i ed pr eempt i on.   I d.  at  874.  
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obst acl e t o t he accompl i shment  and execut i on of  t he f ul l  

pur poses and obj ect i ves of  Congr ess. "   I d.    

¶61 The maj or i t y appear s t o suggest  t hat  a case about  

i mpl i ed pr eempt i on l ends suppor t  t o t he maj or i t y ' s expr ess 

pr eempt i on anal ysi s.   That  i s,  t he Bl unt s '  c l ai ms ar e expr essl y  

pr eempt ed because t he f act s of  t he case ar e " anal ogous"  t o t he 

f act s i n a case r egar di ng a di f f er ent  Congr essi onal  act  and i n 

whi ch a di f f er ent  pr eempt i on doct r i ne appl i es.   Maj or i t y op. ,  

¶35.   Thi s cannot  be.   Because t he maj or i t y her e t akes a 

super f i c i al  appr oach t o t he f act s and t he l aw i n Gei er ,  i t  

mi sses t he essence of  t hat  case and mi sappl i es i t s hol di ng.  

¶62 I n Gei er ,  t he Supr eme Cour t  det er mi ned t hat  t he 

pl ai nt i f f ' s  st at e t or t  l aw cl ai m was i mpl i edl y pr eempt ed vi a t he 

doct r i ne of  conf l i c t  pr eempt i on.  529 U. S.  at  874.   Gei er  had 

f i l ed a t or t  act i on agai nst  Honda,  al l egi ng negl i gence f or  

f ai l ur e t o i nst al l  an ai r bag i n her  car .   I d.  at  865.   The Cour t  

exami ned t he Feder al  Mot or  Vehi c l e Saf et y St andar ds,  pr omul gat ed 

by t he Depar t ment  of  Tr anspor t at i on,  t o det er mi ne whet her  t hey 

pr eempt ed Gei er ' s c l ai m.   The saf et y st andar ds r equi r ed 

aut omobi l e manuf act ur er s t o equi p some——but  not  al l ——of  t hei r  

vehi c l es wi t h ai r bags.   I d.  

¶63 I n det er mi ni ng t hat  Gei er ' s c l ai m was i mpl i edl y 

pr eempt ed,  t he Cour t  l ooked t o t he comment s and dr af t i ng hi st or y 

of  t he saf et y st andar ds t o det er mi ne t he Depar t ment ' s i nt ent .   

I d.  at  874- 79.   I n cr eat i ng t he saf et y st andar ds,  t he Depar t ment  

had " r ej ect ed a pr oposed .  .  .  ' al l  ai r bag'  st andar d because of  

saf et y concer ns ( per cei ved or  r eal )  associ at ed wi t h ai r bags[ . ] "   
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I d.  at  879.   I nst ead,  t he Depar t ment  det er mi ned t hat  " a mi x of  

devi ces woul d hel p devel op dat a on compar at i ve ef f ect i veness 

[ and]  woul d al l ow t he i ndust r y t i me t o over come t he saf et y 

pr obl ems and t he hi gh pr oduct i on cost s associ at ed wi t h 

ai r bags[ . ] "   I d.   The saf et y st andar ds r ef l ect ed t he 

Depar t ment ' s " pol i cy j udgment  t hat  saf et y woul d best  be pr omot ed 

i f  manuf act ur er s i nst al l ed al t er nat i ve pr ot ect i on syst ems i n 

t hei r  f l eet s r at her  t han one par t i cul ar  syst em i n ever y car . "   

I d.  at  881 ( emphasi s i n or i gi nal ) .    

¶64 I n Gei er ,  t he Cour t  concl uded t he Depar t ment  made an 

af f i r mat i ve det er mi nat i on t hat  i t  di d not  want  manuf act ur er s t o 

i nst al l  ai r bags i n al l  of  t hei r  aut omobi l es.   Because Gei er ' s 

t or t  c l ai m woul d r equi r e manuf act ur er s t o i nst al l  ai r bags i n al l  

of  t hei r  aut omobi l es or  r i sk l i abi l i t y ,  t he s t at e t or t  c l ai m 

act ual l y conf l i c t ed wi t h t he accompl i shment  of  a f eder al  

obj ect i ve.   Ther ef or e,  i t  was i mpl i edl y pr eempt ed.   See i d.      

¶65 I n t hi s case,  t he f act s i n t he r ecor d do not  suppor t  a 

f i ndi ng of  i mpl i ed pr eempt i on.   At  t he t i me t hat  Bl unt  r ecei ved 

t he al l egedl y def ect i ve def i br i l l at or ,  t he FDA per mi t t ed 

Medt r oni c t o mar ket  bot h t he or i gi nal  and t he i mpr oved 

def i br i l l at or .   Maj or i t y op. ,  ¶32.   Ther e i s no i ndi cat i on i n 

t he r ecor d,  however ,  t hat  t he FDA made an af f i r mat i ve deci s i on 

t hat  i t s pol i cy  obj ect i ves woul d be best  ser ved i f  Medt r oni c 

sol d bot h t ypes of  def i br i l l at or s at  once.   Wi t hout  such 

af f i r mat i ve det er mi nat i on,  st at e t or t  l aw cl ai ms do not  

f r ust r at e t he accompl i shment  of  t he FDA' s obj ect i ve and ar e not  

pr eempt ed under  t he doct r i ne of  conf l i c t  pr eempt i on.    
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¶66 For  t he above r eason,  I  det er mi ne t hat  t he r easoni ng 

of  Gei er  i s i napt  i n t hi s case.   Because I  do not  agr ee wi t h t he 

maj or i t y ' s bl endi ng of  pr eempt i on doct r i nes,  I  r espect f ul l y 

concur .    

¶67 I  am aut hor i zed t o st at e t hat  SHI RLEY S.  ABRAHAMSON,  

C. J.  j oi ns t hi s concur r ence.  
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