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STATEM ENT OF RELATED CASES

Pursuantto F ederalC ircuitRule47 .5, appelleesstate:

(a ) Th ereh a v ebeen no prev iousappealsin th iscase.

(b) O th ercasesth atm ay directly affectorbedirectly affected by th is

C ourt�s decision include AstraZeneca AB v. Mylan Pharmaceuticals Inc., N o. 15-

146 0(F ed. C ir. appealdocketedM ar. 17 , 2015).
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INTRODUCTION

�[F ]air w arning � and �predictability� areth etouch stonesof th eD ueProcess

C lause�s personal-jurisdiction requirem ent.  Burger King Corp. v. Rudzewicz, 47 1

U.S. 46 2, 47 2 (19 8 5) (internal quotation m arksom itted). I n th isappeal, M ylan

P h arm aceuticals I nc. (�M ylan�) claim s th atitw ould v iolatedueprocessto perm it

Plaintiffs� suit a g ainst M ylan to proceed in D elaw are, ev en th oug h (1) M ylan

reg isteredto do businessin th eStateandappointedan a g entforserv iceof process

pursuantto a statutoryprocedureth ath aslong been interpreted byth eD elaw are

Suprem eC ourtasconstituting consentto g eneralpersonaljurisdiction;(2) M ylan

declared itsintentto producea ph arm aceuticalproductth atw ould bedistributed

forfutureinfring ing salesacrossth ecountry, including in D elaw are, w h ereM ylan

islicensed to m anufactureand distributedrug s;(3) M ylan com m itted an actof

infring em entw ith respectto th epatentsof a D elaw areph arm aceutical com pany;

and (4) byth etim eM ylan prov ided noticeto Plaintiffsof itsinfring ing conduct,

Plaintiffs h ad already com m enced litig ation in D elaw are relating to th e sam e

patents. Underth ecircum stances, M ylan�s objections to being  sued in D elaw are 

ring h ollow and ig nore th e undisputed facts and settled law th atestablish th e

existenceof both g eneralandspecific jurisdiction in th iscase.

Th edistrictcourtfound g eneralpersonaljurisdiction ov erM ylan based on

�[o]ne of th e m ost solidly establish ed w ays� of obtaining  consent-based 
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jurisdiction ov era corporatedefendant: a statelaw th atprov idesth atreg istering to

do businessin a Stateand appointing an a g entforserv iceof processconstitute

consentto g eneralpersonaljurisdiction. Knowlton v. Allied Van Lines, Inc., 9 00

F .2d 119 6 , 119 9 (8 th C ir. 19 9 0). I n 19 8 8 , th e Suprem e Courtof D elaw are

explicitly and auth oritativ ely h eld th ata foreig n corporation th atreg istersto do

businessin th eStateand appointsan a g ent for serv ice of process �[e]xpress[ly] 

consents� to th e �exercise of g eneral jurisdiction by th e C ourts of D elaw are.�  

Sternberg v. O�Neil, 550A .2d1105, 1116 (D el. 19 8 8 ) (construing D el. C odetit. 8 ,

§§ 37 1, 37 6 ). M oreth an tw entyyearslater, M ylan v oluntarilych oseto reg isterto

do businessin D elaw areand appointan a g entforserv iceof processin th eState.

A s a m atterof long -standing D elaw are law , th is reg istration and appointm ent

constituted know ing and v oluntary consentby M ylan to g eneral personal

jurisdiction in th ecourtsof D elaw are.

M ylan nev erth elessobjectson due-processg roundsto th isw ell-establish ed

basisforexercising g eneralpersonaljurisdiction, dism issing th ereg istration-and-

appointm ent process as �fictional� consentandcontending th atth eSuprem eC ourt

in Daimler AG v. Bauman, 134S. Ct. 7 46 (2014), sub silentio rejected th isbasis

forg eneral personal jurisdiction. M ylan B r. 30.  Th ere is noth ing  �fictional,� 

h ow ev er, about M ylan�s consent to g eneral personal jurisdiction in th is case:

M ylan�s decision to reg ister to do business in D elaw areandto appointan a g entfor
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serv iceof processrepresented actual, fullyinform ed consentbecause, asM ylan

itself concedes, D elaw are la w  w as �absolutely clear� th at th ese v oluntary steps 

constituteconsentto g eneralpersonaljurisdiction in th eState. JA 22n.14;see also

Sternberg, 550A .2dat1116 .

N or is th ere anyth ing in Daimler� w h ere th e issue of consent-based 

jurisdiction w asnotaddressed by th epartiesorth e C ourt� th at undercuts th e 

�uncontrov ersial proposition,� w ith  w h ich  ev en M ylan a g rees, th at �personal 

jurisdiction is �an indiv idual rig h t� th at �can, like oth er such  rig h ts, be w aiv ed.�  

M ylan B r. 17 (quoting Ins. Corp. of Ir., Ltd. v. Compagnie des Bauxites de Guinee,

456 U.S. 6 9 4, 7 03 (19 8 2)). M ylan know ing ly and v oluntarily w aiv ed its

�indiv idual rig h t� not to be sued in D elaw are on causes of action unrelated to its 

D elaw areactiv itiesw h en itreg isteredto do businessin th eStateandappointedan

a g entforserv ice. M ylan h asnev erexerciseditsrig h tto w ith draw th atreg istration

anditsaccom panying consentto g eneralpersonaljurisdiction in D elaw are.

I n addition, th e districtcourtcorrectly found th at M ylan�s suit-related 

activ itiesaresufficientto establish specific jurisdiction ov erM ylan in D elaw are.

Litig ation reg arding an abbrev iated new  drug  application (�A N D A �) is focused, by 

statutorydefinition, on actsof infring em entth atw illoccurin the future based on

th e applicant�s stated intention to m anufactureand distributea g eneric v ersion of

th e plaintiff�s brand-nam e ph arm aceuticalproductbeforeth epatentson th ebrand-
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nam e product h a v e expired.  M ylan�s A N D A seeks approv al to m arketand

distributea g eneric drug forsalenationw ide, including in D elaw are, w h ereM ylan

is reg istered to do business and licensed to m anufacture and distribute its

ph arm aceutical products.  JA 8 2�8 6 .  F uture sales of M ylan�s g eneric drug  in 

D elaw arew ould beinfring ing actsin D elaw are.  M oreov er, M ylan�s A N D A  h ad 

im m ediateeffectsin D elaw arebecauseitconstituted a statutorilydefined actof

infring em entw ith respectto th e patents h eld by Plaintiffs, oneof w h ich is a

D elaw arecorporation. I n addition, w h en M ylan prov ided noticeof itsA N D A to

Plaintiffs, th eyh ad alreadyinitiatedlitig ation in D elaw areag ainstanoth erg eneric

m anufacturerth ath ad filedan A N D A reg arding th esam edrug . F oreach of th ose

reasons, M ylan sh ould h a v e �reasonably anticipate[d] being  h aled into court� in 

D elaw are. Burger King, 47 1U.S. at47 4(internalquotation m arksom itted).

STATEM ENT OF THE CASE

A. STATUTORY BACKGROUND

Underth e H atch -W axm an A ct, th e U.S. F ood and D rug A dm inistration

(�F D A �) reg ulates th e process by w h ich  new and g eneric drug s areapprov ed,

m anufactured, andsold. See 21U.S.C . § 355(a ). Th eA ctrequiresa brand-nam e

drug  com pany th at �w ish es to m arket a nov el drug � to �subm it a  new  drug  

application� (�N D A �) to th e F D A  for approv al.  Caraco Pharm. Labs., Ltd. v.

Novo Nordisk A/S, 132S. Ct. 16 7 0, 16 7 6 (2012). Th eN D A m ustinclude, am ong
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oth er item s, a  statem ent of th e drug �s com ponents, a description of th e drug �s 

m anufacturing process, proposed labeling describing th eusesof th edrug , and

scientific data dem onstrating th atth e drug is safe and effectiv e. 21 U.S.C .

§ 355(b)(1). Th eapplicantm ustalso identify all patents th at �could reasonably be 

assertedif a person notlicensedbyth eow nereng a g edin th em anufacture, use, or

sale of th e drug .�  Janssen Pharmaceutica, N.V. v Apotex, Inc., 540 F .3d 1353,

1355 (F ed. C ir. 2008 ) (internal quotation m arksom itted). Th eF D A publish esa

list of th ose patents in th e �O rang e B ook.�  Id.

O ncean innov atorh asobtainedF D A approv alfora drug , anoth ercom pany

m ayseekperm ission, a ftera specifiedtim eperiod, to m arketa g eneric v ersion of

th e drug  by �pig g y-backing  on th e brand�s N D A .�  Caraco Pharm., 132S. C t. at

16 7 6 .  �G eneric drug  com panies are not requiredto conductth eirow n independent

clinicaltrialsto prov esafetyand efficacy, butcan instead relyon th eresearch of

th e pioneer ph arm aceutical com panies.�  Janssen Pharmaceutica, 540 F .3d at

1356 . To do so, th e g eneric m anufacturerm ustfile an A N D A in w h ich it

dem onstrates th e �bioequiv alence of its g eneric drug  to th e N D A  drug .�  Id.;see

also 21 U.S.C . § 355(j)(2)(A )(ii), (iv ).  �Th e A N D A applicantm ustalso includea

certification to each patentlistedin th eO rang e B ook� w ith  respect to th e branded 

drug . Janssen Pharmaceutica, 540 F .3d at1356 . I f th e A N D A applicantis

seeking F D A approv alto m arketitsg eneric productpriorto th eexpiration of any
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of th oseO rang eB ook-listedpatents, itm ust file w h at is know n as a  �Para g raph  I V 

certification� stating  th at th e �patent is inv alid orw ill notbeinfring ed by th e

m anufacture, use, orsaleof th enew drug for w h ich  th e application is subm itted.�  

21U.S.C . § 355(j)(2)(A )(v ii)(I V).

Th eH atch -W axm an A ctdefinesa Para g raph  I V certification �as itself an act 

of infring em ent,� w h ich  g iv es th e brand-nam e drug  com pany �an im m ediate rig h t 

to sue.�  Caraco Pharm., 132S. C t. at16 7 7 ;see also 35U.S.C . § 27 1(e)(2)(A ).

B ecauseno infring ing salesh a v eactuallybeen m ade, th e A ct establish es �a  h ig h ly 

artificial act of infring em ent,� Eli Lilly & Co. v. Medtronic, Inc., 49 6 U.S. 6 6 1, 6 7 8

(19 9 0), th atisintendedto facilitateth eearlyresolution of patentdisputesbetw een

g eneric com paniesand innov ators. To th at end, �[t]h e A N D A  filerm ustprov ide

notice to th e patenteeand N D A h olderof th e factual and leg al bases forth e

Para g raph  I V Certification.�  Janssen Pharmaceutica, 540F .3d at1356 ;see also

21U.S.C . § 355(j)(2)(B ). Th epatenth olderandN D A h olderth en h a v eth eoption

of suing on anyorallof th epatentsincludedin th ePara g raph I V certification. I f

th epatenth olderorN D A h olderfilessuitw ith in 45 days of receiv ing  notice, �th e 

F D A g enerallym aynotapprov eth eA N D A until30m onth spassorth ecourtfinds

th e patent inv alid or not infring ed.�  Caraco Pharm., 132S. C t. at16 7 7 (citing 21

U.S.C . § 355(j)(5)(B )(iii)).
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B. FACTUAL BACKGROUND

Th iscaseinv olv esA m pyra® , th efirstandonlydrug approv edbyth eF D A

forim prov ing w alking in patientsw ith m ultiple sclerosis (�M S�) and th e first M S 

drug approv ed fororal adm inistration. JA 54. M S is a com plexneurolog ical

diseaseth atinv olv esboth th ecentralnerv oussystem andth eim m unesystem , and

th usdrug dev elopm entand treatm entareparticularlych alleng ing . A fteryearsof

research on th eactiv eing redient, 4-am inopyridine, Plaintiff A corda Th erapeutics,

I nc. (�A corda�)� a  D elaw are corporation w ith itsprincipal placeof businessin

A rdsley, N ew  York� filed an N D A  th at receiv ed priorityrev iew and approv alby

th e F D A .  JA 53�54.  A corda m anufactures and sellsA m pyra, and h oldsallrig h t,

title, and interestin fourA m pyra patents, U.S. P atentN os. 8 ,007 ,8 26 ;8 ,354,437 ;

8 ,440,7 03;and 8 ,6 6 3,6 8 5. JA 54. A corda isalso th eexclusiv elicenseeof U.S.

P atentN o. 5,540,9 38 , w h ich is assig ned to Plaintiff A lkerm esPh arm a I reland

Lim ited (�A lkerm es�).  Id.  Th e fiv e patents (collectiv ely, th e �A m pyra P atents�) 

h a v eexpiration datesbetw een 2018 and2027 . JA 6 0.

M ylan isa W estVirg inia corporation w ith itsprincipalplaceof businessin

M org antow n, W estVirg inia. JA 4. I n orderto secure th e benefits of doing

businessin D elaw are, M ylan h asqualified to do businessin th eStatepursuantto

th eproceduressetforth in D el. C odetit. 8 , § 37 1. JA 7 9 . A sspecified in th at

statute, M ylan filed on A pril 7 , 2010, a F oreig n C orporation C ertificatew ith th e
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D elaw areSecretaryof Stateandappointedth eC orporation Serv iceC om panyasits

reg isteredag entforserv iceof process. Id.;see also D el. C odetit. 8 , §§ 37 1(b)(2),

37 6 (a ).

O n January22, 2014, M ylan filed A N D A  N o. 20-6 8 58 , seeking  th e F D A �s 

approv al to m anufacture and sell g eneric v ersions of A m pyra prior to th e

expiration of th e A m pyra Patents. JA 6 . I n connection w ith th atapplication,

M ylan subm itteda Parag raph I V certification asserting th atth eA m pyra Patentsare

�inv alid, unenforceable, and/or w ill not be infring ed by th e com m ercial

m anufacture, use or sale� of M ylan�s g eneric drug .  Id. M ylan notifiedPlaintiffsof

itsA N D A filing on July9 , 2014, bysending lettersto A corda atitsprincipalplace

of businessin N ew York and to A lkerm esatitsprincipal placeof businessin

I reland. JA 7 .

M ylan w asnotth efirstcom pany to notify Plaintiffsof an A N D A filing

related to th eA m pyra Patents. I n addition to th issuit, Plaintiffsh a v efiled sev en

oth erlaw suitsin th eUnited StatesD istrictC ourtforth eD istrictof D elaw are

alleg ing  th at oth er com panies� A N D A  filing sinfring edth eirrig h tsin th eA m pyra

Patents.  JA 6 �7 .  Plaintiffs filed th e first of th ose la w suits on July 7 , 2014� tw o 

daysbeforeM ylan m ailedth enoticelettersto Plaintiffsreg arding itsA N D A . JA 7 .
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C. PROCEDURAL BACKGROUND

O n July 16 , 2014, Plaintiffs filed th isA N D A infring em entaction in th e

D istrictof D elaw areag ainstM ylan and itsparentcom pany, M ylan I nc. JA 53.

Th edefendantsm ov edto dism issforlackof personaljurisdiction.1

Th edistrictcourtdenied th em otion to dism iss, h olding th atM ylan w as

subjectto both g eneral and specific personaljurisdiction in D elaw are. A lth oug h

th edistrictcourtdeterm inedth atM ylan w as not �at h om e� in D elaw arebecauseit

neith erw asincorporatednorh aditsprincipal place of business in th e State, JA 14�

15, th ecourth eld th atM ylan h ad consented to g eneral personal jurisdiction in

D elaw are. M ylan g a v eth isconsent, th edistrictcourtconcluded, w h en itreg istered

to do businessin th eStateand appointed an a g entto acceptserv iceof process

pursuantto D el. C ode tit. 8 , §§ 37 1 and 37 6 . JA 21. A s th e districtcourt

explained, th eD elaw areSuprem eCourth as �long  and unam big uously� interpreted 

a  foreig n corporation�s reg istration and appointm entunderth oseprov isions as

�constituting  consent to g eneral jurisdiction.�  JA 28 .   

Th e districtcourtdeterm ined th atth e constitutionality of D elaw are�s 

reg istration-and-appointm entprocedurew as supported by �[n]early a  century� of 

Suprem e C ourtprecedenton consent-based personal jurisdiction. JA 17 . A

1 Pursuant to th e parties� stipulation, th e districtcourtdism issed M ylan I nc.
w ith out prejudice on F ebruary 10, 2015.  JA 120�22. 
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contraryconclusion, th ecourt reasoned, �w ould th reaten to fundam entallyalterth e

personal jurisdiction defense from a w aiv able to a non-w aiv able rig h t, a

ch aracteristic of th edefenseth atw asnotbeforeth e Daimler C ourtand isnot

explicitlyaddressed in itsopinion.�  JA 29 .  W h ere, as h ere, �courts h a v e clearly 

h eld th at com pliance w ith  a  state�s reg istration statute confers g eneral jurisdiction,� 

th e court concluded, �corporations h a v e th erequisitenoticeto enableth em to

structureth eirconductso asto beassuredw h ereth eyw ill, andw illnot, besubject

to suit,� and th erefore h a v e no basis for raising a due-process objection to

jurisdiction. JA 28 .

Th e districtcourtalso determ ined th atM ylan w as subjectto specific

jurisdiction in D elaw arebased on itssuit-related contactsw ith th eState, w h ich

included:  (1) M ylan�s A N D A  filing , w h ich , if approv edbyth eF D A , w ouldenable

M ylan to sell its g eneric v ersion of A m pyra th roug h outth e United States,

including  in D elaw are, JA 32; (2) M ylan�s transm ission of th erequirednoticeof its

A N D A filing to A corda, a D elaw arecorporation, and to A lkerm esafterth eyh ad

alreadyinitiatedlitig ation in D elaw areto enforceth eA m pyra Patents, id.;and (3)

M ylan�s reg istration to do business in D elaw are, itslicensefrom th eD elaw are

B oardof Ph arm acyto m anufactureanddistributedrug s, anditsfrequentlitig ation

in th eD istrictof D elaw are, particularly in A N D A  cases,   JA 32�33.  B ased on 

th esecontactsw ith D elaw are, th edistrict court concluded th at th ere w as a �h ig h  

Ý¿»æïëóïìëê Ü±½«³»²¬æëî Ð¿¹»æîï Ú·́»¼æðéñïêñîðïë



11

deg ree of predictability� th at M ylan w ould be sued by Plaintiffs in D elaw are

reg arding itsA N D A filing and th atexercising specific personaljurisdiction ov er

M ylan w as ��reasonable and fair�� under th e circum stances of th is case.  JA 34�35 

(quoting World-Wide Volkswagen Corp. v. Woodson, 444U.S. 28 6 , 29 5 (19 8 0);

Burger King, 47 1U.S. at47 7 ).

Th edistrictcourtcertified itsjurisdictional ruling forinterlocutoryrev iew

under28 U.S.C . § 129 2(b). Th isCourtg rantedM ylan perm ission to appealin th is

caseasw ell asin AstraZeneca AB v. Mylan Pharmaceuticals Inc., N o. 15-146 0,

w h ich h asbeen desig nateda com panion case.

SUM M ARY OF ARGUM ENT

Th edistrictcourtcorrectlyconcluded th atM ylan issubjectto both g eneral

andspecific personaljurisdiction in th iscase.

I . Personal jurisdiction is �an indiv idual rig h t� th at �can, like oth er such  

rig h ts, be w aiv ed� th roug h  know ing and v oluntaryconsent. Ins. Corp. of Ir., Ltd.

v. Compagnie des Bauxites de Guinee, 456 U.S. 6 9 4, 7 03 (19 8 2). M ylan

know ing lyand v oluntarilyconsented to g eneralpersonaljurisdiction in D elaw are

w h en itreg isteredto do businessin th eStateandappointedan a g entforserv iceof

processpursuantto a statutoryprocedureth atth eD elaw areSuprem eC ourth as

long  construed as constituting  �[e]xpress consent� to g eneral jurisdiction in th e 

State. Sternberg v. O�Neil, 550A .2d1105, 1116 (D el. 19 8 8 ). Th eU.S. Suprem e
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C ourth asrepeatedlyuph eld th eexerciseof g eneraljurisdiction based on sim ilar

reg istration-and-appointm entprocedures because noth ing in th e D ue Process

C lauseprev entsa Statefrom m aking consent to g eneral personal jurisdiction �part 

of th e barg ain by w h ich [th e corporation] enjoysth ebusiness freedom of th e

State.�  Neirbo Co. v. Bethlehem Shipbuilding Corp., 308 U.S. 16 5, 17 5(19 39 ).

Th e Suprem e C ourt�s recent personal jurisdiction jurisprudencesupportsth is

conclusion.  I n fact, th e C ourt�s decision in Daimler AG v. Bauman, 134S. C t. 7 46

(2014), anditsoth erleading opinionson g eneralpersonaljurisdiction allexpressly

disting uish betw een g eneraljurisdiction based on a  corporation�s contacts w ith  th e 

forum Stateandg eneraljurisdiction basedon consent. See id. at 7 55�56 ; see also

Goodyear Dunlop Tires Ops., S.A. v. Brown, 131 S. C t. 28 46 , 28 56 (2011).

A lth oug h a corporation issubjectto g eneral personal jurisdiction based on its

contactsonlyin th oseStatesw h ere it is �essentially at h om e,� Daimler, 134S. C t.

at7 51(internalquotation m arksom itted), corporationsrem ain freeto consentto

g eneral personal jurisdiction in oth erStates. M ylan know ing ly and v oluntarily

g a v esuch consentin D elaw arew h en itreg isteredto do businessandappointedan

a g entforserv icein th eState.

I I . M ylan is also subjectto specific personal jurisdiction in th iscase

becauseith assig nificantsuit-relatedcontactsw ith D elaw areth atsh ould h av eled

it to �reasonably anticipate being  h aled into court� in th e State.  Burger King Corp.
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v. Rudzewicz, 47 1U.S. 46 2, 47 4(19 8 5) (internalquotation m arksom itted). Th is

A N D A  case arises from  a �h ig h ly artificial act of infring em ent�:  M ylan�s 

subm ission of an A N D A in w h ich itdeclareditsintention to secureF D A approv al

to m anufacture and sell its g eneric v ersion of A m pyra th roug h outth e United

States, including in D elaw are, w h ereitisreg istered and licensed to do business.

Eli Lilly & Co. v. Medtronic, Inc., 49 6 U.S. 6 6 1, 6 7 8 (19 9 0). Th eH atch -W axm an

A ctperm itted Plaintiffsto bring suitpriorto F D A approv al in orderto prev ent

th ose infring ing  sales.  B ecause M ylan�s A N D A filing w aspurposefullydirectedat

obtaining approv al to m ake future infring ing sales in D elaw are, M ylan h as

sufficientcontacts w ith th e State to establish specific jurisdiction in th is suit

relating to th osefutureinfring ing acts.

M oreov er, M ylan�s statutorily defined actof patentinfring em enth ad

im m ediate effects in D elaw are because its A N D A infring ed th e intellectual-

propertyrig h tsof A corda, a D elaw arecorporation. I n addition, M ylan sentnotice

of its A N D A filing to Plaintiffs after th ey h ad already initiated litig ation in

D elaw arereg arding th esam eA m pyra Patentsatissuein th iscaseandth ussh ould

reasonablyh a v eforeseen th atitsnoticew ouldresultin litig ation w ith Plaintiffsin

D elaw are. I ndeed, M ylan isa frequentpatentlitig antin D elaw are(asboth a

plaintiff and a defendant) and islicensed in D elaw areto operateasa w h olesale

ph arm acy and as a m anufacturer and distributor of controlled substances.
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Exercising specific personal jurisdiction ov erM ylan in th is case is th erefore

consistent w ith  M ylan�s reasonable expectationsatth etim eitfileditsA N D A and

isentirelyfairandreasonable.

STANDARD OF REVIEW

�W h ere th e facts upon w h ich  th e jurisdictional inquiry turns are undisputed,� 

th is C ourt �rev iew [s] de novo w h eth era districtcourth aspersonaljurisdiction ov er

a  defendant.�  Elecs. for Imaging, Inc. v. Coyle, 340F .3d1344, 1348 �49  (F ed. C ir. 

2003).  I f th e district court�s ruling  on personal jurisdiction is �based on a ffidav its 

and oth erw ritten m aterialsin th eabsenceof an ev identiary h earing , a plaintiff

need onlyto m akea prima facie sh ow ing th atdefendantsaresubjectto personal

jurisdiction.�  Id. at1349 . O n an appealfrom a m otion to dism iss, th eC ourtm ust

�accept th e uncontrov erted alleg ations in th e plaintiff�s com plaint as true.�  Id.

ARGUM ENT

I. M ylan Knowingly And Voluntarily Consented To General Personal
Jurisdiction In Delaware ByRegisteringTo Do Business In The State.

Th eD ueProcessClauseperm itsa courtto exercisepersonal jurisdiction

�ov er a  non-consenting  out-of-state defendant� w h ere th e defendant h as 

establish ed �m inim um  contacts� w ith  th e forum  State.  Patent Rights Prot. Grp.,

LLC v. Video Gaming Techs., Inc., 6 03F .3d136 4, 136 8 (F ed. C ir. 2010) (internal

quotation m arksom itted). Underth edoctrine of �g eneral jurisdiction,� a  court h as 

jurisdiction to h ear �any and all claim s a g ainst� a  corporation w h en th e 
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corporation�s �a ffiliations w ith  th e State are so constant and perv asiv e �as to render 

[it] essentially at h om e in th e forum  State.��  Daimler AG v. Bauman, 134S. C t.

7 46 , 7 51(2014) (alteration in orig inal) (quoting Goodyear Dunlop Tires Ops., S.A.

v. Brown, 131 S. C t. 28 46 , 28 51 (2011)). I f g eneral jurisdiction islacking , a

corporate defendant�s ��sing le or occasional acts� in a  State m ay be sufficient to 

rendera corporation answ erablein th atState w ith  respect to th ose acts� under th e 

doctrine of �specific jurisdiction.�  Goodyear, 131 S. C t. at28 53 (quoting Int�l 

Shoe Co. v. Washington, 326 U.S. 310, 318 (19 45)).

W h en a defendantconsentsto jurisdiction, h ow ev er, �resort to m inim um -

contacts or due-process analysis to justify th e jurisdiction is unnecessary.� 

Knowlton v. Allied Van Lines, Inc., 9 00F .2d119 6 , 1200(8 th C ir. 19 9 0). B ecause

personal jurisdiction �represents . . . an indiv idual rig h t� th at �can, like oth er such  

rig h ts, be w aiv ed,� Ins. Corp. of Ir., Ltd. v. Compagnie des Bauxites de Guinee,

456 U.S. 6 9 4, 7 03 (19 8 2), due process does notim pose lim its on personal

jurisdiction w h ere a defendanth as know ing ly and v oluntarily consented to

jurisdiction in a Statew ith w h ich itlacksm inim um contacts.

Th edistrictcourtcorrectly h eld th atM ylan consented to g eneral personal

jurisdiction in D elaw arebyreg istering to do businessin th eStateand appointing

an a g entforserv iceof processpursuantto a statutoryprocedureth ath aslong been

interpretedbyth eD elaw areSuprem eC ourtasconstituting consentto jurisdiction.
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I n lig h tof th isknow ing andv oluntaryconsent, M ylan cannotev adejurisdiction in

th iscaseon due-processg rounds.

A. The Requirement Of Personal Jurisdiction Is An Individual Right
That M ayBe W aived ByConsent.

Th erequirem entth ata courth a v epersonaljurisdiction ov erth edefendant

�represents a restriction on judicial pow er notasa m atterof sov ereig nty, butasa

m atter of indiv idual liberty� flow ing from th eD ueProcessC lause. Ins. Corp. of

Ir., 456 U.S. at7 02. A sM ylan itself acknow ledg es, personal jurisdiction ��can, 

likeoth er[indiv idual]rig h ts, bew aiv ed.��  M ylan B r. 17  (quoting  Ins. Corp. of Ir.,

456 U.S. at7 03);cf. Wellness Int�l Network Ltd. v. Sharif, 135S. C t. 19 32, 19 44

(2015) (�personal rig h t[s]� g ranted by th e C onstitution are �ordinarily subject to 

w aiv er�) (internal quotation m arks om itted).   

Partiesm ayw aiv ea personaljurisdiction defensein sev eralw ays. See Ins.

Corp. of Ir., 456  U.S. at 7 03�04.  Th ey m ay contractin adv anceto subm itto th e

jurisdiction of a specified court. See id. Th eym ay also w aiv eth edefenseby

failing to tim ely assertitin a particularcase. See F ed. R. C iv . P . 12(h ). A nd

partiesm ayconsentto personaljurisdiction th roug h  �th e v oluntary use of certain 

state procedures.�  Ins. Corp. of Ir., 456 U.S. at7 04.

M ylan concedes th ata federal courtm ay exercise g eneral personal

jurisdiction ov er a foreig n corporation th at h as �v oluntarily consent[ed] to 

jurisdiction in a  forum .�  M ylan B r. 17 �18 . M ylan likew isedoesnotdisputeth at,
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w h en itreg isteredto do businessin D elaw areandappointedan a g entforserv iceof

process, itknew th atitw asconsenting underD elaw arelaw to g eneral personal

jurisdiction in th eState. I ndeed, m oreth an tw entyyearsbeforeM ylan reg istered

to do businessand appointed an a g entforserv icein D elaw are, th estatesuprem e

courtauth oritativ ely h eld th atcom pliance w ith th ose statutorily prescribed

procedures constitutes �[e]xpress consent� to g eneral personal jurisdiction in th e

State. Sternberg v. O�Neil, 550 A .2d 1105, 1116 (D el. 19 8 8 ) (construing D el.

C odetit. 8 , §§ 37 1and37 6 ). Th us, �[b]y th e tim e M ylan . . . ch oseto reg isterin

D elaw arein 2010, itw asw ell establish ed . . . th atsuch com plianceconstitutes

consentto th e g eneral jurisdiction of th e state and federal courts located in

D elaw are.�  JA 23; see also JA 22 n.14 (�M ylan does not dispute th at in Sternberg

th e D elaw are Suprem e C ourtw as absolutely clearas to h ow itinterprets th e

D elaw arereg istration statute.�); D ec. 15, 2014 H r�g  Tr. at 18  (sam e).   

M ylan nev erth elessasksth isC ourtto nullify itsknow ing and v oluntary

consentasa v iolation of dueprocess. Th eU.S. Suprem eC ourt, h ow ev er, h as

repeatedly rejected constitutional ch alleng es to state statutes th atprov ide th at

reg istering to do businessin th eState and appointing an a g entforserv ice of

processconstituteconsentto g eneralpersonaljurisdiction. I n Pennsylvania Fire

Insurance Co. v. Gold Issue Mining & Milling Co., 243 U.S. 9 3 (19 17 ), for

exam ple, th e C ourtrejected a due-process ch alleng e to a M issouri statutory
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procedureth atrequired out-of-statecorporationsto appointan a g entforserv ice,

w h ich th estatesuprem ecourth ad interpreted asconstituting consentto g eneral

personaljurisdiction in th eState. Id. at9 5;see also id. (�Th e [statutory] lang ua g e 

h as been h eld to g o to th atleng th , and th e construction did notdepriv e th e

defendantof dueprocessof la w  . . . .�).  Sim ilarly, in Neirbo Co. v. Bethlehem

Shipbuilding Corp., 308 U.S. 16 5 (19 39 ), th e Suprem e C ourtconfirm ed th e

constitutionalityof a N ew Yorkstatuteth attreateda corporation�s appointm ent of 

an a g entforserv ice as consentto g eneral personal jurisdiction because �th e 

desig nation of th ea g ent[is]a v oluntaryact� th at constitutes �actual consent� and 

is �part of th e barg ain by w h ich  [th e corporation]enjoysth ebusinessfreedom of

th e State of N ew  York.�  Id. at17 5(internalquotation m arksom itted). I n addition,

th eC ourth asm adeclearth atw h eth ercom pliance w ith  a  State�s reg istration statute 

constitutesconsentto g eneral personal jurisdiction isa m atterof state la w th at

sh ould beresolv ed bystate courts. See Robert Mitchell Furniture Co. v. Selden

Breck Constr. Co., 257 U.S. 213, 216 (19 21).2

2 M ylan tw icem isstatesth eh olding of Robert Mitchell. M ylan B r. 14n.6 , 27 .
Th e Courtdid noth old, asM ylan sug g ests, th at �w h ere a  statute requiring  a  
corporation to appointan a g entisam big uous as to its scope,� it �sh ould not [be] 
construe[d]� to constitute consent to g eneral personal jurisdiction. Id. at14 n.6
(internal quotation m arksom itted). Rath er, th e C ourth eld th atfederal courts
sh ould notinterpretan am big uousstatutoryprocedureasconstituting consentto
g eneral jurisdiction �[u]nless th e state la w  . . . by local construction g iv es� th e 
procedureth ateffect. Robert Mitchell, 257 U.S. at216 (em ph asisadded);see also

(Cont�d on next page)
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Th ese auth orities are consistentw ith  th e C ourt�s m ore recent personal-

jurisdiction jurisprudence, w h ich h as repeatedly m ade clearth atsatisfying th e

�m inim um  contacts� standard adopted in International Shoe is only a

constitutional prerequisite to th e exercise of personal jurisdiction ov er a

nonconsenting defendant. See Perkins v. Benguet Consol. Mining Co., 342U.S.

437 , 443 n.4 (19 52) (�[T]h e doing of businessin a statebya foreig n corporation,

w h ich h asnot appointed a statutoryag entupon w h om serv iceof processag ainst

th ecorporation can bem adein th atstateor otherwise consented to service,� w ill 

not subject th e corporation to a  suit �in no w ay related to [th at] business�) 

(em ph asesadded);Burger King Corp. v. Rudzewicz, 47 1 U.S. 46 2, 47 2 (19 8 5)

(sam ein th especific-jurisdiction setting ). I n th isrespect, personal jurisdiction

ov era consenting corporation isno differentfrom personal jurisdiction ov eran

indiv idualserv ed in th eforum State;in neith ercasedoesth eD ueProcessC lause

requirea m inim um -contactsanalysis. See Burnham v. Superior Court, 49 5U.S.

6 04, 6 19 (19 9 0) (plurality opinion of Scalia , J.) (concluding th atm inim um -

(Cont�d from previous page) 

King v. Am. Family Mut. Ins. Co., 6 32 F .3d 57 0, 57 5 (9 th  C ir. 2011) (�Robert
Mitchell th usconfirm sth atfederalcourtssh ould look first and forem ost to a state�s 
construction of itsow n statuteto determ inew h eth erappointm entof an a g entfor
serv iceof processisa sufficientbasisforth eexerciseof personaljurisdiction ov er
a  foreig n corporation.�).  Unlike h ere, in Robert Mitchell, no statecourth ad h eld
th at com pliance w ith th e State�s reg istration-and-appointm ent procedure 
constitutedconsentto g eneralpersonaljurisdiction. 257 U.S. at216 .
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contactsanalysisisunnecessary w h erean indiv idual ispersonallyserv ed in th e

forum  State because �jurisdiction based on ph ysical presencealone. . . isoneof

th econtinuing traditionsof ourleg alsystem  th at define th e due process standard�).  

I ndeed, M ylan doesnotpointto a sing lecasein w h ich th eU.S. Suprem eC ourth as

undertaken a m inim um -contactsinquiryw ith respectto a defendantw h o consented

to jurisdiction in th eforum .

D espite th ese settled auth orities, M ylan asserts th atits know ing and

v oluntary consentto g eneral personal jurisdiction in D elaw are w as �purely 

fictional� and th erefore cannot be reconciledw ith th erequirem entsof dueprocess.

M ylan B r. 30.  B ut th ere is noth ing  �fictional� about M ylan�s decision to reg ister 

to do business in D elaw are and appointan a g entfor serv ice of process in

accordancew ith a statutoryprocedureth ath asbeen auth oritativ elyconstrued to

constituteconsentto g eneral personal jurisdiction. See Sternberg, 550 A .2d at

1116 . I n fact, courtsh a v econsistentlydisting uish ed betw een statestatutesth at

require �actual consent� to jurisdiction th roug h reg istration and appointm ent

requirem ents, on th e one h and, and form s of fictional consent, on th e oth er.

Neirbo, 308 U.S. at17 5(em ph asisadded);see also Bagdon v. Pa. & Reading Coal

& Iron Co., 111 N .E. 107 5, 107 6 (N .Y. 19 16 ) (C ardozo, J.) (h olding th ata

corporation�s appointm ent of an a g ent pursuant to a  reg istration statute is �true 

consent�).   
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Th e form s of �fictional consent� th atth eSuprem eC ourth asdisapprov edare

far different from  M ylan�s �actual consent� to g eneralpersonaljurisdiction. F or

exam ple, in th epre-International Shoe era, som eStatesprov ided th atan out-of-

state m otorist using  th e State�s h ig h w ays �h ad by using  th ose h ig h w ays appointed 

a desig natedstateofficialash is a g ent to accept process.�  Shaffer v. Heitner, 433

U.S. 18 6 , 202(19 7 7 ) (citing Hess v. Pawloski, 27 4U.S. 352(19 27 )). Th oseStates

deemed th em otoristto h a v eappointedan a g entforserv iceof processandth ereby

to h av econsented to jurisdiction in th eabsenceof any actual appointm ent. Id.

A fterInternational Shoe, th eSuprem eCourtrejectedth isartificialjustification for

personal jurisdiction because, in fact, it did �not rest on consent at all.�  Olberding

v. Ill. Cent. R.R., 346 U.S. 338 , 341(19 53).

I n so doing , h ow ev er, th e Courtexpressly disting uish ed Neirbo� w h ich  

recog nized th econstitutionality of N ew York�s reg istration statute� and sim ilar 

�situations w h ere a  state m ay v alidlyrequireth edesig nation of an a g entforserv ice

of processasa condition of carrying on activ itiesw ith in itsborders, and such

desig nation h as in fact been m ade.�  Olberding, 346 U.S. at342. A sOlberding

m akes clear, th e Suprem e C ourt�s rejection of �purely fictional� th eories of 

consentin International Shoe and latercasesdid notunderm ineth eprincipleth at

corporationsm ayg iv eactual consentto jurisdiction byqualifying to do business

undera state law th atprov ides th atreg istration and appointm entof an a g ent
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constituteconsent. See Restatem ent(Second) of C onflictsof La w s§ 43cm ts. a , b

(19 7 1) (identifying com pliance w ith  a  reg istration statute as one of th e �[m ]ost 

com m on[ ]� w ays a foreig n corporation m ay g iv e �actual assent� to jurisdiction).   

M ylan also seeksto obscureth ev oluntarynatureof itsconsentto g eneral

personal jurisdiction by casting D elaw are�s reg istration-and-appointm ent 

procedure as �m andatory.�  M ylan B r. 18  (em ph asisom itted). B utreg istration and

appointm entof an a g entareonlym andatoryunderD elaw arelaw forth oseforeig n

corporationsth atm aketh evoluntary decision to do businessin th eState. D el.

C odetit. 8 , § 37 1. C orporationsarenotrequired to do businessin D elaw are, and

th osecorporationsth atareunw illing to consentto g eneralpersonaljurisdiction in

th eStatearefreeto taketh eirbusinesselsew h erew ith outsubm itting to jurisdiction

in D elaw are. See Neirbo, 308  U.S. at 17 5 (�th e desig nation of [an] a g ent� pursuant 

to a statuterequiring foreig n corporationsto appointan a g entto acceptserv icein

th e State is �a  v oluntary act�) (internal quotation m arksom itted). I n fact, M ylan

asserts th at it does only �sporadic business in D elaw are,� M ylan B r. 6 , but

concedes th atith as nev erexercised its rig h tto w ith draw its reg istration and

attendantconsentto suitin th eState. See D el. C odetit. 8 , § 38 1.

N or can M ylan escape th e jurisdictional im plications of its consentby

ch aracterizing  its consent as �im plied� rath er th an �express.�  Th e D elaw are 

Suprem e C ourth as definitively determ ined th ata foreig n corporation g iv es
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�[e]xpress consent� to g eneral personal jurisdiction w h en it �appoint[s] . . . a  

statutoryag entto receiv eserv ice of process� in accordance w ith  D elaw are la w .  

Sternberg, 550A .2dat1116 (em ph asisadded).

I n any ev ent, ev en if M ylan�s consent is im plied from  its actions in 

reg istering to do businessand appointing an a g ent, th ereisno requirem entth ata

constitutionalrig h tbew aiv edexpressly. I n fact, th eSuprem eC ourth asrepeatedly

�uph eld state procedures w h ich  find constructive consentto th e personal

jurisdiction of th estatecourtin th ev oluntary use of certain state procedures.�  Ins.

Corp. of Ir., 456 U.S. at7 04(em ph asisadded) (citing Adam v. Saenger, 303U.S.

59 , 6 7 �6 8  (19 38 ); Chi. Life Ins. Co. v. Cherry, 244 U.S. 25, 29 �30 (19 17 )).  Th e 

sam eh oldstruew ith respectto oth erconstitutionalrig h ts, w h ich m aybew aiv ed

eith erexpresslyorim pliedly. See, e.g., Wellness Int�l Network, 135S. C t. at19 43,

19 48  (h olding  th at litig ants m ay consent� th roug h  ��actions rath er th an w ords���

to adjudication by a bankruptcy orm a g istrate judg e and th ereby w aiv e th eir

��personal constitutional rig h t[ ]�� to ��an im partial and independentfederal

adjudication�� by an A rticle I I I  judg e) (citations om itted).   

W h eth erdescribedasexpressorim plied, M ylan�s consent w as know ing  and 

v oluntary because, g iv en th e D elaw are Suprem e C ourt�s settled jurisprudence,

M ylan plainlyunderstoodw h en itm adeth ech oiceto reg isterto do businessin th e

Stateandto appointan a g entforserv iceth atitw asconsenting to g eneralpersonal
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jurisdiction in D elaw are. See JA 22n.14;see also D ec. 15, 2014 H r�g  Tr. at 18  

(Th e C ourt: �N oneth eless, th eD elaw areSuprem eC ourtw asabsolutelyclearasto

h ow th ey interpretth eD ela w are reg istration statute; rig h t?�  M ylan�s counsel:  

�Yes.�).  Th e know ing  and v oluntary nature of th econsentisallth atm attersfor

constitutionalpurposes. See, e.g., Wellness Int�l Network, 135S. C t. at19 48 n.13.

Th isconclusion isconsistentw ith ev eryfederalappellatecourtdecision th at

h as addressed th e constitutionality of state statutesth atprov ide th ata foreig n

corporation�s reg istration or appointm ent of an a g entconstitutesconsentto g eneral

personal jurisdiction. I n Bane v. Netlink, Inc., 9 25 F .2d 6 37 (3d C ir. 19 9 1), for

exam ple, th eTh ird C ircuituph eld a Pennsylv ania statuteth atstated th atg eneral

personaljurisdiction ov ercorporationscould beestablish ed by �qualification as a  

foreig n corporation underth e la w s of� Pennsylv ania .  Id. at6 40. Th e court

reasoned th at, in lig h t of th e statute�s lang ua g e, th edefendanth ad �notice th at [it] 

w as subjectto personal jurisdiction in Pennsylv ania� w h en it qualified to do 

businessin th eState. Id. at6 41. Sim ilarly, in Knowlton v. Allied Van Lines, Inc.,

th e Eig h th C ircuituph eld g eneral personal jurisdiction under M innesota�s 

reg istration statute, w h ich , liketh eD elaw arestatute, did notexpresslyreference

personaljurisdiction on itsfacebut h ad been �interpreted . . . in just th is w ay� by 

th e state suprem e court. 9 00 F .2d at1200. Th e courtconcluded th atth e

defendant�s reg istration pursuant to th e statute w as �a  v alid basis of personal 
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jurisdiction, andresortto m inim um -contactsordue-processanalysisto justifyth e

jurisdiction [w as] unnecessary.�  Id.;see also 4B C h arlesA lan W rig h t& A rth urR.

M iller, Federal Practice & Procedure § 1116  (4th  ed. 2015) (�[A ] com pany�s 

reg istration undera stateappointm entstatutecan also constituteconsentto besued

in th ecourtsof th atstateand a w aiv erof objectionsto th eassertion of personal

jurisdiction ov er th e corporation.�). 

M ylan failsin itseffortto m anufacturea div ision of appellateauth orityon

th is issue.  M ylan B r. 28 �29 .  Th e federal appellatedecisionsth ath a v edeem ed

corporatereg istration to bean insufficientg round forexercising g eneralpersonal

jurisdiction reach ed th atresultbecause th e underlying state statute did not

prov ide� eith er on its face or th roug h  state judicial construction� for jurisdiction 

ov ersuitsarising from out-of-state conduct. Th ese casesm erely reaffirm th e

�default rule th at, in the absence of broader statutory language or state court

interpretations, th eappointm entof an a g entforth eserv iceof processis, byitself,

insufficientto subjectforeig n corporations to suits for business transacted

elsew h ere,� and th at federal courts m ust �look to state statutes and case la w  in 

orderto determ inew h eth era foreig n corporation issubjectto personaljurisdiction

in a g iv en case.�  King, 6 32 F .3d at57 5, 57 6 (em ph asisadded) (citing Robert

Mitchell, 257 U.S. 213);see also Siemer v. Learjet Acquisition Corp., 9 6 6 F .2d

17 9 , 18 3(5th C ir. 19 9 2) (declining to find consentw h ere �[n]o Texas state court 
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decision h a[d] h eld th at� th e State�s business reg istration statute g a v e rise to 

g eneral personal jurisdiction ov er foreig n corporations); Wilson v. Humphries

(Cayman) Ltd., 9 16 F .2d 1239 , 1245 (7 th C ir. 19 9 0) (applying th e canon of

constitutionala v oidanceto concludeth atcorporatereg istration pursuantto a state

statutedidnotconstituteconsentin th eabsenceof a statecourtinterpretation to th e

contrary);Ratliff v. Cooper Labs., Inc., 444F .2d7 45, 7 48 (4th C ir. 19 7 1) (h olding

th at �m ere com pliance w ith  state dom estication statutes� did not create personal 

jurisdiction, w ith outconsidering w h eth erstatelaw treatedreg istration asconsent).

H ere, th eD elaw areSuprem eC ourth asexpresslyand unam big uouslyh eld

th at a  foreig n corporation�s reg istration to do businessin th eStateandappointm ent

of an a g entfor serv ice constitute consentto g eneral personal jurisdiction.

Sternberg, 550A .2dat1116 . D ueprocessth ereforeposesno barrierto exercising

g eneralpersonaljurisdiction ov erM ylan in th iscase.

B. The Supreme Court�s Decision In Daimler Has No Bearing On
Consent-Based General Personal Jurisdiction.

N oth ing in Daimler altersth eav ailabilityof consentasa basisforg eneral

personal jurisdiction. Th e issue of consentw as notbriefed by th e partiesor

addressed by th eC ourtin Daimler, and th ereasoning of th edecision isfully

consistentw ith th esettled principleth atforeig n corporationsconsentto g eneral

personal jurisdiction w h en th eyreg isterto do businessand appointan a g entfor

serv iceundera statelaw th atprov idesth atth eseactionsconstituteconsent.
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I n Daimler, tw enty-tw o A rg entineresidentsfiled a com plaintin th eC entral

D istrictof C alifornia a g ainsta G erm an com pany, alleg ing th atits A rg entine

subsidiaryh adcom m ittedh um an-rig h tsv iolations in A rg entina.  134 S. C t. at 7 50�

51.  Th e plaintiffs� arg um ent th at th e G erm an com pany w assubjectto g eneral

personal jurisdiction in C alifornia w as not based on consent� indeed, th e 

defendantw asnotreg istered to do businessin C alifornia and h ad no a g entto

acceptserv icein th eState, see Bauman v. DaimlerChrysler AG, N o. C -04-0019 4

RM W , 2005W L 3157 47 2, at* 1, * 6 (N .D . C al. N ov . 22, 2005)� but rath er on th e 

substantial v olum eof businessth atth ecom pany�s U.S. subsidiarytransacted in

C alifornia. Daimler, 134 S. C t. at 7 52.  Th e Suprem e C ourt rejected th e plaintiffs� 

�g rasping � approach  to g eneral personal jurisdiction, h olding th ata corporation

m ayonlybecom pelled to answ erclaim sunrelated to itsactiv itiesin th eforum

w h en its �a ffiliations w ith  th e State in w h ich suitisbroug h tareso constantand

perv asiv e �as to render [it] essentially at h om e in th e forum  State.��  Id. at7 51, 7 6 1

(alteration in orig inal) (quoting Goodyear, 131 S. C t. at28 51). Th e C ourt

explained th at th e �paradig m  all-purpose forum s� are w h ere th e corporation �is 

incorporated or h as its principal place of business.�  Id. at7 6 0.

I n reach ing th atconclusion, th eC ourtdrew h eav ilyupon, andreaffirm edth e

h olding sof, th etw o oth erleading g eneral jurisdiction casesth atith asdecided

afterInternational Shoe: Goodyear and Perkins. See Goodyear, 131 S. C t. at
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28 51 (setting  forth  th e �at h om e� standard for g eneral personal jurisdiction);

Perkins, 342U.S. at448 (h olding th ata com panyincorporated in th ePh ilippines

w assubjectto g eneral personal jurisdiction in O h io becauseth eState w asits

principalplaceof businessduring W orld W arI I ). I n allth reeof th osecases, th e

C ourtw as careful to disting uish betw een g eneral jurisdiction based on a

corporation�s contacts w ith  th e forum  State and g eneral jurisdiction based on

consent. See Daimler, 134 S. C t. at 7 55�56 ; Goodyear, 131 S. C t. at28 56 ;

Perkins, 342U.S. at443n.4. I n fact, in both Daimler and Goodyear, th eC ourt

explicitly described Perkins as th e ��textbook case of g eneral jurisdiction . . . 

appropriatelyexercisedov era foreig n corporation that has not consented to suit in

the forum.��  Daimler, 134 S. C t. at 7 55�56  (em ph asisadded) (quoting Goodyear,

131S. C t. at28 56 ).

Daimler th us m akes clearth atth e m ere factth ata foreig n corporation

reg ularly conductsbusiness in th e forum is notsufficientto establish g eneral

personaljurisdiction ov erth ecorporation. 134S. Ct. at7 6 1. Th edecision says

noth ing , h ow ev er, aboutth eav ailabilityof g eneralpersonaljurisdiction basedon a

corporation�s consent.  See id. at 7 6 0 (�Goodyear did noth old th ata corporation

m aybesubjectto g eneraljurisdiction only in a forum w h ereitisincorporated or

h as its principal place of business . . . .�).  Ev en if a  corporation is not �at h om e in 

th e forum  State� w ith in th em eaning of Daimler, itstillm aybesubjectto g eneral
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personaljurisdiction th erebasedon itsconsent. See Gucci Am., Inc. v. Weixing Li,

7 6 8  F .3d 122, 135�36  n.15 (2d C ir. 2014) (h olding  th at a  foreig n bank w as not �at 

h om e� in N ew  York but rem anding , a fter Daimler, for th e districtcourtto

determ ine w h eth er th e bank �consented to personaljurisdiction in N ew Yorkby

applying forauth orization to conductbusinessin N ew York and desig nating th e

N ew YorkSecretaryof Stateasits a g ent for serv ice of process�).3

N or w ill th e district court�s decision �m ake[ ] it im possible for corporate 

defendantsto know in adv ancew h ereth eir conduct �w ill and w illnotrenderth em

liable to suit�� in supposed �contrav ention of Daimler.�  M ylan B r. 21 (quoting  

Burger King, 47 1U.S. at47 2). A bsentconsent, corporatedefendantsaresubject

to g eneral personal jurisdiction only w h ereth ey can be said to be �at h om e.�  

Daimler, 134 S. Ct. at7 51. A nd w h erea state statute� eith er th roug h  explicit 

lang ua g e or judicial construction� prov idesth atreg istration to do businessand

appointm entof an a g entconstituteconsent, a  corporation w ill �know  in adv ance� 

3 See also, e.g., Perrigo Co. v. Merial Ltd., N o. 8 :14-cv -403, 2015W L 1538 08 8 ,
at* 7 (D . N eb. A pr. 7 , 2015) (concluding th atDaimler �does noth ing  to a ffect th e 
long -standing principleth ata defendantm ayconsentto personal jurisdiction� by 
reg istering to do businessin N ebraska);Otsuka Pharm. Co. v. Mylan Inc., __ F .
Supp. 3d __, N o. 14-cv -4508 , 2015 W L 13057 6 4, at* 1 (D .N .J. M ar. 23, 2015)
(sam e);Novartis Pharm. Corp. v. Mylan Inc., N o. 1:14-cv -8 20, 2015W L 1246 28 5,
at* 3 (D . D el. M ar. 16 , 2015) (sam e);Forest Labs, Inc. v. Amneal Pharm. LLC,
N o. 14-cv -508 , 2015 W L 8 8 059 9 , at* 10 (D . D el. F eb. 26 , 2015) (m a g istrate
judg e). But see AstraZeneca AB v. Mylan Pharm., Inc., __ F . Supp. 3d __, N o.
1:14-cv -6 9 6 , 2014W L 57 7 8 016 (D . D el. N ov . 5, 2014).
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th at, if itch oosesto av ail itself of th oseprocedures, itw ill becom esubjectto

g eneral personal jurisdiction in th e State upon reg istering to do business and

appointing an a g ent. Th atispreciselyth etype of ��predictability . . . th at allow s 

potential defendants to structure th eir prim ary conductw ith som e m inim um

assuranceasto w h ereth atconductw ill and w ill not render th em  liable to suit.��  

Burger King, 47 1U.S. at47 2(quoting World-Wide Volkswagen Corp. v. Woodson,

444U.S. 28 6 , 29 7 (19 8 0)).

M ylan can h ardlycom plain th atitw assurprised by th e district court�s ruling  

th atitissubjectto g eneralpersonaljurisdiction in D elaw are. M ylan reg isteredto

do businessand appointed an a g entforserv iceof processin D elaw arem oreth an

tw entyyearsafterth eD elaw areSuprem eCourth adunam big uouslyh eldth atth ose

actions constitute consentto g eneral personal jurisdiction. JA 7 9 ; see also

Sternberg, 550A .2dat1116 . Upon taking th osesteps, M ylan w asin a position to

predictw ith absolutecertaintyth atD elaw arew asam ong th eStatesin w h ich itis

subjectto g eneralpersonaljurisdiction. A tno pointh asM ylan exerciseditsrig h t

to w ith draw itsreg istration and appointm entand th econsentth ataccom panied

th oseactions.4

4  Th e fact th at �m any states h a v e notyetaddressed th e consequences of
reg istration forconsentto g eneral jurisdiction� th ereforeh asno bearing on th is
case, w h ereith asbeen establish edform oreth an tw o decadesth atreg istration and
appointm entconstituteconsentin D elaw areandM ylan know ing lyand v oluntarily

(Cont�d on next page)

Ý¿»æïëóïìëê Ü±½«³»²¬æëî Ð¿¹»æìï Ú·́»¼æðéñïêñîðïë



31

M ylan h as equally little basis forcontending th ata decision uph olding

g eneral personal jurisdiction h ere w ould lead to a  �jurisdictional free-for-all, in

w h ich a corporation could besued on anyclaim  in any state w h ere it operates.�  

M ylan B r. 21. A lth oug h ev eryStateh asa foreig n corporation reg istration statute,

no m oreth an a dozen Statesh av eexpresslyandunam big uouslyprov ided, th roug h

statutorylang ua g eorstatejudicial decision, th atforeig n corporationsconsentto

g eneralpersonaljurisdiction in th eStatew h en th eyreg isterto do businessth ere.5

I n fact, sev eralStatesh a v eexpresslylim ited th e scope of an a g ent�s auth orization 

to acceptserv iceon beh alf of a foreig n corporation w h en th atag entisappointed

pursuant to th e State�s business-reg istration statute.  See, e.g., A rk. C odeA nn. § 4-

20-115 (�Th e appointm ent or m aintenance in th isstateof a reg istered ag entdoes

(Cont�d from previous page) 

decidedto inv oketh oseprocedures. M ylan B r. 22. M oreov er, w h ileth eD elaw are
Suprem e C ourt �h a[s] not rev isited th e issue a fter Daimler,� id., th ereisno reason
to th inkth atth ecourtw ould abandon itssettled interpretation of statelaw on th e
basis of a U.S. Suprem e C ourtdecision th ataddressed neith erconsent-based
jurisdiction norD elaw arelaw .

5 See, e.g., Sternberg, 550A .2d at1113(D elaw are);Confederation of Can. Life
Ins. Co. v. Vega y Arminan, 144So. 2d 8 05, 8 10(F la . 19 6 2);Allstate Ins. Co. v.
Klein, 422S.E.2d8 6 3, 8 6 4�6 5 (G a . 19 9 2); Merriman v. Crompton Corp., 146 P.3d
16 2, 17 0 (K an. 2006 ); Rykoff-Sexton, Inc. v. Am. Appraisal Assocs., Inc., 46 9
N .W .2d 8 8 , 9 0�9 1 (M inn. 19 9 1); Mittelstadt v. Rouzer, 328 N .W .2d 46 7 , 46 9
(N eb. 19 8 2);Werner v. Wal-Mart Stores, Inc., 8 6 1 P .2d 27 0, 27 2�7 3 (N .M . 19 9 3); 
42Pa. C ons. Stat. § 5301(Pennsylv ania ).
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notbyitself createth ebasisforpersonaljurisdiction ov erth erepresentedentityin

th is state.�); M iss. C ode A nn. § 7 9 -35-15.6

Statesh a v eth ereforereach ed differentconclusionsasto w h eth eritisg ood

policyto passlaw sprov iding th atforeig n corporationsth atreg isterto do business

in th eStateand appointan a g entforserv iceof processth erebyconsentto g eneral

personaljurisdiction. W h ilenoth ing in th e D ue Process C lause constrains States� 

abilityto enactsuch la w s, th atdoesnotm ean th atcorporationsarelefth elplessin

th efaceof th eseenactm ents. I f corporationsarereluctantto subm itto g eneral

personaljurisdiction in Statesw h ereth ey are not �at h om e,� th ey can ch oose to 

forg o doing businessin Statesw h erereg istration and appointm entof an a g ent

constitute consentto g eneral personal jurisdiction. Th atstep w ould sh ield

corporationsfrom g eneral personal jurisdiction in States w h ere th ey are not �at 

h om e� and m ay ultim ately prom pt th e leg islaturesof som eStatesto am end th eir

reg istration-and-appointm ent statutes to lim it th e scope of corporations� consent in 

orderto m aketh eirStatesm oreattractiv eto foreig n corporations. I n eith erev ent,

6 M anyof th eseprov isionsarebased on th eM odelReg istered A g entsA ct§ 15
(2011), w h ich w as drafted by th e N ational C onference of C om m issioners on
Uniform StateLaw s. Ten Statesand th eD istrictof C olum bia h a v eadopted th is
m odelact. See N at�l C onference of C om m �rs on Uniform  State La w s, Registered
Agents Act, Model, h ttp://w w w .uniform law com m ission.com /A ct.aspx?title=
Reg istered% 20A g ents% 20A ct,% 20M odel% 20(2006 )% 20(Last% 20A m ended% 202
011) (lastv isitedJuly15, 2015).
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it is w ith in corporations� ability �to structure th eir prim ary conduct� based on 

w h ereth eyare, and arenot, am enableto g eneraljurisdiction. Burger King, 47 1

U.S. at47 2(internalquotation m arksom itted). Th eD ueProcessC lausedoesnot

dem andanyth ing m orein th issetting .7

C. Delaware�s Registration And Appointment Statutes Do Not
Impose An Unconstitutional Condition On Foreign Corporations.

Amicus U.S. C h am ber of C om m erce� but not M ylan itself� arg ues th at 

Statesim poseunconstitutionalconditionson th eabilityof foreig n corporationsto

do businessin th eStatew h en th eyenactm easuresth atprov ideth atreg istering to

do business and appointing an a g entforserv ice constitute consentto g eneral

personaljurisdiction in th eState. See C h am ber B r. 18 �21.  Amicus� arg um entis

notproperlybeforeth isCourtbecauseitw as not raised in M ylan�s opening  brief.  

7 M ylan contendsth atth edistrictcourt�s decision w ould perm it D elaw are to 
�accom plish  in tw o steps w h atth eSuprem eC ourth eld[in Daimler]th atC alifornia
could not accom plish  in one� by �(1) requiring corporations th ateng a g e in
�substantial, continuous and system atic� business to reg ister, andth en (2) declaring
th atreg istration is consent to g eneral jurisdiction.�  M ylan B r. 19 .  B ut th e 
v oluntaryandknow ing actof reg istering to do business in a  State� and accepting  
th e consequence th at, in D elaw are atleast, reg istration and appointm enth a v e
alreadybeen determ ined byth ecourtsto constitute consent� prov ides precisely 
th e �ascertainab[ility]� and �predictability� th at w ere lacking  in Daimler, 134S.
C t. at7 6 0(internalquotation m arksom itted), w h erecom paniesdoing businessin
C alifornia h ad no ready m eansof determ ining w h en th eirin-stateconducth ad
becom e sufficiently �continuous and system atic� to render th em  subject to g eneral 
personaljurisdiction in th eState.
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See Amoco Oil Co. v. United States, 234 F .3d 137 4, 137 7 �7 8  (F ed. C ir. 2000). I n

anyev ent, th earg um entisfla w edin m ultiplerespects.

Under �th e la w  of �unconstitutional conditions,� . . . conditionscan law fully

be im posed on th e receipt of a  benefit� conditionsth atm ayincludeth esurrender

of a  constitutional rig h t . . . � prov ided th e conditions are reasonable.�  Burgess v.

Lowery, 201F .3d 9 42, 9 47 (7 th C ir. 2000) (Posner, J.);see also Dolan v. City of

Tigard, 512 U.S. 37 4, 38 5 (19 9 4) (�[T]h e g ov ernm entm aynotrequirea person to

g iv eup a constitutionalrig h t. . . in exch ang efora discretionarybenefitconferred

byth eg ov ernm entw h ereth ebenefith aslittle or no relationsh ip to th e [rig h t].�).  

Statereg istration andappointm entstatutesth atrequireconsentto g eneralpersonal

jurisdiction readily m eet th is �reasonable[ness]� th resh old because States possess a  

clearinterestin ensuring th atth eircourtsh a v ejurisdiction to adjudicateclaim s

a g ainstforeig n corporationsth attransactbusinessin th eState. See Theunissen v.

Matthews, 9 35F .2d1454, 146 2(6 th C ir. 19 9 1) (h olding th ata Stateh asan interest

�in reg ulating  th e conduct of foreig n businesses trading  in� th e State).  I n 

particular, th esestatutesensureth atstateresidentsh a v ea localforum in w h ich to

seek relief a g ainstforeig n corporations th atdo business in th e State. Th e

requirem entth ata foreig n corporation consentto g eneral personal jurisdiction

w h en reg istering to do businessissim ply �part of th e barg ain by w h ich  [th e 

corporation]enjoysth ebusiness freedom  of th e State.�  Neirbo, 308 U.S. at17 5.
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Southern Pacific Co. v. Denton, 146  U.S. 202 (18 9 2)� on w h ich  th e U.S. 

C h am ber prim arily relies� is not to th e contrary. Th ere, th eSuprem eCourth eld

th atTexascould notcondition th erig h tto transactbusinessw ith in th eStateon a

corporation�s w aiv er of th e rig h tto rem ov ea casefiled ag ainstitto federalcourt.

Id. at207 . B ecauseth eStatelackeda leg itim ateinterestin denying a corporation

an oth erw ise-av ailable federal forum , th e C ourt h eld th at �requiring  th e 

corporation, asa condition precedentto obtaining a perm itto do businessw ith in

th eState, to surrendera rig h tand priv ileg esecured to itbyth eC onstitution and

la w sof th eUnitedStates, w as unconstitutional and v oid.�  Id.

Th eSuprem eC ourth asm adeclear, h ow ev er, th atDenton �inv olv ed an 

entirely different situation� from  th e onein w h ich statelaw requiresa foreig n

corporation to appointan a g entforserv ice and prov idesth atth e appointm ent

constitutesconsentto g eneralpersonaljurisdiction. Neirbo, 308  U.S. at 17 3.  �A  

statutecalling forsuch a desig nation isconstitutional, and th edesig nation of th e

a g ent �a  v oluntary act.��  Id. at17 5 (quoting Pa. Fire Ins. Co., 243U.S. at9 6 ).

Th osew ordsrem ain astruetodayasw h en th eyw erew ritten, and aredispositiv e

h ere.
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II. M ylan Is Subject To Specific Personal Jurisdiction In Delaware.

I n addition to h a v ing consentedto g eneralpersonaljurisdiction in D elaw are,

M ylan issubjectto specific personal jurisdiction in th iscasebased on itssuit-

related contacts w ith D elaw are. Th e districtcourtcorrectly concluded th at

M ylan�s A N D A  filing , th e notice letters it sentto Plaintiffs, anditsoth ercontacts

w ith D elaw are w ere a constitutionally sufficientbasis for exercising specific

personal jurisdiction because, in lig h tof th ose contacts w ith th e State, M ylan

�sh ould [h a v e] reasonably anticipate[d] being h aled into court� in D elaw are.  

Burger King, 47 1U.S. at47 4(internalquotation m arksom itted).

A. M ylan�s Request For FDA Approval To Distribute A Product
That W ill Give Rise To Future Infringing Sales In Delaware Is
Sufficient To Establish Specific Personal Jurisdiction.

Specific personaljurisdiction isbasedon a  defendant�s suit-relatedcontacts

w ith th eforum , and isconsistentw ith  due process w h ere a  defendant h as �fair 

w arning th ata particularactiv itym aysubject [it] to th e jurisdiction of� th e forum  

State. Burger King, 47 1U.S. at47 2(internalquotation m arks om itted).  Th is �fair 

w arning � requirem ent is m et if �(1) th e defendantpurposefully directed its

activ itiesat. . . th eforum , (2) th eclaim arisesoutof orrelatesto th oseactiv ities,

and (3) assertion of personaljurisdiction is reasonable and fair.�  Autogenomics,

Inc. v. Oxford Gene Tech. Ltd., 56 6 F .3d1012, 1018 (F ed. C ir. 2009 ).
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I n a traditionalpatentinfring em entaction� w h ere th e defendant is accused 

of infring em entbased on th e actual sale of an infring ing  product� �patent 

infring em entoccursw h erealleg edly infring ing  sales are m ade.�  N. Am. Philips

Corp. v. Am. Vending Sales, 35 F .3d 157 6 , 157 8 �7 9  (F ed. C ir. 19 9 4). I n such a

case, itisth ereforeconsistentw ith dueprocessto subjectth ealleg ed infring erto

specific personal jurisdiction in any Statein w h ich an infring ing saleoccurred.

Beverly Hills Fan Co. v. Royal Sovereign Corp., 21 F .3d 1558 , 157 1 (F ed. C ir.

19 9 4).

I n A N D A cases, h ow ev er, th ealleg edtortiousconductisnotth eactualsale

of an infring ing  product but �a  h ig h ly artificial act of infring em ent�:  th e 

subm ission of an A N D A in w h ich th eg eneric ph arm aceuticalcom panydeclaresits

intention to m anufacture and distribute a g eneric drug upon receiv ing F D A

approv al and certifies th atits g eneric productw ill notinfring e v alid patents

cov ering th ebrandeddrug . Eli Lilly & Co. v. Medtronic, Inc., 49 6 U.S. 6 6 1, 6 7 8

(19 9 0). Unlikein a traditionalpatentinfring em entaction focused on actualsales

th at h a v e already taken place, �th e question of infring em ent� in an A N D A  case 

th erefore �focus[es] on w h at th e A N D A  applicantw ill likely m arketif its

application is approv ed, an act th at h as not yet occurred.�  Glaxo, Inc. v.

Novopharm, Ltd., 110F .3d 156 2, 156 9 (F ed. C ir. 19 9 7 );see also Apotex, Inc. v.

Daiichi Sankyo, Inc., 7 8 1 F .3d 1356 , 136 5 (F ed. C ir. 2015) (�W h en a g eneric 
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m anufacturerseeksto enterth em arket, th econcretestakesareth em arketsales

upon entry.�).   

M ylan filed itsA N D A w ith th eintention of securing F D A approv alto sell

itsg eneric v ersion of A m pyra acrossth eUnited States, including in D elaw are,

w h ereitisreg isteredto do businessandislicensedasa w h olesaleph arm acyandas

a m anufacturerand distributorof controlled substances. See JA 8 4�8 6 ; see also

JA 7 9  (M ylan�s reg istration certificate listing  �th e business w h ich  it proposes to do 

in th e State of D elaw are� as �[p]h arm aceutical m anufacturing , distribution and

sales�).  I f M ylan obtains F D A  approv al, D elaw are w ould be a  �place of th e 

infring ing  sales.�  Beverly Hills Fan Co., 21F .3d at157 1. M ylan th ereforeh ad

�fair w arning � th at Plaintiffs m ay file suitag ainstitin D elaw arew h en M ylan filed

an A N D A declaring itsintention to m anufactureand distributea productth at, if

approv edbyth eF D A , w illg iv eriseto infring ing actsin th eState. Burger King,

47 1 U.S. at47 2 (internal quotation m arksom itted);see also Keeton v. Hustler

Magazine, Inc., 46 5 U.S. 7 7 0, 7 8 1 (19 8 4) (w h ere a  defendant �produce[d] a 

nationalpublication aim ed at a  nationw ide audience,� th ere w as �no unfairness in 

calling itto answ erforth econtentsof th atpublication w h erev era substantial

num berof copiesarereg ularlysold and distributed�).   

Th e Suprem e C ourt�s decision in Walden v. Fiore, 134S. C t. 1115(2014),

doesnotcom pel a differentresult. Th ere, th eCourth eld th atN ev ada lacked
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specific personaljurisdiction ov era G eorg ia policeofficerw h o seized cash from

tw o N ev ada residentsatth eA tlanta airport. Id. at 1119 �20.  Th e plaintiffs alleg ed 

th atth eyw ereinjured in N ev ada becauseth eycould notaccessth eirfundsw h ile

residing in th atState. Id. at1125. Th eC ourtdeem ed th atalleg ation to bea

constitutionally insufficientbasisforasserting specific jurisdiction, and restated

th ebasic principleth atth especific-jurisdiction inquiry focuses on th e �defendant�s 

contactsw ith th eforum Stateitself, notth e defendant�s contacts w ith  persons w h o 

reside th ere.�  Id. at 1122.  �Th e proper question,� th e C ourt explained, �is not 

w h ere th e plaintiff experienced a particular injury or effectbutw h eth er th e

defendant�s conduct connects h im  to th e forum  in a  m eaning ful w ay.�  Id. at1125.

Th e C ourt concluded th at N ev ada�s assertion of specific jurisdiction ov erth e

G eorg ia defendantv iolated dueprocessbecause th e defendant�s only connection 

w ith th eStatew ash isinteraction w ith th eN ev ada -residentplaintiffsin G eorg ia .

Id. at1124.

I n reach ing th atconclusion, h ow ev er, th eC ourtreaffirm editspriordecision

in Calder v. Jones, 46 5 U.S. 7 8 3 (19 8 4), w h ich uph eld specific personal

jurisdiction in C alifornia ov erdefendantsw h o h adauth oredin F lorida an alleg edly

libelousstoryabouta C alifornia residentfornationalpublication. Id. at7 8 9 . Th e

C ourtin Walden explainedth atth eCalder defendants h ad �expressly aim ed� th eir 

tortiousconductatC alifornia becauseth ey knew  th at it �w ould h a v e a  potentially 
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dev astating  im pact th ere� and th at, in lig h t of th e �nature of th e libel tort,� w h ich  

required publication to th ird partiesasa necessary elem ent, th e �intentional tort 

actually occurred in C alifornia.�  134 S. C t. at 1124 & n.7 (internal quotation

m arksom itted).

Th esam ereasoning applies h ere. M ylan�s A N D A  filing  is a  sufficient 

contactw ith D elaw areto establish specific personaljurisdiction becauseth efiling

w aspurposefullydirected tow ard m aking futureinfring ing salesin D elaw areand

Plaintiffs� suit relates to th osefutureinfring ing sales.

B. M ylan�s Other Contacts W ith Delaware Reinforce That It Should
ReasonablyHave Expected To Be Haled Into Court In The State.

M ylan h as furth er contacts w ith D ela w are th at prov ided it w ith  �fair 

w arning � th at it w ould be sued by Plaintiffsin a D elaw areforum . Burger King,

47 1U.S. at47 2(internalquotation m arksom itted). I n particular, M ylan filed an

A N D A th atinfring ed th eintellectual-propertyrig h tsof a D elaw arecorporation,

transm itted itsA N D A noticeletterto Plaintiffsa fterth ey h ad already initiated

litig ation in D elaw arereg arding th esam eA m pyra Patents, and reg istered to do

businessin th eStateandobtaineda licensefrom th eD elaw areB oardof Ph arm acy

asa w h olesaleph arm acy and distributor/m anufacturerof controlled substances.

Th ese suit-related contacts w ith D elaw are are sufficientto establish specific

jurisdiction ov erM ylan in th iscase.
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Th e H atch -W axm an A cttreats an A N D A  �filing  as itself an act of 

infring em ent.�  Caraco Pharm. Labs., Ltd. v. Novo Nordisk A/S, 132S. C t. 16 7 0,

16 7 7  (2012).  M ylan�s A N D A  th erefore h ad im m ediate effects on Plaintiffs� 

intellectual-propertyrig h tsin th eA m pyra Patentsbecauseitsoug h tto exting uish

th eexclusiv erig h tsg rantedto Plaintiffsbyth osepatents, including th eirexclusiv e

rig h tsto m ake, use, andsellA m pyra. See 35U.S.C . § 27 1(a ). Th oseeffectsw ere

felt in ev ery State� including  in D elaw are� because th e propertyrig h tsth atth e

A m pyra Patentsg ranted to Plaintiffs, and th atM ylan infring ed w h en itfiled its

A N D A , apply nationw ide. See id.  Th e effects of M ylan�s A N D A  w ere 

particularlyacutein D elaw arebecauseA corda isa D elaw arecorporation. Th us,

w h erev erelsePlaintiffsfeltth eeffectsof M ylan�s infring ing  activ ity, th erecan be

no doubt th at M ylan�s tortious conduct w as �expressly aim ed� at, and h ad an

im m ediateim pacton, A corda in D elaw are. Calder, 46 5U.S. at7 8 9 .

F or th atreason, am ong sev eral oth ers, M ylan� a  g eneric m anufacturer 

intim ately fam iliar w ith  A N D A  litig ation� sh ouldh a v eknow n th atitw aslikelyto

besuedin D elaw areafteritfileditsA N D A . I ndeed, itisuniv ersallyunderstoodin

th e ph arm aceutical industry th at �[f]iling a para g raph I V certification m eans

prov oking  litig ation.�  Caraco Pharm., 132S. C t. at16 7 7 . W h en M ylan prov ided

noticeof itsPara g raph I V certification to Plaintiffson July9 , 2014, Plaintiffsh ad

alreadyinitiatedinfring em entlitig ation in th eD istrictof D elaw areag ainstanoth er
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A N D A filerw ith respectto th esam e A m pyra P atents.  JA 7 �8 , 32; see also Acorda

Therapeutics Inc. v. Actavis Labs. FL Inc., N o. 14-cv -8 8 2 (D . D el. filed July7 ,

2014). M ylan sh ould h a v eknow n th atPlaintiffsw ould likely filefuturesuits

reg arding th eA m pyra Patents in D elaw are� both  for reasonsof efficiency and

becauseD elaw areisA corda�s h om e State.   

I n response, M ylan attem ptsto equatean A N D A noticeletterw ith a cease-

and-desistletterth reatening infring em entlitig ation, w h ich th isC ourth ash eld is

�not sufficient to confer personal jurisdiction� ov er th e patent h older absent ��oth er 

activ ities� directed at th e forum .�  Silent Drive, Inc. v. Strong Indus., Inc., 326 F .3d

119 4, 1202 (F ed. C ir. 2003); see also M ylan B r. 45�46 .  B ut th at analog y 

disreg ardsth ereason th atcease-and-desistlettersh a v ebeen found insufficientto

conferjurisdiction, w h ich h asnoth ing to do w ith w h eth erth epatenth olderh as

m inim um contactsw ith th eforum . I n fact, th isC ourth as stated th at �cease-and-

desistletters alone are often substantially related to th e cause of action (th us

prov iding  m inim um  contacts).�  Red Wing Shoe Co. v. Hockerson-Halberstadt,

Inc., 148 F .3d1355, 136 0(F ed. C ir. 19 9 8 );see also Silent Drive, 326 F .3dat1202

(�[C ease-and-desist] letters are purposefully directed atth e forum and th e

declaratory judg m ent action arises out of th e letters . . . .�) (internal quotation 

m arks om itted).  M ylan�s analog y to cease-and-desistlettersth ereforereinforces

th eexistenceof m inim um contactsin th iscase.
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Rath er th an resting on th e absence of m inim um  contacts, th e C ourt�s 

jurisdictionalapproach to cease-and-desistlettersisbasedon itsdeterm ination th at

prem ising jurisdiction solely on th efactth ata patenteesenta cease-and-desist

letterto an alleg ed infring erin th eforum  State does not �com port w ith  fair play 

and substantial justice,� w h ich isa separatecom ponentof th especific-jurisdiction

inquiry. Red Wing Shoe, 148  F .3d at 136 0�6 1 (internalquotation m arksom itted);

see also Silent Drive, 326 F .3dat1202. I n oth erw ords, itisnotreasonable, in th is

C ourt�s v iew , for a  patent h older to �subjectitself to personal jurisdiction in a

forum solelybyinform ing a partyw h o h appensto belocated th ereof suspected

infring em ent.�  Avocent Huntsville Corp. v. Aten Int�l Co., 552 F .3d 1324, 1333

(F ed. C ir. 2008 ).

W h ile �[p]rinciples of fairplay and substantial justice afford a patentee

sufficientlatitudeto inform oth ersof itspatentrig h tsw ith outsubjecting itself to

jurisdiction in a  foreig n forum ,� Red Wing Shoe, 148 F .3dat136 0�6 1, th ose sam e 

principlesof fairnessm ilitatein favor of prov iding a forum fora patenth olderto

bring suitag ainsta patentinfring erw h o h asprov idedform alnoticeof itsintentto

beg in infring ing salesupon receiv ing approv al from  th e F D A � especially w h ere 

th epatenth olderresidesin th eforum State. See Burger King, 47 1 U.S. at 47 3 (�A  

State g enerally h as a  �m anifest interest� in prov iding itsresidentsw ith a conv enient

forum forredressing injuriesinflictedbyout-of-state actors.�) (citation om itted).   
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M oreov er, applying th e sam e per se rule of �unreasonableness� to both  

cease-and-desistlettersandA N D A noticesw ouldig noreth esig nificantdifferences

betw een th em . Underth eH atch -W axm an A ct, M ylan�s notice w as a  sig nificant 

actw ith im portantleg al consequencesspecified bystatute. Th enoticetrig g ered

th eforty-fiv e-dayperiodforPlaintiffsto filean infring em entaction a g ainstM ylan

and th ereby obtain an autom atic stay of F D A  approv al of M ylan�s A N D A  

application. See 21U.S.C . § 355(j)(5)(B )(iii). I n contrast, a cease-and-desistletter

doesnottrig g eranyleg allyrelev anttim elinew ith in w h ich th epatenth olderm ust

assertitsrig h ts.

N ordo anyof th eopinionsin th is C ourt�s fractured decision in Zeneca Ltd.

v. Mylan Pharmaceuticals, Inc., 17 3 F .3d 8 29  (F ed. C ir. 19 9 9 ), support M ylan�s 

attem ptto ev adejurisdiction in th iscase.  M ylan B r. 43�44.  Th e conclusion 

reach edbyth eC ourtin Zeneca� th at a g eneric m anufacturer�s transm ission of an 

A N D A  to th e F D A �s h eadquarters in M aryland doesnotg iv erise to specific

personal jurisdiction in M aryland� is inapposite h ere. W h ile th e plaintiff in

Zeneca soug h tto prem isejurisdiction on M ylan�s transm ission of its A N D A  to a  

particular State, M ylan�s noticelettersarerelev antto th ejurisdictionalinquiryin

th is case because th ey w ere sentto Plaintiffs, one of w h ich is a D elaw are

corporation, after Plaintiffs h ad already initiated A N D A litig ation in D elaw are

reg arding th esame patentsth atw ereth esubjectof M ylan�s notice letters.  Th e 
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reasoning of th etw o judg esw h o auth ored opinionsconcluding th atjurisdiction

w aslacking in Zeneca doesnotcallinto question th edistrict court�s conclusion in 

th is case th at, g iv en th is �ch ronolog y of ev ents,� M ylan sh ould h a v e anticipated 

being  sued by Plaintiffs in D elaw are.  JA 33�34.   

Judg e G ajarsa�s opinion in Zeneca applied th e �g ov ernm ent contacts 

exception� to conclude th at M ylan�s A N D A  w as a  �petition [to] th e g ov ernm ent 

for th e rig h t to m arket its g eneric drug � and th erefore did not �count� as a 

jurisdictionalcontactw ith M aryland. 17 3F .3dat8 32(opinion of G ajarsa, J.). Th e

�g ov ernm ent contacts exception� is inapplicable h ere because M ylan�s A N D A  

notices w ere directed to A corda and A lkerm es, nota g ov ernm entag ency.

Sim ilarly, Judg eRaderconcluded in Zeneca th at M ylan�s A N D A  filing  w as a 

contact w ith  �th e federal g ov ernm ent w h oseofficeforreceiptof A N D A sh appens

to be w ith in� M aryland, w h ich  h e deem ed inconsequential form inim um -contacts

purposes. Id. at8 35(opinion of Rader, J.). Th e sam e cannot be said of M ylan�s 

A N D A notices;th eyw eredirectedto tw o priv atecom panies(including a D elaw are

corporation) th ath ad alreadyinitiated litig ation in D elaw arew ith respectto th e

sam epatentsth atM ylan g a v enoticeof itsintentto infring e.

M ylan also h assig nificantadditionalcontactsw ith D elaw arerelating to th e

m anufactureand saleof ph arm aceuticals. M ylan h asreg istered to do businessin

th eStatew ith th eD elaw areSecretaryof State, D el. C odetit. 8 , § 37 1, and h as
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obtaineda licensefrom th eD elaw areB oardof P h arm acyto operatein th eStateas

a w h olesale ph arm acy and as a m anufacturer and distributor of controlled

substances. D el. C odetit. 24, § 2540;see also JA 8 4, 8 6 . Th atlicenseperm its

M ylan to m anufactureand distributedrug sw ith in D elaw are. D el. C odetit. 24,

§ 2540(a ).

M ylan contendsth atitsbusinessreg istration andlicensearenotsuit-related

because �A corda and A lkerm es are not suing M ylan forreg istering to do business

in D elaw are.�  M ylan B r. 46 �47 .  B ut M ylan�s arg um ent a g ain ig nores th e unique 

contextof A N D A litig ation, w h ich isfocused on th efuturesalesth atw ill take

placein th eev entth eF D A approv esth eA N D A . Apotex, Inc., 7 8 1F .3d at136 5.

Th e factth atM ylan h asqualified to do businessin D elaw are and obtained a

licenseto m anufactureand distributedrug sin th eStateisdirectlyrelated to th e

futureinfring ing salesth atareth esubject of th is suit because M ylan�s business 

reg istration andlicensew illenableitto undertakeinfring ing conductin D elaw are

onceitreceiv esF D A approv alto produceits g eneric v ersion of A m pyra.  M ylan�s 

D elaw arereg istration and licenseth ereforeconfirm th atith assufficientcontacts

w ith th eStateto satisfyth erequirem entsof dueprocess. See Allergan, Inc. v.

Actavis, Inc., N o. 2:14-cv -6 38 , 2014 W L 7 336 6 9 2, at* 6 (E.D . Tex. D ec. 23,

2014).
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C. Asserting Personal Jurisdiction Over M ylan Is Reasonable And
Fair.

Exercising specific personaljurisdiction ov erM ylan in th iscasew ould also

be �reasonable[ ],� Asahi Metal Indus. Co. v. Superior Court, 48 0U.S. 102, 113

(19 8 7 ), and �com port w ith  fair play and substantial justice.�  Burger King, 47 1

U.S. at47 6 (internalquotation m arksom itted).  M ylan�s cursory arg um ents to th e 

contrary are not persuasiv e.  M ylan B r. 51�53. 

To assessw h eth eran assertion of jurisdiction isreasonable, a  court �m ay 

ev aluateth eburden on th edefendant, th eforum  State�s interest in adjudicating  th e 

dispute, th e plaintiff�s interest in obtaining conv enientand effectiv erelief, th e

interstate judicial system �sinterestin obtaining th em ostefficientresolution of

controv ersies, and th e sh ared interestof th e sev eral States in furth ering

fundam ental substantiv e social policies.�  Burger King, 47 1U.S. at47 7 (internal

quotation m arksom itted). M ylan doesnotseriouslydisputeth atth eassertion of

jurisdiction in th is case is reasonable in lig h tof th ese considerations, instead

arg uing th atth edistrictcourtconflated th e issues of �m inim um  contacts� and 

�reasonableness.�  M ylan B r. 51.  B ut th e districtcourtseparatelydiscussed th e

tw o requirem entsandconcludedboth th atM ylan h adsufficientm inim um contacts

w ith D elaw areand th atexercising jurisdiction ov erM ylan w ould be �reasonable 

and fair� under th e factors set forth  in Burger King. JA 35 (internal quotation

m arksom itted).
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Th atconclusion w asplainlycorrectbecauseeach of th eBurger King factors

w eig h sh eav ilyin fa v orof th ereasonablenessof jurisdiction. W ith respectto any

burden on th edefendant, M ylan h asnev ersug g ested th atD elaw arew ould bean

inconv enientforum orasserted any oth erpossibleprejudicefrom litig ating th is

casein D elaw are. I n fact, M ylan isa frequentlitig antin D elaw are, h a v ing litig ated

m oreth an 50casesin th eState, including sixsuitsasa plaintiff. JA 33.

D elaw arealso h asa strong interestin adjudicating th isdisputebecauseth e

Stateh asan interestin prov iding A corda, a D elaw arecorporation, w ith a forum in

w h ich to seekrelief from M ylan�s infring em ent of its A m pyra P atents, including  

th roug h th esaleof g eneric v ersionsof th edrug in D elaw are. See Burger King, 47 1

U.S. at47 3;see also, e.g., Holloway v. Wright & Morrissey, Inc., 7 39 F .2d 6 9 5,

6 9 9  (1st C ir. 19 8 4) (�[B ]ecause H ollow ay isa N ew H am psh ireresident, th atstate

h asan interestin insuring th ath eh as a  forum  in w h ich  to seek relief.�).  F or 

sim ilar reasons, Plaintiffs� interests in obtaining conv enientand effectiv erelief

strong lyfa v ora D elaw areforum . N otonlyisA corda a D elaw arecorporation, but

both A corda and A lkerm esareplaintiffsin sev en oth erA N D A suitsreg arding th e

A m pyra Patentsth atarecurrentlypending in D elaw are.  JA 7 �8 .  Litig ating  th is 

casein D elaw arew ould th ereforebem ostconv enientforPlaintiffsand w ould

prom ote �th e interstate judicial system �s interestin obtaining th em ostefficient

resolution of controv ersies.�  World-Wide Volkswagen, 444U.S. at29 2.
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I n Zeneca, Judg eG ajarsa expressedconcern th atfinding specific jurisdiction

in M aryland based solely on th e subm ission of an A N D A  to th e F D A �s 

h eadquarters in th e State w ould create a  �supercourt� for h andling all H atch -

W axm an claim s. Zeneca, 17 3 F .3d at8 32 (opinion of G ajarsa, J.).  M ylan�s 

position, h ow ev er, createsth eoppositeproblem becauseA N D A litig ation often

inv olv essuitsag ainstm ultipleg eneric filers. See Eli Lilly & Co. v. Mylan Pharm.,

Inc., __ F . Supp. 3d__, N o. 1:14-cv -38 9 , 2015W L 1125032, at* 7 (S.D . I nd. M ar.

12, 2015) (explaining th at th e plaintiffs h ad �initially filed suit ag ainst

approxim atelyfortyg eneric drug com paniesth at reside in a v ariety of locations�).  

M ylan�s unduly narrow  v iew  of specific personaljurisdiction w ould requiredrug

patenth oldersto fileseparate suits in each  A N D A  filer�sh om eState. Th atresult

w ould splinter A N D A litig ation into a num ber of separate cases scattered

th roug h outth ecountryandrequirem ultipledistrictcourtsto considerth ev alidity

of identical patents, creating th e v ery real risk of inconsistentoutcom es.

Perm itting th is suitto proceed in D elaw are, in contrast, is th e m ostfairand

efficientoutcom eforth epartiesandth ejudicialsystem .

* * *

M ylan h asm adenum erousknow ing and v oluntary decisionsto establish

jurisdictionaltiesto D elaw are. I tdecided to reg isterto do businessin D elaw are

andappointan a g entforserv iceof processin th eState(tw entyyearsafter th estate

Ý¿»æïëóïìëê Ü±½«³»²¬æëî Ð¿¹»æêð Ú·́»¼æðéñïêñîðïë



50

suprem ecourth ad auth oritativ ely h eld th atth ose actionsconstituteconsentto

g eneral personal jurisdiction), subm itted an A N D A declaring its intention to

m anufacturean infring ing drug th atw ould bedistributed and sold in D elaw are,

com m itted an actof infring em entw ith respectto patents h eld by a D elaw are

corporation, and prov ided noticeof itsinfring ing conductto Plaintiffsafterth ey

h ad alreadyinitiatedlitig ation reg arding th esam epatentsin D elaw are. A nd atno

pointafterreg istering to do businessin D elaw areh asM ylan exerciseditsstatutory

rig h tto w ith draw its reg istration. Underth e circum stances, exercising eith er

g eneral orspecific jurisdiction ov erth isD elaw are-connected defendantin th is

D elaw are-connectedlitig ation w ouldbefair, reasonable, andconsistentw ith long -

settledjurisdictionalprinciples.
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CONCLUSION

F orth eforeg oing reasons, th isC ourtsh ouldaffirm th edistrictcourton both

questionspresented.

Respectfullysubm itted.
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