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INTERESTOF AMICUS CURIAE1

Th e Ph arm ace uticalRe se arch and Manufactur-
e rs of Am e rica (Ph RMA) is a voluntary, nonprofit
association re pre se nting th e nation’s le ading re -
se arch -base d ph arm ace utical and biote ch nology
com panie s. Ph RMA’s m e m be r com panie s re se arch ,
de ve lop, and m anufacture m e dicin e s th at allow
patie nts to live longe r, h e alth ie r, and m ore produc-
tive live s. In 2015 alone , th e y inve ste d an e stim ate d
$58.8 billion to discove r and de ve lop ne w m e dicin e s.
Ph arm ace utical Re se arch and Manufacture rs of
Am e rica (Ph RMA), 2016 Ph RMA AnnualMe m be r-
sh ip Surve y 5 (2016), h ttp://goo.gl/Jm XEpY.
Ph RMA’s m ission is to advocate for public policie s
th at e ncourage th e discove ry of life -saving and life -
e nh ancing m e dicin e s. Ph RMA close ly m onitors le gal
issue s th at affe ct th e ph arm ace uticalindustry and
fre que ntly participate s as an am icus curiae in case s
b e fore th is Court.

Am ong oth e r issue s, th is case pre se nts th e que s-
tion w h e th e r, in ligh t of th e Court’s h olding in
Kirtsae ng v. Joh n W ile y & Sons, Inc., 133 S. Ct.
1351, 1363 (2013), th e Fe de ral Circuit corre ctly
re affirm e d its pre ce de nt th at th e ow ne r of a U.S.
pate nt doe s not e xh aust its U.S. pate nt righ ts by
se lling a productcove re d by th atpate ntabroad. Th at
que stion is critically im portant to th e ph arm ace uti-

1 No counse lfor a party auth ore d th is brie f in w h ole or in part,
and no party or counse lfor a party m ade a m one tary contribu-
tion inte nde d to fund th e pre paration or subm ission of th is
brie f. No one oth e r th an am icus curiae , its m e m be rs, or its
counse lm ade a m one tary contribution to th e pre paration or
subm ission ofth is brie f. Allpartie s h ave conse nte d to th e filing
ofth is brie f.
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calindustry, w h ich re lie s h e avily on pate nt prote c-
tion in re se arch ing, de ve loping, and te sting
m e dicin e s and in bringing ne w products to m ark e t,
both in th e Unite d State s and ove rse as. Ph RMA
subm its th is brie f to e xplain th e im portance of th e
rule againstautom atic e xh austion ofpate ntrigh ts by
fore ign sale to th e ph arm ace uticalindustry’s ability
to continue to de ve lop innovative , life -saving m e di-
cine s and tre atm e nts for patie nts.

INTRODUCTION
AND SUMMARY OF ARGUMENT

For m ore th an a ce ntury, U.S. pate nt h olde rs
h ave ope rate d on th e unde rstanding th at th e ir U.S.
pate ntrigh ts survive a firstfore ign sale . Th atrule is
ne ce ssary to pre se rve th e righ ts of U.S. pate nt h old-
e rs against th e une ve n patch w ork of pate nt law s
around th e w orld. Th e continue d vitality of th e rule
is of particular im portance to Ph RMA’s m e m be rs,
w h o re ly h e avily on strong pate nt prote ction to
safe guard th e ir inve stm e nts in th e de ve lopm e nt of
im portant, life -saving m e dications.

Pe titione r se e k s to bring about a se a ch ange in
th e law of pate nt e xh austion. Notw ith standing th is
Court’s re pe ate d w arnings against conflating copy-
righ t and pate nt principle s, pe titione r and ce rtain
am ici ask th is Court to cast aside se ttle d principle s
of pate nt law , and inste ad im pose in th e pate nt
conte xtan inapposite rule from copyrigh tlaw , unde r
w h ich a first fore ign sale autom atically e xh austs
U.S. copyrigh tprote ctions. Butcopyrigh tand pate nt
law s diffe r in fundam e ntalw ays— both w ith re spe ct
to th e nature , scope , and duration ofth e le galprote c-
tions th e y provide , and w ith re spe ct to th e
uniform ity of th ose prote ctions across inte rnational
borde rs. Th ose diffe re nce s b e lie any supe rficial
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e quivale nce be tw e e n th e se tw o distinct are as of
inte lle ctualprope rty law , and pre clude transposing
doctrine s from one conte xtto th e oth e r.

Adopting pe titione r’s propose d autom atic inte r-
national-e xh austion rule w ould not only be contrary
to e stablish e d pre ce de nt;itw ould also h ave re sound-
ing and de le te rious e ffe cts for pate nt-h olde rs—
including ph arm ace utical m anufacture rs. Pate nt
prote ction is criticalto pre ve nt e ntitie s from pur-
ch asing U.S.-pate nte d ph arm ace utical products
abroad (ofte n for low e r price s th an th e y are sold on
th e U.S. m ark e t for re asons such as fore ign gove rn-
m e nt price controls) and th e n re se lling th e m on th e
gre y m ark e t in th e Unite d State s. Th e ability of
ph arm ace utical com panie s to e nforce th e ir U.S.
pate nt righ ts against paralle l im porte rs prote cts
th e ir inve stm e nt in ph arm ace uticalre se arch , e na-
bling th e industry to continue to de ve lop criticalne w
drugs and tre atm e nts.

Pe titione r’s propose d inte rnational-e xh austion
rule w ould im pe rilfuture ph arm ace uticalre se arch .
Itw ould also unde rm ine th e foundationalprinciple of
innovation th at h as place d th e Unite d State s at th e
fore front of th e se arch for m e dicalbre ak th rough s.
Th is Court sh ould de cline to re w rite se ttle d princi-
ple s of pate nt e xh austion doctrine and sh ould affirm
th e de cision be low .

ARGUMENT

I. Th e Copyrigh t Rule of Inte rnationalExh austion
Doe s NotApply in th e Pate ntConte xt

Th is Courtsh ould nottranspose th e inte rnation-
al copyrigh t-e xh austion rule th at it adopte d in
Kirtsae ng v. Joh n W ile y & Sons, Inc., 133 S. Ct. 1351
(2013), to th e pate nt conte xt. Th e Court h as long
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cautione d against re lying on analogie s be tw e e n
copyrigh t and pate nt law : “Th e re are such w ide
diffe re nce s b e tw e e n th e righ t of m ultiplying and
ve nding copie s of a production prote cte d by th e
copyrigh tstatute and th e righ ts se cure d to an inve n-
tor unde r th e pate nt statute s, th at th e case s w h ich
re late to th e one subje ct are not altoge th e r control-
ling as to th e oth e r.”Bobbs-Me rrillCo. v. Straus, 210
U.S. 339 , 346 (19 08) (quotation m ark s and citation
om itte d). Pate ntand copyrigh tlaw “are notide ntical
tw ins,”and th is Court “e xe rcise [s] … caution … in
applying doctrine form ulate d in one are a to th e
oth e r.”Sony Corp. of Am . v. Unive rsalCity Studios,
Inc., 464 U.S. 417, 439 n .19 (19 84).

Pate nt and copyrigh t law diffe r in criticalw ays.
W h ile a copyrigh t e xists upon cre ation of th e w ork ,
17 U.S.C. § 102(a), a pate nt is issue d afte r th e U.S.
Pate nt Office e xam ine s and approve s th e inve ntor’s
pate nt application for com pliance w ith th e statutory
crite ria for pate ntability, 35 U.S.C. §§ 101 e t se q . A
pate nt provide s broade r prote ction th an a copyrigh t,
as a pate nt h olde r m ay e xclude oth e rs from “use ,”
w h e re as a copyrigh t h olde r m ay not. Baue r & Cie v.
O’Donne ll, 229 U.S. 1, 13–14 (19 13). “Unlik e a pa-
te nt, a copyrigh t give s no e xclusive righ t to th e art
disclose d;prote ction is give n only to th e e xpre ssion of
th e ide a— not th e ide a itse lf.”Maz e r v. Ste in, 347
U.S. 201, 217 (19 54). A copyrigh t can subsist for
m ore th an a ce ntury, 17 U.S.C. § 302, w h e re as a
pate nt is valid for only 20 ye ars, 35 U.S.C. § 154,
unle ss e xte nde d for up to 5 additionalye ars, 35
U.S.C. § 156. And w h e re as inte rnationalconve ntions
h ave large ly h arm oniz e d substantive copyrigh t
prote ction across th e globe , se e Golan v. H olde r, 565
U.S. 302, 307–10 (2012), pate ntlaw re m ains a te rri-
torialre gim e , and th e scope and e nforce m e nt of
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pate nt righ ts varie s w ide ly from country to country,
se e Microsoft Corp. v. AT& T Corp., 550 U.S. 437,
454–55 (2007);infra pp. 7–8.

Kirtsae ng itse lf im plicitly re cogniz e d and re je ct-
e d any e quivale nce be tw e e n copyrigh t and pate nt
law . Th e opinion contains no discussion ofpate ntlaw
ge ne rally or th e doctrine of pate nt e xh austion or
“first sale ”spe cifically. Inste ad, Kirtsae ng’s h olding
th at “[t]h e ‘first sale ’doctrine applie s to copie s of a
copyrigh te d w ork law fully m ade abroad,”133 S. Ct.
at 1352, turne d on th e inte rpre tation and statutory
h istory of § 41 of th e Copyrigh t Act, w h ich codifie s
th e copyrigh t first-sale doctrine . 17 U.S.C. § 109 (a).
Th e Pate nt Act h as ne ve r containe d an analogous
provision, so th e Court’s inte rpre tation of th e Copy-
righ t Act in Kirtsae ng doe s not and cannot control
th e issue h e re .

Th e Court in Kirtsae ng also re lie d on th e com -
m on-law first-sale doctrine in copyrigh t law to
bolste r its statutory inte rpre tation. Butth atdoctrine
b e ars little m ore th an supe rficialre se m blance to th e
first-sale doctrine in pate ntlaw . Unlik e th e copyrigh t
first-sale doctrine , w h ich w as codifie d in th e 19 09
Copyrigh t Act, th e pate nt first-sale doctrine h as
continue d to e volve ove r th e past ce ntury and h as
im portant distinctions from its copyrigh t counte r-
part. For e xam ple , w h e re as “th e com m on-law
[copyrigh tfirstsale ]doctrine m ak e s no ge ograph ical
distinctions,” Kirtsae ng, 133 S. Ct. at 1363, th e
com m on-law pate nt first-sale doctrine doe s draw
such distinctions.

Th us, in Boe sch v. Graff, 133 U.S. 69 7 (189 0), th e
Courtfound th at im portation into th e Unite d State s
ofarticle s law fully acquire d in Ge rm any w ith outth e
pate nt ow ne r’s conse nt constitute d pate nt infringe -
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m e nt, be cause “[t]h e sale of article s in th e Unite d
State s unde r a Unite d State s pate nt cannot be
controlle d by fore ign law s.”Id. at703. Pe titione r and
its am ici e m ph asiz e th at th e Ge rm an se lle r in
Boe sch lack e d auth ority from th e U.S. pate nt-h olde r
to se llth e U.S.-pate nte d product in Ge rm any. E.g.,
Pe t. Br. 51–53;Abbott Br. 13–14. But th at distinc-
tion is irre le vant h e re . Th e point— true in Boe sch as
w e llas in th is case — is th at th e purch ase r lack e d
auth ority to im port and re se llth e inve ntion in th e
Unite d State s sim ply by virtue ofa fore ign sale . Th e
Fe de ralCircuit h as re affirm e d th at principle on
num e rous occasions, including in th e de cision be low .
Le xm ark Int’l, Inc. v. Im pre ssion Prods., Inc., 816
F.3d 721, 774 (Fe d. Cir. 2016) (e n banc); Nine star
Te ch . Co. v. ITC, 667 F.3d 1373 (Fe d. Cir. 2012);
Fujifilm Corp. v. Be nun, 605 F.3d 1366 (Fe d. Cir.
2010);Fuji Ph oto Film Co. v. Be nun, 463 F.3d 1252,
1255–56 (Fe d. Cir. 2006);Jaz z Ph oto Corp. v. ITC,
264 F.3d 109 4, 1105 (Fe d. Cir. 2001).

In sh ort, th e m e re factth atcopyrigh tand pate nt
law both h ave “first sale ”doctrine s is no re ason to
apply th e copyrigh t principle s form ulate d in
Kirtsae ng to pate nt law . Se e Pe t. Br. 47–48.
Kirtsae ng conce rne d a spe cific statutory provision
th at h as no pate nt-law analogue . And th e basic
distinctions be tw e e n copyrigh tand pate ntlaw — w ith
re spe ctto th e nature and scope ofprote ction, and th e
uniform ity of th at prote ction across inte rnational
borde rs— pre clude sim ply transposing Kirtsae ng’s
copyrigh t-spe cific inte rnational-e xh austion rule to
th e pate ntconte xt.
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II. Th e Rule Against Inte rnationalPate nt Exh aus-
tion Is Ne ce ssary To Prote ct th e Righ ts of U.S.
Pate ntH olde rs W h o Se llProducts Abroad

In vie w of th e unique fe ature s of pate nt law — in
particular th e te rritorialnature ofpate ntrigh ts— th e
rule against e xh austion of pate nt righ ts by fore ign
sale is criticalto prote cting th e inte lle ctualprope rty
righ ts of U.S. pate nt h olde rs w h o se llth e ir products
ove rse as.

Pate ntlaw s are notuniform across inte rnational
borde rs. Inte rnationalpate nt law is founde d on th e
conce pt of “inde pe nde nce of pate nts,”unde r w h ich
th e pate nt law and de cisions of one country h ave no
im pact on th e validity or e ffe ct of pate nts issue d in
anoth e r country. Paris Conve ntion for th e Prote ction
of IndustrialPrope rty art. 4bis, Mar. 20, 1883 (as
am e nde d Se pt. 28, 19 79 ), 21 U.S.T. 1583, 828
U.N.T.S. 305; se e Abbott Br. 8–9 . Th us, w h ile th e
W orld Trade Organiz ation Agre e m e nt on Trade -
Re late d Aspe cts of Inte lle ctual Prope rty Righ ts
(TRIPS) e stablish e s basic substantive crite ria for
obtaining a pate nt, it le ave s th e actualadm inistra-
tion of pate nt prote ction to individualcountrie s.
TRIPS, Apr. 15, 19 9 4, 1869 U.N.T.S. 29 9 , 33 I.L.M.
119 7 (19 9 4).

U.S. pate ntlaw itse lfdoe s notapply e xtrate rrito-
rially. As th is Court h as e xplaine d, “[t]h e
pre sum ption th at Unite d State s law gove rns dom e s-
tically but doe s not rule th e w orld applie s w ith
particular force in pate ntlaw .”Microsoft, 550 U.S. at
454–55. “Our pate nt syste m m ak e s no claim to
e xtrate rritoriale ffe ct;‘th e se acts of Congre ss do not,
and w e re not inte nde d to, ope rate be yond th e lim its
of th e Unite d State s.’” De e psouth Pack ing Co. v.
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Laitram Corp., 406 U.S. 518, 531 (19 72) (citation
om itte d).

Give n th e te rritoriallim its of pate nt righ ts and
th e fact th at U.S. pate nt prote ctions do not apply
be yond U.S. borde rs, it w ould be anom alous to e x-
te nd th e Am e rican pate nt-e xh austion doctrine to
activitie s in oth e r countrie s. Pe titione r’s propose d
autom atic e xh austion rule w ould give paralle lim -
porte rs an absolute U.S.-law sh ie ld for ove rse as
sale s, w h ile pate nt ow ne rs lack any sw ord w ith
w h ich to e nforce th e ir U.S. pate nt righ ts abroad. A
rule th at a fore ign sale autom atically e xh austs U.S.
pate nt righ ts w ould se ve re ly unde rm ine a U.S.
pate nt h olde r’s inte re sts and th e e xpe cte d e conom ic
value of its U.S. pate nt— sole ly be cause th e pate nt
h olde r sold its products in a country th at m ay pro-
vide dram atically diffe re nt pate nt prote ction from
th e Unite d State s, or e ve n no pate ntprote ction atall.

Th e se conce rns are e spe cially pre ssing for th e
ph arm ace uticalindustry. Ph arm ace uticalm anufac-
ture rs strive to m axim iz e patie ntacce ss w orldw ide to
th e im portant m e dicine s and tre atm e nts th at th e y
h ave de ve lope d. But w e ak fore ign pate nt re gim e s,
w h ich provide com panie s little assurance th at th e ir
inte lle ctualprope rty w illbe prote cte d, could discour-
age com panie s from e nte ring ce rtain m ark e ts. Se e
Iain Cock burn, Je an O. Lanjouw & Mark Sch ank e r-
m an, Pate nts and th e GlobalDiffusion ofNe w Drugs,
106 Am . Econ. Re v. 136 (2014). Th e e xisting no-
inte rnational-e xh austion rule m itigate s th e se con-
ce rns to a de gre e : ph arm ace uticalcom panie s re tain
U.S. pate nt righ ts th at th e y m ay asse rt against
partie s th at atte m pt to im port U.S.-pate nte d drugs
first sold abroad into th e Unite d State s. Abrogating
th atrule w ould re m ove an im portantsafe guard th at
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prote cts U.S. pate nte e s againstinfringe m e ntofth e ir
U.S. pate ntrigh ts, w h e n th ose U.S. pate nte e s tak e a
risk and se llth e ir products in m ark e ts w h e re th e
scope and e nforce m e ntofpate ntrigh ts m ay be w e ak
or e ve n none xiste nt.

III. Safe guarding U.S. Pate nt Righ ts Is Criticalto
Innovation in th e Ph arm ace uticalIndustry

Th e U.S. Constitution and pate nt law s re fle ct a
care fulbalance be tw e e n foste ring innovation and
prom oting fre e m ark e ts. “Pursuant to its pow e r ‘[t]o
prom ote th e Progre ss of … use fulArts, by se curing
for lim ite d Tim e s to … Inve ntors th e e xclusive Righ t
to th e ir Discove rie s,’U.S. Const. I, Art. I, § 8, cl. 8,
Congre ss h as passe d a se rie s of pate nt law s th at
grantce rtain e xclusive righ ts ove r ce rtain inve ntions
and discove rie s as a m e ans of e ncouraging innova-
tion.”Bilsk i v. Kappos, 561 U.S. 59 3, 621 (2010).
“[P]ate nt prote ction strik e s a de licate balance be -
tw e e n cre ating ince ntive s th at le ad to cre ation,
inve ntion, and discove ry and im pe d[ing] th e flow of
inform ation th at m igh t pe rm it, inde e d spur, inve n-
tion.” Ass’n for Mole cular Path ology v. Myriad
Ge ne tics, Inc., 133 S. Ct. 2107, 2116 (2013) (citation
and inte rnalquotation m ark s om itte d). Th e rule th at
fore ign sale s do not e xh aust U.S. pate nt righ ts is
critical to pre ve nting fore ign policie s, law s, and
re gulations from disrupting th e de licate balance th at
Congre ss h as struck — a balance th at is particularly
im portantfor th e discove ry, de ve lopm e nt, and distri-
bution ofne w ph arm ace uticalproducts.
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A. Ph arm ace uticalcom panie s re ly h e avily on
th e pe riod of pate nt e xclusivity to re coup re -
se arch and de ve lopm e ntcosts

Th e pe riod ofpate nte xclusivity is e sse ntialto al-
low ph arm ace uticalinnovators a ch ance to re cove r
th e m assive re se arch and de ve lopm e ntcosts involve d
in discove ring and te sting ne w drugs, and to e njoy—
for a lim ite d pe riod of tim e — th e fruits of th e ir re -
se arch e fforts in th e w ay th atCongre ss inte nde d.

De ve loping and obtaining re gulatory approvalfor
ne w drugs is e xtre m e ly tim e -consum ing, risk y, and
e xpe nsive . Drug discove ry and de ve lopm e nt involve s
significant trialand e rror. Th e vast m ajority of
candidate drugs do not m ak e it to m ark e t. And th e
costs of clinicalte sting and re gulatory approvalare
e xtre m e ly h igh . Ofth e m any th ousands ofcandidate
drugs scre e n e d e arly in th e re se arch proce ss, fe w
e ve r progre ss to clinicalstudie s in h um ans, le talone
re ce ive FDA approval. Fe w e r th an 12% ofdrugs th at
e ve n e nte r clinicalte sting (alre ady a sm allfraction of
th e th ousands ofcom pounds synth e siz e d in laborato-
rie s) ultim ate ly re ce ive approval. Re ce nt e stim ate s
h ave place d th e re se arch and de ve lopm e nt costs
be h ind e ach n e w approve d drug atne arly $2.6 billion
on ave rage . Jose ph A. DiMasi, H e nry G. Grabow sk i
& Ronald W . H anse n, Innovation in th e Ph arm ace u-
ticalIndustry: Ne w Estim ate s of R& D Costs, 47 J.
H e alth Econ. 20, 31 (2016).

In vie w ofth e h igh costofdiscove ring and de ve l-
oping ne w m e dicin e s, and in orde r to sustain its
ongoing re se arch e fforts, th e ph arm ace uticalindus-
try re lie s h e avily on th e le gal prote ctions th at
Congre ss h as cre ate d for inve ntors. Many com m e nta-
tors h ave note d th e criticalim portance of pate nt
prote ction to ince ntiviz e innovation. W ith out a
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pe riod ofpate nte xclusivity, “com pe tition w ould force
price s dow n to m arginalproduction cost, and th e
innovator could notre cove r th e costof [re se arch and
de ve lopm e nt].”Patricia M. Danzon, Ph arm ace utical
Price Re gulation: NationalPolicie s Ve rsus Global
Inte re sts 8 (19 9 7). Inde e d, e conom ic re turns on
inve stm e nts in re se arch and de ve lopm e nt are al-
re ady unce rtain, and ave rage re turns h ave
fluctuate d ove r tim e , sh ow ing a de cline in th e m ost
re ce ntye ars studie d. ErnstR. Be rndte tal., De cline
in Econom ic Re turns from Ne w Drugs Raise s Que s-
tions About Sustaining Innovations, 34(2) H e alth
Aff. 245, 250-51 (2015).

More th an in oth e r industrie s, pate nt prote ction
provide s a criticalince ntive for inve stm e nt in bio-
ph arm ace utical re se arch and de ve lopm e nt. Iain
Cock burn & Ge nia Long, Th e Im portance of Pate nts
to Innovation: Update d Cross-Industry Com parisons
w ith Bioph arm ace uticals, 25(7) Expe rt Opinion on
Th e rape utic Pat. 739 , 741 (2015). Pate nts, com bin e d
w ith e xisting re gulatory e xclusivitie s, re m ain th e
core approach to e ncouraging re se arch and de ve lop-
m e nt in th e bioph arm ace uticalindustry. H e nry
Grabow sk i, Jose ph DiMasi & Ge nia Long, Th e Role s
ofPate nts and Re se arch and De ve lopm e ntInce ntive s
in Bioph arm ace uticalInnovation, 34(2) H e alth Aff.
302, 309 (2015). Innovation w ould lik e ly drop sub-
stantially w ith out th e prote ction th at U.S. pate nt
law curre ntly provide s. Dan L. Burk & Mark A.
Le m le y, Policy Le ve rs in Pate ntLaw , 89 Va. L. Re v.
1575, 1616–17 (2003); H e nry Grabow sk i, Pate nts,
Innovation and Acce ss to Ne w Ph arm ace uticals,
5 J. Int’lEcon. L. 849 , 853 (2002).
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B. Th e no-fore ign-e xh austion rule prote cts th e
pe riod of pate nt e xclusivity from e ncroach -
m e nt by fore ign pate nt law s or fore ign
pricing controls

Pe rm itting fore ign e xh austion of U.S. pate nt
righ ts w ould im pinge on th e pe riod of pate nt e xclu-
sivity th at U.S. law provide s pate nt-h olde rs as an
ince ntive for innovation. In th e ph arm ace utical
conte xt, as th e Fe de ralCircuit re cogniz e d in th e
de cision be low , fore ign e xh austion w ould cre ate
“incre ase d arbitrage opportunitie s”and w ould “upse t
[th e ] e stablish e d practice s”of diffe re ntialph arm a-
ce uticalpricing. Le xm ark Int’l, 816 F.3d at772. Th e
re sulting dow nw ard pricing pre ssure s on ph arm a-
ce uticalsale s in th e Unite d State s w ould h inde r
ph arm ace uticalcom panie s from using th e pate nt
e xclusivity pe riod to re cove r th e ir re se arch and
de ve lopm e ntcosts.

W h ile Congre ss h as re cogniz e d th at giving pa-
te nte e s a tim e -lim ite d e xclusivity pe riod prom ote s
innovation, fore ign law s and re gulations do not
alw ays re fle ct th e sam e le ve ls of prote ction. Se e
Microsoft, 550 U.S. at 455. Th at is particularly true
w ith re spe ct to ph arm ace uticals. Som e countrie s,
such as India and Canada, h ave im pose d additional
pate ntability crite ria th at allow dom e stic m anufac-
ture rs to produce ge n e ric ve rsions of innovator drugs
prote cte d by U.S. pate nts w ith out providing th e
innovators w ith a pe riod ofe xclusivity to com pe nsate
th e m for th e ir inve stm e nts in re se arch and de ve lop-
m e nt. Se e Adrie nn e Blanch ard, Canada’s Pate nt
‘Utility’Re gim e on Trial, Macdonald-Laurie r Insti-
tute IP Ne w sle tte r (May 12, 2016),
h ttps://goo.gl/DH 8nPD;Janice M. Mue lle r, Th e Tige r
Aw ak e ns: Th e Tum ultuous Transform ation ofIndia’s
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Pate nt Syste m and th e Rise of Indian Ph arm ace uti-
calInnovation, 68 U. Pitt. L. Re v. 49 1, 549 -65 (2007)
(e xplaining e xclusions from pate ntability in Indian
pate nt law ); id. at 582-607 (discussing com pulsory
pate ntlice nse s unde r Indian law ).

Th e w e ak e r pate ntprote ctions in th e se and oth e r
countrie s can contribute to low e r drug price s th an in
th e Unite d State s. But th ose w e ak e r pate nt prote c-
tions also stifle innovation. Approxim ate ly 57% of
ne w drug inve ntions originate in th e Unite d State s,
due m ainly to th e e xclusivity pe riod th at U.S. law
grants pate nt-h olde rs as an ince ntive for innovation
and th e e norm ous inve stm e ntin re se arch and de ve l-
opm e nt in th e Unite d State s. Se e Ross C. De Vol,
Arm e n Be droussian & Be njam in Ye o, Milk e n Inst.,
Th e GlobalBiom e dicalIndustry: Pre se rving U.S.
Le ade rsh ip 19 , 26, 34 (2011). Allow ing artificially
low -price d drugs from countrie s w ith w e ak pate nt
prote ctions to be im porte d into and re sold in th e
Unite d State s w ould re duce U.S. drug re ve nue s,
drastically e roding th e value of th e pate nte e ’s U.S.
pate nt righ ts and dim inish ing th e ince ntive to inno-
vate .

In addition, som e fore ign gove rnm e nts ofte n
ch oose to k e e p th e price s ofm e dicine s artificially low
w ith in th e ir borde rs by im posing price controls on
th e sale ofpate nte d drugs th atare sold in th e Unite d
State s for h igh e r price s. Se e ge n e rally Ph arm ace uti-
calPrice s in th e 21stCe ntury (Z ah e e r-Ud-Din Babar
e d., 2015). MostEurope an gove rnm e nts, for e xam ple ,
controlth e pricing of at le ast som e m e dicine s (typi-
cally pre scription drugs) e ith e r by se tting price s
dire ctly or by re gulation. Se e Sabine Vogle r & Jaana
E. Martik aine n, Ph arm ace uticalPricing in Europe ,
in Ph arm ace uticalPrice s in th e 21stCe ntury, supra,
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at 343, 352. In som e countrie s, including Cyprus,
Be lgium , Gre e ce , Latvia, Lith uania, and Luxe m -
bourg, state auth oritie s se t price s for all
ph arm ace uticalproducts. Id.

As an initialm atte r, th e rationale s for pate nt
e xh austion do not apply w h e n fore ign price s h ave
be e n se t by gove rnm e nt de cre e . Th e pate nt-
e xh austion doctrine re sts on th e notion th at “th e
purpose of th e pate nt law is fulfille d w ith re spe ct to
any particular article w h e n th e pate nte e h as re -
ce ive d h is re w ard for th e use of h is inve ntion by th e
sale of th e article … .”Unite d State s v. Univis Le ns
Co., 316 U.S. 241, 251 (19 42). As th is Courtobse rve d
m ore th an 120 ye ars ago, a pate nte e “[h ]aving m anu-
facture d th e [pate nte d] m ate rialand sold it for a
satisfactory com pe nsation … h as e njoye d allth e
righ ts se cure d to h im by h is le tte rs pate nt.”Ke e le r v.
Standard Folding-Be d Co., 157 U.S. 659 , 661 (189 5).
Butw h e re price s are se tnotby th e pate nte e in ligh t
of fre e m ark e t force s, but rath e r by a fore ign gov-
e rnm e nt, th e pate nte e h as not ne ce ssarily re ce ive d
“satisfactory com pe nsation”or “e njoye d allth e righ ts
se cure d to h im by h is le tte rs pate nt.”Id.;se e Mich e le
L. Vock rodt, Pate nt Exh austion and Fore ign First
Sale s: An Analysis and Application ofth e Jaz z Ph oto
De cision, 33 AIPLA Q.J. 189 , 200 (2005). More
broadly, a rule th at a fore ign sale autom atically
e xh austs U.S. pate nt righ ts w ould e ffe ctive ly usurp
Congre ss’policy judgm e nt about th e prope r balance
be tw e e n innovation and acce ss to m e dication. It
w ould pe rm it fore ign price controls or pate nt policy
to e ncroach on th e U.S. m ark e t by e ncouraging th e
gre y m ark e t re sale of m e dicin e s originally sold in
fore ign countrie s, at price s de te rm ine d by fore ign
gove rnm e nts.
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A fore ign-e xh austion rule w ould e xpand th e gre y
m ark e t in th e Unite d State s and re duce re ve nue
from drug sale s. In sh ort, it w ould allow oth e r gov-
e rnm e nts’ policie s to pre ve nt ph arm ace utical
com panie s from capturing th e ve ry ince ntive s for
innovation th at Congre ss prom ise d, and re ducing
th e ir ability to continue to sustainably inve st in
re se arch and de ve lopm e nt. Th e Court sh ould not
pe rm itth atre sult.

C. Th e no-fore ign-e xh austion rule is criticalto
discove ry ofand acce ss to future m e dicin e s

1. Pe titione r and its am ici do not dispute th e
stagge ring re se arch and de ve lopm e nt costs re quire d
to bring a single ne w m e dicine to m ark e t. Nor do
th e y conte stth atpe rm itting paralle lim ports into th e
Unite d State s w ould re sultin a de cline in U.S. drug
re ve nue s. Abbott Br. at 23, 32–33. Inste ad, th e y
sugge st th at such a de cline w ould be b e ne ficialto
U.S. consum e rs and pe ople in low e r-incom e coun -
trie s. Se e Public Know le dge Br. 28; Public Citiz e n
Br. 3;AbbottBr. 19 –20.

W h ile Ph RMA sh are s th e goalofe nsuring acce ss
to e xisting m e dicine s, ach ie ving th atsh ort-te rm goal
ne e d not and cannot com e at th e e xpe nse of long-
te rm inve stm e ntin th e se arch for cure s for dise ase s.
Am ici’s argum e nts in favor of low e r drug price s
w orldw ide ove rlook th e m agnitude of re se arch and
de ve lopm e nt costs, and th e re ality th at th e fe w
succe ssfulne w drugs are far outnum be re d by th e
com pounds th atfailatvarious stage s ofth e re se arch
proce ss. Ph arm ace uticalcom panie s m ust re cove r all
th e se costs— both th e ir succe ssfulinve ntions and
th e ir failure s— th rough sale s in orde r to sustain
future re se arch e fforts. As com m e ntators h ave note d,
paralle lim ports “can be b e n e ficialto consum e rs in
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th e sh ortrun,”butth e y “h ave de trim e ntale ffe cts on
ince ntive s to innovate in th e long run.” Susan J.
Ménde z , Paralle l Trade of Ph arm ace uticals: Th e
Danish Mark e t for Statins 5 (Me lb. Inst., W ork ing
Pape r No. 8/16, 2016).

Inde e d, som e com m e ntators h ave e stim ate d th at,
tak ing into account th e fact th at “inte rm e diarie s
w ould lik e ly capture a large part of th e price diffe r-
e nce s,” savings to U.S. paye rs or consum e rs from
paralle lim ports w ould lik e ly range from 0.2 to 2.5
pe rce nt of curre nt drug spe nding— i.e ., a “m inim al
im pact on aggre gate U.S. h e alth care spe nding.”
Patricia M. Danzon e tal., Com m e rcialIm portation of
Pre scription Drugs in th e Unite d State s: Sh ort-Run
Im plications, 36 J. H e alth Pol., Pol’y & L. 29 5, 303
n.7, 314 (2011). On th e oth e r h and, “[r]e ve nue losse s
to m anufacture rs w illsignificantly e xce e d savings to
U.S. paye rs/consum e rs,”such th at “in th e long run,
U.S. consum e rs m ay be w orse off due to low e r in -
ve stm e nt in R& D and distortions tow ard im port-
e xe m ptproducts.”Id. at314-15.

Am ici ack now le dge th e lik e ly de cline in re ve nue
as a re sult of paralle ltrade , but th e y spe culate th at
ph arm ace uticalcom panie s could com pe nsate for th e
drop in re ve nue by “re allocat[ing] budge ts.”Abbott
Br. 24. Profe ssor Abbotte ve n goe s so far as to spe cu-
late th at low e ring ph arm ace utical price s w ould
actually incre ase fe de ralgove rnm e nt funding for
drug re se arch . Abbott Br. at 24–25. As an initial
m atte r, th e fe de ralgove rnm e nt plays only a lim ite d
role in discove ring and de ve loping ne w m e dicin e s.
Be tw e e n 79 and 9 1% of drugs are discove re d sole ly
by private se ctor com panie s. Se e Ash le y J. Ste ve ns e t
al., Th e Role ofPublic-Se ctor Re se arch in th e Discov-
e ry of Drugs and Vaccine s, 364:6 N. Engl. J. Me d.
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535, 540 (2011). But m ore broadly, th e re is no basis
for Profe ssor Abbott’s conje cture th at fe de ralgov-
e rnm e nt savings on ph arm ace uticale xpe nditure s by
th e Ve te rans’Adm inistration w ould som e h ow be
passe d on for ph arm ace uticalre se arch by th e Na-
tionalInstitute s of H e alth (NIH ), a diffe re nt age ncy
in a diffe re ntgove rnm e ntde partm e nt.

Private industry inve sts far m ore in bioph arm a-
ce uticalR& D th an th e fe de ralgove rnm e nt. Ph RMA
m e m be rs alone inve ste d $58.8 billion in R& D in
2015, se e supra p.1, w h ile th e e ntire e nacte d NIH
budge t for FY 2015 w as $30.3 billion, se e Ove rvie w
of FY 2016 Pre side nt’s Budge t, at 3, NationalInsti-
tute s of H e alth (NIH ), NIH Office of Budge t,
h ttps://goo.gl/0W W j4f. At th e sam e tim e , due to th e
nature of th e grants proce ss in life scie nce s, re lying
on NIH to fund bioph arm ace uticalre se arch and
de ve lopm e nt w ould lik e ly le ad to significantly le ss
e fficie nt and m ore conse rvative discove ry and de ve l-
opm e nt of ne w drugs. Se e Ranjana Ch ak ravarth y e t
al., Public and Private Se ctor Contributions to th e
Re se arch & De ve lopm e nt of th e Most Transform a-
tionalDrugs ofth e Last25 Ye ars 14 (2015).

In any e ve nt, re allocation of re source s, w h e th e r
by ph arm ace utical com panie s or by th e fe de ral
gove rnm e nt, is no panace a. A rule of autom atic
e xh austion by fore ign sale w ould pe rm it fore ign
re gulations to unde rm ine Congre ss’policy judgm e nts
to e ncourage innovation th rough pate nt prote ction.
Adjusting budge ts doe s noth ing to addre ss th at
broade r structuralconce rn.

2. Contrary to th e sugge stion of ce rtain am ici,
se e , e .g., Public Citiz e n Br. 8–13, facilitating paralle l
im ports by adopting an autom atic fore ign-e xh austion
rule w ould im pe de , notprom ote , acce ss to drugs.
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Th e curre nt rule th at fore ign sale s do not e x-
h aust U.S. pate nt righ ts allow s ph arm ace utical
m anufacture rs to inde pe nde ntly price and distribute
m e dicin e s in a socially optim alw ay. Diffe re nce s in
pricing can provide patie nts in low e r-incom e coun-
trie s acce ss to im portantdrugs, w h ile also providing
th e opportunity for ph arm ace uticalcom panie s to
re coup th e ir costs and continue furth e r re se arch and
de ve lopm e nt.

As com m e ntators h ave note d, diffe re ntialpricing
addre sse s “th e im pe rfe ctions ofth e globalm ark e tfor
innovative ph arm ace uticals, and it is also consiste nt
w ith standard norm s of e quity.”Z oltán Kaló, Lie ve n
Anne m ans & Louis P. Garrison, Diffe re ntialPricing
of Ne w Ph arm ace uticals in Low e r Incom e Europe an
Countrie s, 13(6) Expe rt Re v. Ph arm acoe conom ics &
Outcom e s Re s. 735, 736 (2013). Pate nt e xh austion
from fore ign sale s w ould de stabiliz e th is syste m . Th e
ine vitable rise in paralle lim ports w ould unde rm ine
a ph arm ace uticalcom pany’s ability to se t diffe re nt
price s in diffe re nt m ark e ts. And a m ove aw ay from
diffe re ntialpricing w ould “re duce th e sustainability
of ph arm ace uticalinnovation by low e ring ph arm a-
ce uticalprice s and th e profitability ofm anufacture rs
in h igh e r incom e countrie s,”and at th e sam e tim e
“cre ate [] barrie rs to th e acce ss to m e dicine s … in
low e r incom e countrie s by incre asing ph arm ace utical
price s ove rall.”Id. at738.

Face d w ith th e prospe ct of autom atic fore ign e x-
h austion— and th e inability to asse rt its pate nt
righ ts against e ntitie s im porting drugs first sold in
oth e r countrie s for low e r price s— a U.S. pate nt
h olde r m igh tde cide notto se llin a fore ign m ark e tat
all. As one acade m ic h as note d, citing an e xam ple of
a drug product in France , pate nth olde rs “m ay ra-
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tionally ch oose to abandon sm allm ark e ts th at con-
tribute m inim ally to globalre ve nue s rath e r th an
acce ptprice s th atw ould pulldow n th e re ve nue s th at
can be ach ie ve d in oth e r, large r m ark e ts.”Danzon,
Ph arm ace uticalPrice Re gulation, supra, at 87. A
rule of autom atic fore ign e xh austion th at w ould
pe rm it th e im portation and re sale of U.S.-pate nte d
goods from ove rse as, fre e and cle ar of U.S. pate nt
righ ts, w ould only com pound ph arm ace uticalm anu-
facture rs’conce rns about e nte ring fore ign m ark e ts
w ith stringe ntprice controls or w e ak pate ntre gim e s
th atre sultin low e r drug re ve nue s.

D. Statute s and re gulations lim iting im porta-
tion are insufficie nt to prote ct
ph arm ace uticalcom panie s’inte re sts

Pe titione r and ce rtain am ici sugge st th at oth e r
statute s or re gulations can addre ss conce rns about
paralle lim portation of pate nte d ph arm ace uticals,
and th us th at ph arm ace uticalcom panie s’conce rns
aboutgre y m ark e ts are unfounde d. Th atis w rong.

1. Som e am ici conte nd th at e xisting statute s, in
particular § 381(d) of th e Fe de ralFood, Drug, and
Cosm e tic Act, sh ould dispe lPh RMA’s conce rns about
paralle lim portation of pate nte d ph arm ace uticals.
E.g., Public Citiz e n Br. 7. Se ction 381(d) proh ib its
any pe rson oth e r th an th e originalm anufacture r ofa
drug from im porting into th e Unite d State s a pre -
scription drug th at w as originally m anufacture d in
th e Unite d State s and th e n se ntabroad.

Th e re are se ve ralflaw s in th atconte ntion . First,
th e te xt of th e statute m ak e s cle ar th at it applie s
only to drugs m anufacture d in th e Unite d State s, not
th ose produce d abroad. A num be r of Ph RMA m e m -
b e rs m anufacture th e ir products outside th e Unite d
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State s for sale both in th e Unite d State s and abroad.
Se ction 381(d) w ould not prote ct th ose m anufactur-
e rs from paralle lim portation.

Se cond, § 381(d) w as de signe d for a purpose e n -
tire ly se parate from prote cting inte lle ctualprope rty
righ ts. Congre ss e xplaine d in e nacting § 381(d) th at
“[l]arge am ounts ofdrugs are be ing re im porte d to th e
Unite d State s as Am e rican goods re turne d. Th e se
im ports are a h e alth and safe ty risk to Am e rican
consum e rs be cause th e y m ay h ave be com e subpote nt
or adulte rate d during fore ign h andling and sh ip-
ping.”Pre scription Drug Mark e ting Act of 19 87 § 2,
Pub. L. No. 100-29 3 (Apr. 22, 19 88). Se ction 318(d)
th us form s partof th e FDA’s re gulatory sch e m e and
is spe cifically inte nde d to prote ct th e h e alth and
safe ty ofth e Am e rican public.

Th ird, § 381(d) says noth ing about pate nt righ ts
or re m e die s. Unlik e a U.S. pate nt, § 381(d) provide s
no private righ t to sue for dam age s, nor e nh ance d
dam age s for w illful pate nt infringe m e nt. Se ction
381(d) is a poor substitute for th ose righ ts. Estab-
lish e d principle s ofU.S. pate ntlaw provide th atifan
e ntity atte m pts to e xploitprice diffe re ntials (w h e th e r
im pose d by fore ign price controls or by disparate
re gim e s of pate nt law and prote ction) by im porting
U.S.-pate nte d drugs purch ase d abroad into th e
Unite d State s for re sale , th e pate nt h olde r h as th e
righ t to bring an action for dam age s and e quitable
re lie f. Abandoning th e longstanding rule against
fore ign e xh austion w ould de prive U.S. pate nth olde rs
of th e ir ability to prote ct th e ir inte lle ctualprope rty
and th e ir significant inve stm e nt of re source s in
re se arch and de ve lopm e nt.

Fourth , § 381(d) is subje ct to discre tionary gov-
e rnm e nt e nforce m e nt; it is not a m e ch anism for
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vindicating private righ ts. FDA, Re gulatory Proce -
dure s Manual § 9 -1-2 (2017). To Ph RMA’s
k now le dge , th e fe de ral gove rnm e nt h as ne ve r
brough t an action unde r § 381(d) against a paralle l
im porte r th at le gitim ate ly purch ase d a drug abroad
and th e n sough t to re se llit in th e Unite d State s.
Se ction 381(d)cannotsubstitute for pate nte e s’ability
to e nforce th e ir ow n pate ntrigh ts againstinfringe rs.

2. Eve n as th e y point to § 381(d) as th e solution
to th e policy im plications of th e ir propose d fore ign-
e xh austion rule , ce rtain am ici appe ar to ack now le dge
th at e xisting re gulations are in fact insufficie nt to
prote ct ph arm ace uticalcom panie s’inte re sts. Th e se
am ici argue th atth e ph arm ace uticalindustry sh ould
se e k “le gislation and policy spe cifically aim e d at
trade in m e dicine s”to addre ss conce rns about drug
pricing and arbitrage . Public Know le dge Br. 29 ;se e
also PublicCitiz e n Br. 7–8;IP Profe ssors Br. 30–31.

Am ici e sse ntially are arguing th at th is Court
sh ould re w rite th e longstanding doctrine of pate nt
e xh austion (w h ich , in its curre nt form , alre ady
se rve s as a de fe nse against arbitrage and paralle l
im ports), and th at th e ph arm ace utical industry
sh ould th e n lobby Congre ss to ch ange th e rule back
for ph arm ace utical com panie s. Th at m ak e s little
se nse . And in any e ve nt, am ici’s asse rtion th at
le gislation and ne w re gulations are th e appropriate
solution to conce rns about drug pricing and paralle l
trade confirm s th at Congre ss is th e prope r forum to
conside r th e se im portant and com ple x policy que s-
tions. If am ici or any oth e r partie s h ave conce rns
about curre nt drug pricing practice s, th e ir re m e dy
lie s w ith Congre ss, notth is Court.
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IV. Th e Unite d State s’Position Is th e Only Pote n-
tially Re asonable Alte rnative to th e Status Quo
Rule AgainstInte rnationalExh austion

In its am icus brie f, th e Unite d State s re cogniz e s
th at no basis e xists for pe titione r’s propose d rule of
autom atic e xh austion of pate nt righ ts upon fore ign
sale . U.S. Br. 26–32. Th e Unite d State s sugge sts,
h ow e ve r, th at rath e r th an affirm th e longstanding
rule th at fore ign sale s do not e xh aust pate nt righ ts,
th is Court sh ould adopt an inte rm e diate position,
unde r w h ich a fore ign sale pre sum ptive ly e xh austs
U.S. pate nt righ ts, unle ss th e pate nte e cle arly com -
m unicate s its re se rvation ofU.S. righ ts. U.S. Br. 33.

Th e Unite d State s offe rs little doctrinalsupport
for its propose d rule . Butth e Unite d State s’position
w ould allow th e pate nte e to pre se rve its righ ts by
“e xpre ssly com m unicat[ing] an e xpre ss re se rvation”
of its U.S. righ ts upon th e first sale . U.S. Br. 33.
W h ile Ph RMA strongly be lie ve s th atth e curre ntrule
of no inte rnationale xh austion sh ould pre vail, th e
U.S. position at le ast h as th e m e rit of pre se rving a
pate nth olde r’s ability to prote ctits righ ts.

* * *

Congre ss h as long re cogniz e d— in k e e ping w ith
th e principle e nsh rine d in th e Constitution— th at
strong pate nt prote ctions are an e sse ntialince ntive
to innovation. A ne w rule of autom atic inte rnational
e xh austion of pate nt righ ts w ould unde rm ine th at
longstanding congre ssionalpolicy. Itw ould ope n th e
doors to paralle lim ports of U.S.-pate nte d products,
th e re by im posing fore ign pricing de cisions on U.S.
m ark e ts. Th is Court sh ould de cline pe titione r’s
invitation to re w rite se ttle d principle s ofpate ntlaw .
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CONCLUSION

Th is Courtsh ould affirm th e judgm e ntbe low .
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