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II. Hatch-Waxman Act

Hatch-Waxman ActlOo] w2 A A= 9 oFEe] tdAdy a84
S Aok kel wiwkE =9e 9= ¢lar ANDA(Abbreviated New Drug
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wkt) o)7o] Qith o= vhgo] WAR 2. ARKANSAS v. BAYER Nos. 05-2851-cv (L), 05-2852-cv
(CON), 05-2863-cv (CON). United States Court of Appeals, Second Circuit. September 7, 2010.

8) United States Court of Appeals, Second Circuit. ARKANSAS CARPENTERS HEALTH AND WELFARE
FUND, Maria Locurto, Paper, Allied-Indus, United Food and Commercial Workers Union-Employer,
Louisiana Wholesale Drug Co., Inc., CVS Pharmacy, Inc., Rite Aid Corporation, Arthur's Drug Store,
Inc., Plaintiffs—Appellants, v. BAYER AG, Bayer Corp., formerly doing business as Miles Inc.,
Hoechst Marion Roussel, Inc., The Rugby Group, Inc., Watson Pharmaceuticals, Inc., Barr
Laboratories Inc., Defendants—Appellees. Docket Nos. 05-2851-cv(L), 05-2852-cv(CON). Argued:
April 28, 2009. Decided: April 29, 2010. As Corrected June 17, 2010.
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counting ¢) inequitable conduct.
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16) 15 US.C. § 1 ‘every contract, combination in the form of trust or otherwise, or conspiracy, in

restraint of trade or commerce among the several States, or with foreign nations, is declared to be
illegal.’
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Cir.2006) ©] A2 tamoxifen citratezh= % 2849 55 AR AstraZeneca’} 1 53]d0o] Faet
I FAsh A Barret oS @ Ao da] ARjAEo] A A7)E Aot} AstraZenecas Barrol Al
o] E7luich A5k GdElE AFe/IR Sl AstraZeneca’t AZ&SE AvE AlES Barr7t diE £ JEF
go|AMAE F7|2 sIltiar s}, AWHYL o] o7 NS @vta skl vt Al 2 A &
231SlEd Al 2 FAHYL o] Aol Fd fHo] HEE AQbe] obdE B3] shHA da HFE 77

steir.



Al Barr®] §o7F 53519 AW HE "Hlolus Zlo] ofyEtal sigla
A3Z7E 1 5515 v Ay AFS EAeke AS He Ao] ol
A ALxE fbel] sjdetAl grka Stk 1A Ak o]f=
AstraZeneca?] Tamoxifen 53% 22 532419 53 A w1 o A
Y AFS WA RS 3dd] 58 HevF H 7] wtoldkal k. Al
g 3]A} Barr7} AstraZeneca® 53E FEE oHA &F& AdH A
Tamoxifend Az #vfjsld FAS] AstraZenecad 535 a3 Hol F
B8 Barr® AstraZeneca’l @98t Barr= 53 | & 45 7T
il AstraZenecat Barrol Al €43 AA|H o]ds &= Aoz E E3]HA
FE Aedta & ¢ gla FoeiA AAS Algtste dedas @ 4 o9l

tha B Aoz W)

(3) FAH e

2 Tamoxifen A3} 1 Fo], 39]9 U
Sdlete A 5 FAEE ARQteletar kgt 1
2 220l oW BayerZ/l A9 53 HA
S H& AYS vt dsslor ghrkal itk 18] 3 Tamoxifen #4
o] Heo wavhd Aulg A7 ANDA-IVE A A3t B4 532 714
A 587 FEE uFE T 29AE A F

a RIS ES shal Al
o EAIE AUIstAY EVIEES stk ARt R = 5 HEol

A%
fhu % 4 ghn stk Zeme 93 Bayerd 539 wgol v
s Zerdcka wokeh Al 2 FawAel A AL 2 Qo

H
U 559 dgel A4NA gow AWwd FA%E 44 A% B9RE

19) Tamoxifen 2L Astrazeneca®l E37} compound patento]ghd AFol} FEH DA AH] Ex)sh
formulation patent% g ZE AUY 9oES wjAEIol Barr7b AUE AlES vHeW AL Jdd)
534 ezt "= Aozt OF*Eﬂ compound patentts &4 E3E vlss oz B dy A

Aot A Bayer?] Cipro £3%|% compound patentol] 333t}



(\}) Barr9] first generic =8 &H g9

i
ol
ol
2

d

A1 5L Bayer®t Barrd 39 & weF A|3x7F 535 Fa3tstd 180Y
9] first generic S8 WS Barr7} o3d3s] PAtE ¢ J=EF = U89

594e F4EE S

gy Al 2 FAWEYLE IA] Tamoxifen #HA 9] 44S wal 1 oo
180¥ 9] first generic =38 At 3| = A

3IA7E 53 A7 obd A E AEES Ax, Bulste S WElste
o wiebof vlE2 A MW givte] Hnar stlvt

ot

o] Bayer®} Barre] &o]7} first generic S8 H 2]
a7t old AUE AEQ Az, FujE L= AS Y5sHA

w shgiet,

olof tis] YaELS A3A7}F Bayerd E3E FasAXY % Barr’f
180¢ first generic SH AL A% 712 & e
AUg 3|AFEo] ANDA-IV 214 5 23 E 4 I
ATh AAZ Mylanolgte 3| A o] Fo= lete] AUy #A#Fs A= &
ets S A7IsA e Aol a8y Al 2 dAHYS 2 A=
Hol glvhar it kst H S Bayereho] Foolx= A3Ae] F4el
ol&] Bayer®] 537} FastEH o]de] Barr® ANDA-IVE ThA] A A

180 =4¥e Barrk HAZ & A= Aoz sa AW, Barrf

t

= =
& = Q7] wjioltt. 18 =E Bayer®t Barrel gojolx= E-5lal o E A
yg 3lAabse] Cipro 539 FaE& tE + dvke AdyEde] dd

vk st

(th) HMR}e] grofof s}

20) Bayer®} Barr7} 945 & g 1997 1€ FAol=, ANDAS AT 27F 1 F A7|He= 53dAY]
A& Aol thate] Wolo] AFFS w(successful defense) 180¢Y first generic =XAS HET & Q&=
Rnow Ak Ak 3tk 21 C.FR. § 314.107(c)(1). Barrd 7% Bayer’} A718W 534 A &%
oA Fo|, FelE FoEH AdFHom Wojstx| Rakglorms AWHYUL Barr7t first generic SHEE
A5 4 gvar &k Cipro 11, 261 F.Supp.2d at 243, 247. o]#3F A3+ Wol(successful defense)
2712 Mova 2 (Mova Pharm. Corp. v. Shalala, 140 F.3d 1060 (D.C.Cir.1998))oll4 sl 23] 8]
HQaL o]F ul= FDAE o|Z AMAgictkar gk}, aA7 1712 Bayer$} Barre] §¢] o] %o]t}.
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21) Hatch-Waxman Acte @& AEg oFES AFd Fashees 5402 HEAL (HRRep. No.
98-857, pt. 1, at 14 (1984), reprinted in 1984 U.S.C.C.AN. 2647, 2647.) ANDA-IV AlHo|gl= HAE
A AU FHAER Stolam first generic FEPolgE S o I HHE AskEE 2
Tamoxifen ¥4 1o R334 9b& =g Aolth. AA2 Hatch-Waxman Actg 3% Y<¢+ Hatch
Ao 9e AXF FoE nH|HaitiaL ol (148 Cong. Rec. S7565 (July 30, 2002))

22) JOBLOVE v. BARR LABS., INC., No. 06-830, 2007 WL 1511527, at *1 (U.S. May 23, 2007)2 A 2
T Y9 Tamoxifen T4 g 4 A& 7143180t AT 4 g 7128 olf& Avlg 3Aket 2
YA AL Bl digk thE kvl GAF FoE s 28 of9A ddsof skexe] EAE A
37] flgk Adg Abrh obdr] wiiolgtar s YA AR Tamoxifen o] AgelA] Fe 7|E
(incorrect standard)g A-g&dtar Yot @8 Aot dFd FAE9 Brief for the United States as
Amicus Curia 2.

23) "= FTC &89 w29 (Fed. Trade Comm'n, Generic Drug Entry: Prior to Patent Expiration 31-32,
34 (July 2002)), available at http:// www.ftc. gov/ os/ 2002/ 07/ genericdrug study. pdf) Tamoxifen
AR o] delli= Hatch-Waxman Act ¥& 4&&o] gtal= vhield of A5 o7t o] FojA= 497 A9
Actar gv) 28 E Tamoxifen #Z o]3 27719 Hatch-Waxman Act & sto] £ 20707} 9A1F ¢
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24) Anticompetitive Patent Settlements in the Pharmaceutical Industry: The Benefits of a Legislative
Solution : Hearing Before the S. Comm. on the Judiciary, 110th Cong. (2007) (statement of Jon
Leibowitz, FTC Commissioner)olA& SR l(reverse payment 1= exclusion payment settlement)
= AL Agei Ln FAS Assks P9 HL v= dEEo] AAF Folol oiste] g
& Afewn o P9E 2dster Felrt Ha dvkal vjsetar vk ot AolE Fx.
http://www.ftc.gov/speeches/leibowi tz/070117anticompetitivepatentsettlements_ senate.pdf
<Hz: UEd - 2011, 2. 7>

25) Warner ChilcottA}7} #Falo] Aatksl= 7 9lek Oveon359] AUE BAS AAkelA] &= 7t BarrAb
ANA 2dRrEelE AEs= AkS A4 AdelA wE FTCE d5AEHS Fkqit). (2005. 11) ©]
of tfste] Warner Chilcott®} Barr< Pl=r FFH]oA A 425 #7188tk HY-2 Warner Chilcottl]
AZFETC v. Warner Chilcott, U.S. District Court for the District of Columbia, Civil Action No. 1 :
05-cv-02179-CKK), 8] Barro| A/=(FTC v. Barr Pharmaceuticals, District Court for the District of
Columbia, Civil Action No. 1 : 05-cv-02179-CKK-AK) = groleo] 9HAS A3 Aoz Holrh

26) Elan3} Biovail F 3Al= 28)AY 3]A12l Bayerd] Adalatoll thak A2 ¢JekEo] tal FDAo] $9& A
A8 fd3k F 349 =0 Hatch-Waxman Bl 93 Elang Al 9% 30mg WAl thsiA], Biovail
< 60mg WAl i8] $<9le ¥ 123l Elane 60mgH Al s F HAZ Biovail2 30mgH el sl
T AR AUYS 5A0W9%S. Eland Biovaile A Zol| A A2l EddndSs Fojsia ZEE ASS A
A3 A Elan< 30mgtt A1 Biovaile 60mgtt SA18S. V= FTCE Aleke] 7)o} &3 u=sk Aok
AAE ashs WE 22002, 6) oF = FTC AolE & <HF wd 2011, 1. 20>
http://www.ftc.gov/opa/2002/06/biovailelan.shtm

>

27) Herbert Hovenkamp, Mark Janis, & Mark A. Lemley, Anticompetitive Settlement of Intellectual
Property Disputes, 87 Minn. L.Rev. 1719, 1759-60 (2003)°l4E A& A A EAo] stdo] yr] o
Folo @ salzA rHeEE 497 med ot 4L AR GOk B = drke A A
HAp FANAS] el Aol Batel bR ddeh 1 F Aok AelAe] G Folo] Bajol b
E31dA7 Agetes t7bt AHES et 27 9 HH(per se illegal) &2 WofoF dtria 3
ata ok AAlA EAZE He d9AF Fee AudHe d7bF &508Rn 9 2 F90t died A
o7ol of FAE waw dhrie] X el Gl el Hol olF BAlel 28 AVH Ao F4
7hsAe] wlg- AR Floltt.

28) C. Scott Hemphill, PAYING FOR DELAY: PHARMACEUTICAL PATENT SETTLEMENT AS A

REGULATORY DESIGN PROBLEM, 81 New York University Law Review 1553 (2006), Columbia Law
and Economics Working Paper No. 306°A4% 9GAF o8 43 & o3t 7|82l dAyge
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