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Abstract

The key successful factors for the development of biotech and drug industry are
the strength of R&D and derived patents. This research will discuss and research the
reasons that Taiwan biotech and drug industry development is not good. On the basis
of doing the research of related medical law and the recent patent litigation cases in
USA as well as the problems of Taiwan drug industry interviewed with related people.
We found some problems as the follows: shortage of qualified people, not good R&D
capability, capital shortage, not good environment and experience, no global
marketing experience, patent management shortage, and small market in Taiwan.
They focus on the drug industry development and public interest while developing the
related medical law when we did research the related law. We also found that there are
much money and time will be required while patent litigation. Most of lawyers
recommended that to avoid patent litigation is the best policy for Taiwanese
companies. We had some comments and conclusions for Taiwan government and
companies after doing this research as the follows:

1. To deveop niche products,
To enchance R&D team,
To prepare well to face patent ligitation,

To do well on patent management,

A

To have better law for Merge and Acquisition of Taiwan companies to
develop niche product to face competition,

6. To seek good partners to extend channel system for products.

Keywords : Generic, Patent Drug, Patent Ligitation
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DB LEQET R B9 Fa56% L W1 72 P 3%
Jt EH R E S TE LB To 2 w § 30~80%

T HARE |12005# £ FE L8 9248 F & > 2006 FEH A L 13%
120064 TF & F K @2200% £ A wg 4 B % {1 5
12007 F 5 2701 F o og 4 5 g ) 3|

12008+ Ff 5 F 29078 # ~ cr0f 4 % 2 & {34
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% 2. AR3EEREANINY P F&5 (FAL KR ¢ Frost & Sullivan, Express
Scripts ; 4 3¢« ITIS 3+ 4 &I2)

el S Fr% B ldET RF & U3 8
Proscar finasteride Merck 2006# 6 *
Zocor Simvastatin Merck 2006# 6 *
Provigil Modafinil Cephalon 2006 # 6 "
Doxil doxorubicin liposome injection | Ortho Biotech | 2006+ 6*
Zoloft sertraline Pfizer 2006 6 *
Maxaquin lomefloxacin Pfizer 2006 8 *
Wellbutrin XL Bupropion extended release GlaxoSmithKline| 20068 *
Zofran ondansetron GlaxoSmithKline | 2006+ 12 *
Lotrel Amlodipi and benazepril Novartis 2007# 17
Norvasc Amlodipine Pfizer 200711
Actiq fentanyl transmucosal Cephalon 2007#F2"
Aceon perindopril Solvay 2007#F2"
Alocril nedocromil Allergan 2007F4 1
Imitrex sumatriptan GlaxoSmithKline| 2007-#6*
Geodon ziprasidone Pfizer 2007£9 1
Coreg carvedilol GlaxoSmithKline | 2007#9*
Meridia sibutramine Abbott 2007 # 12 *
Mavik trandolapril Abbott 2007 % 127
Tequin gatifloxacin GlaxoSmithKline | 2007+# 12 *
Zyrtec cetirizine Pfizer 2007 % 12"
Clarinex desloratadine Schering-Plough | 2008+#2”
Fosamax alendronate Merck 20082 "
Camptosar irinotecan Pfizer 2008 %27
Effexor/XR venlafaxine Wyeth 2008+# 6 *
Zymar gatifloxacin Allergan 2008# 6 *
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Dovonex calcipotriene Bristol-Myers 2008 6 *
[QPSTEP N N
Kytril granisetron Roche 2008+# 6 *
Risperdal risperidone Janssen 2008# 6"
Depakote divalproex sodium Abbott 2008 7 1
Advair fluticasone and salmeterol GlaxoSmithKline | 2008+ 8*
Serevent salmeterol GlaxoSmithKline| 20088 *
Casodex bicalutamide Bristol-Myers | 5008 10 »
Caaalaly
Trusopt dorzolamide Merck 200810 *
Zerit stavudine Bristol-Myers | 5008 125
S onaalals
Lamictal lamotrigine GlaxoSmithKline | 2009+ 17
Vexol rimexolone Alcon Labs 2009+ 17
Avandia rosiglitazone GlaxoSmithKline| 2009-#2*
Topamax topiramate Johnson & 2009# 3 *
Iohncasn
Glyset miglitol Pfizer 2009# 7%
Acular ketorolac tromethamine Allergan 2009# 117
Xenical orlistat Roche 2009 # 12 *
Valtrex valacyclovir GlaxoSmithKline | 2009# 12*
Avelox moxifloxacin Bayer 2009+ 127
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*ff? 17 / rf/ﬁ/ﬁ k4 7#9‘/ )5}177)’?5’”5%5\/517%/EA
X /ﬁ‘/&[ 7£/7/f///ﬁd FHE R Vi

S NERESERBRA

FRz2ZEBRFE > A 1962 £ 2 % 3 E R ’)?‘&"—*r-r»F’r" FEEREEMEZE >
BT oom F L EHNGA T R & ?‘)l?%?/‘fiiﬁﬂ? B 2pww (2 39 %k
PR ) ANESR L 2 E Gooxli T8 5 1962 £ £ RS2 & LR PR
PRz & 2 E oot R KT ERS SFS5#2h (Foodand Drug
Administration-FDA ) z_ 428 » 4ot — R & ?%‘fi/‘fé?ia‘j A FOERE AR
FiRh kR FRELFHELEF LEZHBEEL T MRS I FELRRE
B TR AR 1984 £ R 7 F RS BT 2 & {18 w42 (Drug
Price Competition and Patent Term Restoration Act) » = ifu{"t AT B=x
Hatch-Waxman Act ° (2 1=, 2007) 4 £ i & 4zit Hatch-Waxman Act ¥ CREATE
ACT 2 %ehi B B ERIEL » B2 53 4 o

(- ) Hatch & Waxman Act

Hatch-Waxman Act 13t 3 W& 2 & 4 ¥ 2 ®% 7;@.’%15 B chip R
%o 525 £ 4 2 5 o k¥4 Hatch-Waxman Act 2- # 4 13 227 £ Wm0 5 &
#F g ik 22 (Federal Food, Drug, and Cosmetic Act) 14 % gﬂ;‘g ) I
HE 2424583 Ed Ble e £ Fﬁ,\’%‘cg]ﬁ%.,?,a?‘-ﬂ T;ljj&-ﬁ‘ﬁ,j\ﬁ;\%ﬁ—,gj‘
i€ 2 ﬁaé HP 4o

1. Hatch-Waxman Act # S A 2 £ 22 4
MEELELEREIS > LB EALAR

FRAERE G2 R JlE e RES R 22 2 RS
LEG PR S ;‘é%‘-ﬂ PRI RERLENP N EMEERSE
WiE +H PRT# R ¢ 35 (New Drug Application, fj fNDA)>» # £ £ %2

ST FRATE A R A~ A~ Eoxl 2 4 AR MR
(Bioequivalent, # # BE) > FDA ¥ ¥ i i§: 25 ¢t B2 02 F L&Y 5
i3 A% ¥ 3 (Abbreviated New Drug Application, ff # ANDA) > iz
L CURERRE =S S IESUEAEE R s SR SR R
e E S "f’_’—:!‘??ﬁ}% Ao m H P 4 fipE HEs% (BE trial)
FRETLZI R AL S RHRAYA - FREL ARFRESNEE LELYL
A - R GEH IR % UEELE TR EE PN 2 Fodp e o

ARELENZS 1 FLERTRABFRLESLG A4
T h Y FH-ANDA » 2 d A& Bt 3 ﬁzrﬁxaﬁ;}gfﬁg7 z ;f;n%;# » 19 5R

i FDA 2 it % & (*—ﬁ“li’! & 4z 30 % * ) ¥ Hatch-Waxman

~=i
%
3
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gg f//a?/z’/“f/%j—;/fﬂ/g R P EE — 96 2 T A i
skﬂﬁ“/zﬁ‘/aﬁ’ R BIE S 6By 3, /ﬁéf
Act L3 B LEROTEJIE S 1 sl WA ¢ 1 (TR K 4 dopt
FRLJGH R - T B B RLR R o

Q)p 1=t 2 % 30 B ? (Automatic 30-month stay )

PR R A AR JIER O R P iTE® ANDA ¥
B % e BEP 150 ANDA ¥ ¥ & Jf PR 4o NDA #5 & @ NDA
Fej FETAS AP AR EA TR BT 0 F NDA S F R FR
FDA #-p #2034 30 B % 2 3|8 &7 7052 4. %%ﬁé‘%i“’ N

a. NDA & I8 -

b. ZEEFW 2S5 2R 2 NDA & )& »cs £ ANDA T X &4 -
c. 30" HE-

d. 180 = # Hjb§ £ (180-day exclusivity right) @ #* —R T % &g

P/

’

4%

PERY R BEP > ML HEE LERE RRE I 2
fl BRFEAPITER- 7Y F ANDA 523+ + 3 > FDA :#-%—g A
B - b H E A2 180 * g ) 0 4 Thﬂ—\amFDA%? 180 = #p [ -7 ¢

#ﬁ@f{f\: - MNDA e ’ﬁ"
()&= “# £ % (Orange Book) 841

B2 7% Hatch-Waxman Act ;8§ ¢ B 7 & {1 LY 5
ANDA - e £ i f L5 & 7l T,%%Eﬁ”ﬁ %% 4 » ¥ Hatch-Waxman Act 3
@%?ﬂ%ﬁﬁ*@PFNDAﬂf’M’4%#i%@§%%.ijn¥¢~%ﬂﬂ~
51@”5#5?&?1%?‘]; L FDA » 5 NDA 44 ¢ i‘*/“w’}’\?'ﬂé;'\gvlﬂ
BAFHHEEEENFDASFAEY 2B WRER S FINF L8R A
ANDA # 0¥ 3pF > R psim it S AL F ¢ \FT“‘E;? #L > = FDA #&
DM ER > (FL FDA RS Bl A k> HBP AT 2 fE

a. - faEP (WHE R FL 5 Paragraphl):
THMPAEY £ AF 2 ANDA taM 2 {1 RRE NV Fene & 2
2 BE ;é‘%‘é‘-‘% ff" é‘, s FDA & Jf*)%z#'-p)_’é" °
= fa@EP (WERFS ParagraphIl):

TN NDA tp R & fle SR E - ok —Ff > TEHKD 'é‘m 3 i1
v 2% BE#R%EE B L > FDA TV ¥ 8 2% o

424



7 /V“f/%,ff@t/g % *7##/ 96 27 T 7 T
Z?C /ﬁ‘/&[ 7£/7/f///ﬁd FI R, //AZB /EA

c. ¥= P (WERAAH L Paragraph III)

TRAFAE? A B IR o BB LERY i ANDA K AP M
BG4 ¢ e o7 FDA %0 % {148 {2 4 € 1 #83% ANDA

£ o

d 5z f#AzEpr (LFAH5 ParagraphIV):
é&@zﬁéﬁﬁpﬂﬂv’ﬁ JﬁﬁﬁTM%mAéé%\’wﬁﬁﬂ
WL AF R b 3 NDA P2 M & I8 skehy &% TR NP
% ANDA ¥ ‘:’F =N F B2 5 o

E

4) & {liE it w45 (Patent term restoration )

PR SRR t Eend B 0 A R BB ER S RGER o o
SEFCRRAFCL 0 R AT ERF FIEA R 0 K IR R B E A Bop s
FREIE FDA» %3 REF RHE2 ii/]%%}ﬁﬁ? o F]4t ¥ FDA i i R
B3 ZR2 NDA2 602 p > REFRT » 3 REFIF ¥ %A (United
States Patent and Trademark Office, USPTO) ¥ 3% fi% & w4 » * 12 5%4¢
L E R TIRA FERTCR PR L E FDA VHFARTICR 2
B prEflifdt w2 2 EpFRF2ELA5E

2. Hatch-Waxman Act ;2 %3t 2003 & ¢i2 :x £ 2

Hatch-Waxman Act 9 %5 % £ 18 » » BFIRF S 3 E2 3 5382 j& FIMF F
FRET 2003 & 2 2z Hatch-Waxman Act » H 3 & i3 s2 & B2 A & if 4o G

(1) p#iztE % 30B*° (Automatic 30-month stay ) 2% ] = !

}é,,@v%ﬁﬁ}éf’“}[‘,\ BB R g A et FM - B ANDA

Pk Y R E R A %#pfﬁgmz FEfI-E4D 30 B2 it dd
B2 Fpae L FDAG A RIF L EfenF L FRZ 7 8k
H#E FIURT2 £ 13t > TP - B ANDA ¥ % i 3 — =t FlAp M
LlEna Y LA

(2) § £ FR ¥ 3 ANDA P58 5 = A P (Paregraph IV)p¥F » il &
NDA #3% —‘g Hpra

RS LR 5 ANDA BF 30 20 % )i 4o NDA $§ &
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Q) F & R ¥ 3 ANDA ¥ it J! 2 57 {2 i(declaratory judgment)

/ﬁ!;‘é%‘gt‘ A FF LEREY 5 ANDA peil -o NDA #25 F > 45 %

FARRAZEFD CF LERTVEEERPF > LD
"3’6“? 31‘%‘ %o T ATRES  F NDAFEF #0045 A p Afkde
o B L% ANDA &0 FEoT e Kk NDA # ¢ ’17}5&27’}6$ L e
Wk T o ¥ F 7 o7 M L]AH i (declaratory judgment action))? 2 & F 2

=, \/FE.;S
(4) § & ¥Rkt ANDA ¥ 3 BEHRY T RAF W
(counterclaim) :

Fl & ATH 37 ANDA ¥ 34 7 & R NDA #5 § # SRR A S 2 (Orange Book)
v ;\é Aq’?iiﬁmupﬁ_—f*ﬂ ‘;:.};5_—1-47”1%?_5/.2‘7 gl"f ’ "?7“ I—I#E:;
e -

(5) &7 180 = @ i%-ﬁb% # (180-day exclusivity right ) :

Rt 4 ¢ FAM AT F k- ANDAEF A2 &9l 1% S8
# " (Paragraph IV)$* % 7 | & {12 75 ANDA ¥ 3§ #-% 3 180 = 7 3
By B - B B ATR T HF - =/ F v AP (Paragraph IV)
2 ANDA ¥ 3% i 0D b Y

(= ) CREATE ACT ;% % s 4 27 € m

Create Act £ — 84t & fIE X F WANE % > 23R F 4R - > ey

gz é%ml% A 5 RxZxahEgh i BT

BLid
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qw BB a0 @ H LF Create Act /% ke g iF
TPtk B 1E B R > oreg S o Integra * % o By
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RS EAER Rt E o o Rritel SURNS SEo|
e & 1r£ﬂ% CEEAZEOELE R JART R G
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BR-BLEFERAFI LT R2E2HF % R FLIFL 3 My 3 %gﬂ, o
oLl R k2R R MG R CRFEFA LR EER o
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X R E AP E L L L EP EIT - BRI & b B iEAe e B K Jﬁe#’:i«f»-”‘
BEANE RS e éq‘rm,%%ﬁ’ W ATIFM R R B IES N Tl A2 :i:-,-i.}uﬁ,\;jm
BB A AT T fEE R o BB ARG HIRR R 4 o T

:T}“_E ";’35 RABPE - S T
— ~ SCHERING-PLOUGH CORP. v. FTC %% = /?g %%k}si%% -’»55»%‘
(=) #wFafRn

SCHERING-PLOUGH CORPORATION, UPSHER-SMITH LABORATORIES,
INC., Petitioners, versus FEDERAL TRADE COMMISSION, Respondent:
SCHERING-PLOUGH CORPORATION, UPSHER-SMITH LABORATORIES, INC
¥ FTC F =202 %2 = 2 JRIE A V37

FRETR TR LY s

SCHERING-PLOUGH, UPSHER-SMITH LABORATORIES, INC = & %] 5 &
PEOE T FRA FIAARI Bl E MR PP T o Sk P Ho
H ¢ Schering #7% Plough &4 s > MAefd i H) KR8 > R T B3I
BAF~PHFHS 2 F ESI2PS 4o 2§ 283 34 Eufefaf g kgt
KRR TR L& ZE DR 4L 0 F]pt FTC(Federal Trade Commission) !/ {7 gz
TERFELEA FOD G EET HER O RE 93 82 EF FIC2 %0
15U.S.C.§45 % SHERMAN ;2 % e 15U.S.C. §1 > @ M 750 fa ] 2
SCHERING/PLOUGH/ESI = %2> @ 3% F F #2772 % (antitrust) = = » {7 502 [
FF R RIEFES, TanF & F M deissue.” Valley Drug Co. v. Geneva Pharm.,
Inc., 344 F.3d 1294, 1303-04 (11th Cir. 2003) (citing NCAA v. Bd. of Regents Okla.
Univ., 468 U.S. 85, 103, 104 S.Ct. 2948, 2962, 82 L.Ed.2d 70 (1984)):12].Schering
% Plough = & % JR_F 3% > {8 R P2Rise F 372 it T FTA eép £ & 2 o 2%
T Ao

it ke Ao FE—BEEL TG B LE R L ERL
E DR LEE N R BURERRILAR A ik LF L
FTC % A Rie— BERF Btk o ¥ 2 3rm g % o S WP 3B § ej2 |
FEoz ap I By Mo A PREIIESIV-F2Ep FEE
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A LRSS R IE R A R L - o

1

Flpt iz ed b ARk s FIpt R Rt FTCei-2 2 FTCR JE % 0k H AN
(Z) HoBF L EROVTFEER

B 5 A0 f1E S B o K SRR R K F B4 T S0 R
WA= ol E > m RS Roenfl F 0 & 1 * Hatch-Waxman ;2 % kg p ¢ & B~
PR S M- BB ARRE LEROARE G i 2 95 2 RO T P
PR HEJRSDE LEREFFEN D RSO FER R ARG
%’iﬁii LBy 7 Buicfd kAL T 5 S ERETREF SR

P B 22
H A 4 2;&» /TF":F

= ~TEVAPHARAMACEUTICALS v. NOVARTIS PHARAMACEUTICALS %
HERE LEREELLY

(-) FHEE

Novartis ¥ 3~ Famvir® NDA(New Drug Application) % g pF » 7 &-4¢
Famvir®«4p B # 14 > e PF 2 4% 5 58 & 4| & FDA(Food and Drug Administration)
g & % (Orange Book) ¥

1. U.S Patent No: 5,246,937 (* 937 patent”) ;
2. U.S Patent No: 5,840,763 (““ 763 patent”) ;
3. U.S Patent No: 5,866,581 (“ 581 patent”)
4. U.S Patent No: 5,916,893 (““ 893 patent™)
5. U.S Patent No: 6,124,304 (“ 304 patent”) ;

H ¥ 5 937 patent £2 Famvir®:1 i L 2 (Active Ingredlent) famciclovir 7 B >
INEREEHAS % > Bl EE 8 % Famvir®e o = 2 5 M o 2 % 1)
(method patents) = p* #t > 937 patent ch& |8 *T % 2012 & > e Ap M i5F = i ks
FU3 8 p B 5 2014~2015 FF o

FRETRTEL H LR s

@ 7% 2004 & > TEVA = @ % FDA # ) famciclovir & % % 2
ANDA(Abbreviated New Drug Application) #3# ¥ 3+ I & J4 paragraph IV of 21
U.S.C. § 355()(2)(A)(vii) ¥k A F 2 p MR T > 1%k H & L& T X X Novartis
fg‘éﬁ:‘"v?%%)i 2 ¢ 4p b Famvir®:n7 38 & f| > & § 3 skw it & & 2% o

@ TEVA eh% v 888 ¢ 0% 3 (paragraph IV certifications)® » 4= % 35
U.S.C. §271(e)(1) et jiriz 4 > NOVARTIS 7+ & Jf 4- 44k B4 cn % 4] > x93 21
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U.S.C.§355())(5)(B)(iii) 74 %_» .45 = & TEVA % 414 2% » 12 i £ @ FDA
p ik % % 30 % ? ¢hstatutory mandate © F 3 %4 & FDA % % TEVA
famciclovir ANDA Z % o

Novartis 7= ¥ ¥ fh 4%+ 937 patent > = Teva #%& ! L%%E% oI T RE G
Novartis H i 4p B ipsF = % cnB f] B 73 o ¢ E 73 & New Jersey v = 2
FRiB (TR F o 37 & L fE2 % 5U% 1 Novartis Pharm. Corp., v. Teva Pharm. USA,
Inc., No. 05-1887 (D .N.J.2005) «

@ f Novartis = & 4% 1135 % 2 {8 » Teva = @ iz 43 21 U.S.C. § 355(G)(5)(C) 2
35U.S.C. § 271(e)(5)2- i 3 » £ ¥+ H &b 3§ = 2 & 4% N Fr it 2 77 (declaratory
judgment) > 12 2& = & Jl/x 21 (patent certainty) om m it 2 72 % (Title 21 U.S.C. §
355)(S)(C)) » & 2003 i 4% ANDA statute 74 912 3 1 % @ f5d L\ E w0
Bik— ,,gvépqi\.,
‘f'Hﬁ’f'”r’ﬁ 4% £ NDA 1} 4 e oy o 7 A fojerlid w8 ¢
BV v e AR fEREE Y R FAA 45 X M) T ANDA

’%"\ "V—’a‘%’t»!ﬁiﬁiﬁm%i”%“’”%”’ ARG A ROE IR &
H Y 52 ANDA § L& 3 A i%4g o @ 2003 £ B *t ANDA ¥ - B 1 0%~
Title 35 U.S.C. § 271(e)(5)ﬂ R LIRS @A TR MR
LAlmm s s a w2kt £ ik eh- Rk £V k¥ title 28 1§ 2201 % i
v BE E A2 97 0 2%k $ 7 BT Subject Matter g $54E 0 11 2 H]
%P A RAOE I E S AT A R

TEVA 7= ﬁ%':fp-é NOVARTIS - 4 % 4-%f 937 Patent & H 3% 31372 pF »
NOVARTIS e & B# TEVA fiw 7 2] T R:ER 7 » H - FF 937 patent —
P8 & TEVA t% # 2 n 8 % TEVA T4 b & |2 g £ § @
A&t H ¥ bRl E_TEVA 23 + 7 % ¢ & NOVARTIS 7§ »céhag £ # & % 937
patent =pF fF o

NOVARTIS 7 3K Fe8 w 2 4% > subject matter § 42 37 %] » 11 2 REfi
TEVA X5 L‘;fi'rrrl‘_‘é. o H L ¢ 4 NOVARTIS #4 &3 o if cw 35 3 2 = R
7 TEVA 3t ew § ¢ RPIFHEEL T w e -

1. NOVARTIS® 442 = i» & f](Composition Patent)» TEVA# 1 47

2.
v

20 WAZ P TAIBR Al R
3. NOVARTIS S ¥ 5 - # it I 373
4. NOVARTIS® TEVA# 11 % ¥r2 2 $43k ©
e g 3 % o end ;i (Teva Pharm., USA, Inc., v. Novartis Pharm. Corp., No.

\\%

% & #2214 (civil action to obtain patent certainty) °

F_*
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05-2881, slip op. at 10 (D.N.J. Dec. 12, 2005) )3 = TEVAZ_ 34 » TEVAT X 3t 3
el B i w oE 2k & I B IR AR 3T o B 3 R 1 a & 251 Pfizer
% (Pfizer, 395 F.3d at 1332) ¢ s = %% /% (two prong test) » 7 W ANDA k& 2 # !
FESRZ PR LM S &

L R g b JIHESTT Tl iR

2. 3 REFRETSERRE -

migd R AR FE R EPfizerk 2 (5o 2 2B RTEVAT A #P ¢ 7 &
PR g I RS AT D B IR T A R LR R DR g A 4 Y
By o

fe TEVA b 2 B B 2035w % et » 3%72 fel] ik % 228 U.S.C. § 1295(a)(1) » i
5%«1é%uﬁfﬁ$ﬁﬁn%WHWAm;W~ﬁqj4§tﬂ’ﬂpﬁﬁwiws

v

B AR w AR E RN ¥R Y L) F e
() #Ho88 L BB PESH

FLE R G R RE o X R B ALY 0 I e
ARG F L ERER G PR I R SR b R g
8 CERRIT A BB R & e i RS AR

oo ESRGFE T P e

= ~PFIZER INC. v. DR. REDDY’S LABORATORIES % % - #% 2 #8 E 2
B

* & (x¥h3 2 (Pfizer, Inc.)#24 DR. REDDY’S LABORATORIES, LTD.
and DR. REDDY’S LABORATORIES, INC., &4#> 3 * /2 [x Mayer ;= F 2| & %
= fe S B ERiar b o2E e Newman j2 F 4afed 3 2 bl T A%k3 &

ST P &R G H 20E 0 2 B LB LERFE PR
( )A-,(Fa,\ﬂ_m

38 % Fi (Pfizer, Inc.) b 2755 285w & Fx > 7 F|3# = j# 24 DR. REDDY’S
LABORATORIES, LTD. and DR. REDDY’S LABORATORIES, INC., &g & =
2o A &R eikans 5 Dr.Reddy’s %35 21U.S.C.§355(b)(2) 2001 & 12 7 ¥ -
#7% Paper NDA, # B {74 amlodipine as the maleate salt> e # i * p| 5 Pfizer
fa—i ¢ =& ¥ FDA 3# ¥ (909 % 11) > Dr. Reddy’s #rif amlodipine maleate & ‘g ¢

%909 & 4]¢ » v & Dr. Reddy’s 3% 5 #p "4 £ #*I30 besylate salt > 7 F] 5 H
A A&

\.

-
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(2) HREF R TR B TS ik

¥ 22 AL Dr. Reddy’s s gk e § B 203w+ 27 2 Newman % Lourie
FEIE09 Bt UG ¢ 450 FpEa% 17,87 1 & §156f ¢ o
amlodipine and any salt or ester, F]Jt 32T _ZHE S 7 o H 1 B @ d boT o 2k
Fe#r3l * 35U.S.C.§156(b) k *T4] FDA +% /8 & 5en% 4] i% 2 > Newman /2 F 7
PR oo 2 B8 F i 1S6(DTHASE—BATE -"He 7k HiER
saltorester” » 3 2 F e A 4 g 0 F F e f 156(0)*F Tk 2 A S0 3 &
E it A% F Myaerins 35US.C.§ 156() ) 2" A i 5 £ (7
2 ST TN E‘i’**&—ﬂ;%ﬁﬁ” BARA &Y FH - A F R
amlodipine besylate > Dr. Reddy’s & f- . 34 & e g & r-_!:a 3 amlodipine,~
:F amlodipine maleate > 1* ook g g amlodipine maleate 7 & & _# & & faf & i
CH oy AR ATE R E R ot R AT * %k & Merck v. Kessler, 80
F.3d 1543, 1547 (Fed. Cir. 1996)% &7 » A P i L HIL@g» - Ba 2 4 4
VPR A S A ¥ B2 R section 156(b)(1) 0 A FE P o A
A B BT ¢ BARJEE DG A d KIEEAREE DE &
¢ F]p A & W i * 3 amlodipine besylate eiF-3E o

() Heo B LEROVTEE R

SR Tl LE LR S RenE e T W Y FRT 3
FECUFFEIRAET O FOMRAARE AN AV NFEE-DE
AP FE A E D ARFETREE D00 R RIS A BEL 3 Lo

*
s
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AL TREERFCHEE LS BR80T E RS FRUTRm K o £
SRR RFERTREE TR SEAE S H S CERF L E
ﬂﬂ@“mﬁ**%“’*#%f%wi% ROHOPFRES Fhilg g
HEFR ST AR M P T N At g o

ml.

- EEEHET R R
() BLERPREJEFH2 N
1. Paragraph IV :

i ¥ Hatch & Waxman Act © > i#”,‘f%ﬂf,%%ﬁﬁ?;%@ v b B zEE R R
ANDA ¥ 3ps o & P Y L BERE R EPF S 3 E R )
A ke 2 E e R AR £ 4T3 rﬁé}i‘* ] (OrangeBook)P o F]
E CERG SRR T e RPN 2 - o KPP H Y G B R
A st g T3] o &P 4! paragraph | u‘“-" FLE BT A &
fa%?']{é’éﬁ?’v:‘f%ﬁ»‘} ? ~ paragraph Il 25 % 1% é;*‘”f]éli‘* v fe &g e
(3G 4 ~ paragraph [l 825 & JIE &AL F > LB JITRIY - 7 F
LERETEZE DL Y %? v % - paragraph IV 8§ & 12 &5 4
LA s mpto Bl AF LERETY - ANDA F 5 K g BT e
ﬁ&ﬁ%ﬂ%oa&ﬁ;ﬁ%m%{ﬂ%ﬂﬁ~%ﬂ%@$’ﬁiééﬁ
B S FEBJEE) T2 €5 EJRT PR FF CERT UF
FEHNERDEJE O N EF LERTUEED C AEASFT R BT S
FIHER > 7 3 ANDA 60 5o 8 CE R NY ek R
TR BERE B AN ARG BT B AR B JIERRT ARE
i 45 p 2 p H MBI EEFEE K,ért 17¥ P % FDA (0% A 4R A 30 B
b AT AR LERBELE TG B RTINS R A

H_#r3) ¢ paragraph IV patent challenge -
2. Reexamination :
PFRTRRE > B3 ¥ Rigy o
3. Reissue :

BRGNS ARI AL &Y AT

B
i
S
=
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(=) #4F Due diligence 5 £ &

2
325*;?&3’)3 L} benefit ¥ 12 cover #f B L2 F ¥ o
4.V & -

1. § % &+ % Orange Book 2. & {1 & 4 s #%7F 30 X ¢ + FDA% A% - &

2.8 L ERAT ) ERERDELE o
3. rERE AR A 4’§ﬂlz“§x'&gnmf#§$%”% °
4. 77 4= Jp R ¥R examination i & & {8 f #t ¥R examination °

(=) EHL
FHEIRE CERBAcREFR IR g AR HEF AL 2 B I
AATE AR TR 2B 5
L A3 b #r5|chB fl@rc > & 30
a. % % 4] & »x(Invalidation) ;
£ % % #2 /& (Reexamination) ;
c. £ =2 4 E (Reissue) °
2 @R B A SR
I g E Y G R? AR E R T g d AR
@3‘ A4r R B A1Y - ¢ (file wrapper) ¥ F £ 0 £R 00 T IRG (R 0 Blde? &
=T RN~ & fqufj@@éﬁi’aéﬁ'r} (the doctrine of equivalents) ~ % f]¥ FiEA2? A
AT ch= it~ # & < (prosecution history estoppel) sk i> K iE (T H o
d W F LERESFE AR JEERAL T»?Eﬁ PenE @ oo 4ok P
CEPBEJIEFEFORE B o LEROTEINE FL I EF B Aok E
F2 i BRJIETI 7 T BT g S0 B B RE N RE o T
FrERPEDTZEF LR FEJNERDEJZ N RTUAE L - LATDE
FIk gD A S ek * 3 b PR AL F) K R 4ok B I E PR A A
AL OR ] RIE L ERT B T RORA KA R RS 3 6 B
flEfEeg g > PP 70U 8 BERE T BAPF A S F o

S LERARLEPRTRASREEY R GHER T )
PP B AR ROEY 2 F S LB IMPAX 2 P
RACE Sy kg o hﬁ*uﬁﬁﬁﬁyﬁﬁ RS T A

TEEER Y
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17 PR SR ¢ F it 96 I AP
éﬂ%ﬁﬁwwﬁwﬂwﬂgA 7

(—) 2, o BEREY - 82 generic @ J&3% & super generic

HIBagm@d 4o ¢
. & Fp 'é?iaﬂ_;%”#*r; 7o
2. FPR MR A BP0 if 2HR controlled-release( e ALIR. A% AR

7 AREES o) o (B R #F 2 R&D 4 3T 5% 1,500-2,000 + - T

1. Formulation 2_ % B 5% :

(1Alza 2. 5% © 3 7 idea {$i& {7 dosage form 2 % & » £ £ ) k¢ 4 » o
BRTFRS BB gty 0 ¥ R&D (R 0 10 B A S
j? 1 f[;;g T (L) -

Q)IMPAX 2. > ;% t AFH I p A 5> £ iR g > ¥ 2 € license °

2. AR

(1) Marketing Planning : ¢t 5 22 % & & 2_ @ Fj(generic 14 2 branded #8 F* %
3 B e ) > 23 R&D ™ % sales marketing #8F% 2. & > 2 & L ¢
g RdE @ i& {7 business marketing o * B i = B ¢ 35 R&D ~ marketing
"2 legal > £ ¥ 5-6 4 o

(2) x4 identify P & & H-—amend need—literature % 3§ —>PK * B fxid
FAEAFREZF RSB REED 3d B EREL T SR&D
NEFERS VARV N ARZAS T EZ LR -

(3) Compound patent 7 g » H & 357 > 7 3T iF o

@) LAIGYH 5T & T FIBLERES TR 55 A Aan
2T e

3. IP management & % € & ¥ g% -

PRt SRR T X A RS P RELE R g
UARB cBFE P F PRI MR ERA ) M IP g 2R

Fd Bod kgimo

r'lgs)?%g}?‘ﬁ’ ﬁ\%

1\\

e ”**&w’w S EL S BRET - BIRER A R R
W FEERE T LB AR R
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(= ) CREATE Act

An Act

To amend title 35, United States Code, to promote cooperative research

involving universities, the public sector, and private enterprises.

Be it enacted by the Senate and House of Representatives of the United States of

America in Congress assembled,

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘‘Cooperative Research and Technology
Enhancement (CREATE) Act of 2004°".

SEC. 2. COLLABORATIVE EFFORTS ON CLAIMED INVENTIONS.

Section 103(c) of title 35, United States Code, is amended to read as follows:

““(c)(1) Subject matter developed by another person, which qualifies as prior art
only under one or more of subsections (e), (f),and (g) of section 102 of this title, shall
not preclude patentability under this section where the subject matter and the claimed
invention were, at the time the claimed invention was made, owned by the same

person or subject to an obligation of assignment to the same person.

(2) For purposes of this subsection, subject matter developed by another person
and a claimed invention shall be deemed to have been owned by the same person or

subject to an obligation of assignment to the same person if—

(A) the claimed invention was made by or on behalf of parties to a joint research

agreement that was in effect on or before the date the claimed invention was made;
(B) the claimed invention was made as a result of activities undertaken within the

scope of the joint research agreement;
And
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(C) the application for patent for the claimed invention discloses or is amended

to disclose the names of the parties to the joint research agreement.

(3) For purposes of paragraph (2), the term ‘joint research agreement” means a
written contract, grant, or cooperative agreement entered into by two or more persons
or entities for the performance of experimental, developmental, or research work in

the field of the claimed invention.”’.
SEC. 3. EFFECTIVE DATE.

(a) IN GENERAL.—The amendments made by this Act shall apply to any patent

granted on or after the date of the enactment of this Act.

(b) SPECIAL RULE.—The amendments made by this Act shall not affect any
final decision of a court or the United States Patent 35 USC 103 note.

Cooperative Research and Technology Enhancement (CREATE) Act of 2004.35
USC 1 note.Dec. 10, 2004 [S. 2192]

PUBLIC LAW 108-453—DEC. 10, 2004 118 STAT. 3597

LEGISLATIVE HISTORY—S. 2192 (H.R. 2391):

HOUSE REPORTS: No. 108425 accompanying H.R. 2391 (Comm. on the
Judiciary).

CONGRESSIONAL RECORD, Vol. 150 (2004):

June 25, considered and passed Senate.

Nov. 20, considered and passed House.

A

and Trademark Office rendered before the date of the enactment of this Act, and
shall not affect the right of any party in any action pending before the United States
Patent and Trademark Office or a court on the date of the enactment of this Act to
have that party’s rights determined on the basis of the provisions of title 35, United
States Code, in effect on the day before the date of the enactment of this Act.
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(= ) TEVAPHARAMACEUTICALS v. NOVARTIS PHARAMACEUTICALS %
Bl R =

—F.3d —-
—F.3d — 2007 WL 942201 (C.A Fed. (N.1.))
(Cite as: — F.3d —-)

Teva Phammaceuticals TSA, Inc. v. Novarts
Pharmaceuticals Corp.C.A Fed. (N1, 2007.Only the
Westlaw citation is currently available.

United States Court of Appeals Federal Circuit.

TEVA FHARMACEUTICALS USA, INC.,
Plaintiff-Appellant.
.

NOVARTIS FHARMACEUTICALS
COEPORATION, Novartis Pharma AG and Novartis
International Pharmacentical Lid.,
Defendants-Appellees.

No. 06-1181.

March 30, 2007.

Agppealed from United States District Cowt for the
District of New Jersey, Judge Jose L. Linares.

Hemrv C. Dinger, Goodwin Procter LLP, of Boston,
Massachusetts, argued for plaintiff-appellant. With
him on the brief were Shepard M. Femis and REoland

H. Schwillinels Of counsel on the brief were Allyn £

Lite and Michael E. Patunas. of Lite Depalma
Greenberg & Rivas, LLC, of Newark, New Jersey.
Hugh C. Barrett, Fitzpatrick, Cella, Harper & Scinto,
of New Yok, New Yok, argued for
defendants-appellees. With him on the brief were
Robert I Baechtold, Nicholas M. Eallaz and Simon
D. Roberts.

Before MAYER. Circuit Judge, FEIEDMAN. Senior
Cirenit Judge, and GAJARSA Circuit Judge.
GAJARSA Circuit Judge.

Teva Pharmaceuticals (“Teva™) appeals from the
dismissal of its declaratory judgment action by the
United States District Cowrt for the District of New
Jersey. The district court, relying on owr two-part
declaratory judgment test for patent non-infringement
as modified by ow recent decision in Teva
Pharmaceuticals US4, Iie., v. Pfizer, Jne., 395 F.3d
1324 (2005) ( “FPfizer 7). found that Teva failed to
establish a reascnable apprehensicn of immunent suit
and that it therefore lacked jurisdiction over the
declaratory judgment action. In light of the Supreme
Cowt's recent decision in Medlmmune, Jnc. v
Genentech, Inc, 127 5.Ct. 764 (2007), wiuch finds
that owr  declaratory  judgment test  for
nen-infringement cr invalidity “cenflicts”™ with its
precedent, we reverse.

Page 1

[. BACKGROUND

MNovartis holds a New Diug Application (“INDA™) for
three strengths of the dmv Famvir® . Upon filing its
Famvir® NDA, Novartis hsted five patents in the
Food and Drug Administration's (“"FDA™) Orange
Bool, each of which covers and is directed to various
aspects of Famvir® | including US Patent Nos:
5246937 (* 937 patent™); 5.840.763 (* 763 patent™):
5.866.581 (~ 581 patent™); 5.916.893 (~ 893 patent™):
and 6.124304 (™ 304 patent™). The 937 patent is
directed to the active ingredient in Fapmir® |
fameciclovir, while the remaining Orange Book
patents are directed to methods of thye-rapeutl.c use
(“method patents™) of Famwit® . The 937 patent
expires in 2010, but the related therapeutic use
patents do not expire until 2014-15.

In 2004, Teva filed an Abbreviated New Diug
Application (“ANDA™) with the FDA for generic
fameiclovir tablets in which Teva certified under
paragraph IV of 21 US.C. § 3352 WA)vit) that
its drug did not infringe any of the five Novartis
Famvir® Orange Book patents or that the patents
were invalid Teva's paragraph IV certifications
constifute techmical infringement under 33 US.C. §
271(e)(1). Accordingly. Novartis had 43 days to sue
on these patents in order to imvoke a statuterily
mandated 30-month stay to delay immediate FDA
approval of Teva's fameiclovir ANDA. See 21 U.S.C.
§ 353010 3(BWii).

MNovartis brought an infringement suit against Teva
on the 937 patent alone and did not mclude in the
action the related therapeutic use patents. The
infringement suit i3 pending in the United States
District Court for the District of New Jersey. Novartis
Pharm. Corp., v. Teva Pharm. US4, Inc, No.
05-1887 (D N.1.2005).

After MNovartis filed suit, Teva brought this
declaratory judgment action on the four remaining
method patents uwnder 21 US.C. §  355({)(3)(C) and
35 USC. § 271ie)(5) to establish “patent
certainty.” Title 21 US.C. §  355({33(C) is a 2003
amendment to the ANDA statute entitled “civil action
to obtain patent certainty.” Under this proviston, if
the patentee or NDA holder does not bring an
infringement smt within 45 days after receiving
notice of a paragraph IV certification, the ANDA
applicant may bring a civil action for a declaratory
judgment that the pateat at 1ssue is invalid or will not
be mfringed by the drug for which the ANDA was
submitted. Jd. Title 35 U.S.C. §  271{(e)(5) is a 2003
amendment to the patent statute that works in

© 2007 ThomsenWest. No Claim to Orig. US. Govt. Works.
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conjunction with the 2003 amendment to the ANDA
stafute to provide that in a civil action to obtain
patent certainty, federal courts “shall, to the extent
consistent with the Constitution, have subject matter
jurisdiction in any action brought ... under § 2201
of title 28 for a declaratory judgment that such patent
iz mvalid or not infringed.” Teva argues that by
bringing suit on the 937 patent alone in the first
instance, “Novartis has sought to put Teva to the hard
choice of either launching at risk of massive liability
for patent infringement when the 937 patent expires
or Teva prevails in the pending infringement action,
or foregoing that opportunity and thereby effectively
extending the term of the 937 patent.™ Appellant Br.
9 (footnotes omitted).

Novartis moved to dismiss for lack of subject matter
jurisdiction, arguing that Teva had no reasonable
apprehension that it would be sued by Novartis for
infringing the four method patents. In response. Teva
argued that: (1) Novartis had already sued Teva on
the underlving composition patent; (2) listing patents
in the Orange Book established infringement as a
matter of law; (3) Novartis had a history of
aggressively suing generic drug companies; and (4)
Novartis had declined to give Teva a covenant not to
sue.

The district cowt dismissed Teva's declaratory
judgment action requesting “patent certainty” on the
four method patents. Teva Pharm, US4, Inc, w
Novartis Pharm. Corp., No. 03-2881, slip op. at 10
(DN Dec. 12, 2003). In so doing, the district cowt
applied our two prong
"reasm.able—agp:eheus-im—of—immjnem—suit“ test
from Pfizer ™" 305 F3d at 1332 After comparing
the facts of this case to those in Pfizer, the district
cowrt found that Teva had failed to establish a
reasonable apprehension of imminent suit and that
the district court therefore lacked jurisdiction over the
declaratory judgzment action. Teva, slip op. at 10.
Teva timely appealed to this cowt We have
jurisdiction under 28 U.S.C. §  1295(a)(1).

FIN1. Under this two prong test, the ANDA
declaratory judgment plaintiff nst show
both: (1) a “reasonable apprehension™ of
“imminent” suit by the patentee; and (2)
activity constituting infringement or the
intent to infringe. See Pfizer, 393 F.3d at

1332,

The district coust's dismissal of Teva's declaratory
judgment action for lack of junsdiction presents a

Page 2

question of law that we review without deference.
See Pfizer, 395 F.3d at 1332 (citing Gen-Probe Inc. v
Iysis, Inc., 359 F.3d 1376, 1379 (Fed Cir. 2004)). The
determination of whether an actual controversy exists
vnder the Declaratery Judgment Act in a patent case
is a guestion of law that we review de nove. BP
Chams. Lid. v. Union Carbide Corp, 4 F3d 975, 978
(Fed.Cir.1993) The district court's factual findings
supporting its determination are reviewed for clear
error. Id.

IT. ANALYSIS

A.

Our starting point in analyzing Teva's appeal is the
Declaratory Judgment Act, 28 US.C. § 2201(a)
under which Teva filed this suit. The relevant text of
the Act reads:

In a case of actual controversy within its
jurisdiction ... any court of the United States. upon
the filing of an appropriate pleading, may declare the
rights and other legal relations of any interested party
seeking such declaration, whether or not further relief
is or could be sought.

28U8.C. § 2201(a)

In the ANDA context. Congress explicitly extended
federal comt declaratery judgment jurisdiction under
28175.C § 2201 to ANDA paragraph IV disputes
such as Teva's and did se “to the extent consistent
with the Constitution.” 33 US.C. §  271(ei5) 22

EN2. The Declaratory Judgment Act and 35
USC § 271(e)3) “serve [ ] the policies
underlying the patent laws by enabling a test
of the validity and mfringement of patents
that are being  uwsed only as

‘scarecrows.”  divowhead Jndus. Water, Tnc.

v. Ecolochem, 845 F.2d 731. 735 (1988)
(quoting Judge Learned Hand in Bresnick v
U5 Fitamin Corp, 139 F2d 230 (2d
Cir 19437). Before the declaratory judgment
provisions, competitors were “victinuzed”
by patent owners who engaged in
“extrajudicial  patent  enforcement with
scare-the-customer-and-run  tactics  that
mnfectfed] the competitive environment of
the business community with uncertainty
and  insecurity”  and  that  rendered
competitors “helpless and immeobile so long
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as the patent owner refused to . sue” Id at
135 (quoting Japan Gas Lighter dssn v
Ronsen  Corp., 257 F.Supp. 219, 337
(DIN.I1.1966)). After enactment of these
provisions, competitors “were no longer
restricted to [the hard] choice between
incurrence of a growing potential liability
for patent infringement and abandonment of
their enterprises; they could clear the air by
suing for a [declaratory] judgment.” Id.

The Supreme Cowrt recently re-affirmed that the
Act's “actual controversy” requirement “refers to the
type of “Cases' and “Controversies' that are justiciable
vnder Article T Medlmmuns, 127 5.Ct at 771
(“[TThe phrase ‘case of actual controversy” in the Act
refers to the type of "Cases’ and “Controversies' that
are justiciable wander Asticle II1™) (citing dema Life
Ins. Co. v. Haworth, 300118, 227 340 (1937)).

In Medlmmune, the Couwrt found that its precedent
“did not draw the brightest of lines between those
declaratory-judgment  actions that satisfy  the
case-or-confroversy requitement and those that do
not.” Id. Instead of applying a bright line, the Cowrt
stated that its decisions required:

that the dispute be “definite and concrete, touching
the legal relations of the parties having adverse legal
interests”; and that it be “real and substantial” and
“admuft] of specific relief throwgh a decree of a
conclusive character, as distinguished from an
opinion advising what the law would be upon a
hypothetical state of facts.”™

Id. (citing detma Life Ins. Co., 300 U.S. at 240-41).

Previcusly. the Court held that “the difference
between an abstract guestion and a “confroversy’
contemplated by the Declaratory Judgment Act 1s
necessatily one of degree, and 1t would be difficult, if
it would be possible, to fashion a precise test for
determuning in every case whether there is such a
controversy.” Md. Cas. Co v. Pae. Coal & Oil Co.
312 U.8. 270, 273 (1941). In Medlmmune, the Court
re-affirmed the correct standard for determining a
justiciable declaratory judgment acticn: “Basically,
the question in each case i3 whether the facts alleged,
mnder all the circumstances, show that there is a
substantial controversy, between the parties having
adverse legal interests, of sufficient immediacy and
reality to warrant the issuance of a declaratory
judgment.” Id. {citing Md Cas. Co, 312 U5 at 273}

Thus, Medlmmune teaches that in a declaratory
judgment action, “all the circumstances” munst
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demonstrate  that a  justiciable  Article III
“controversy” exists. A justiciable Asticle III
controversy requires the party instifuting the action to
have standing and the issue presented to the court to
be ripe. Lujan v. Defenders of Wildlife, 504 T.S.
555,560 (1992}

Article III standing requires “[a] plaintiff [to] allege
personal injury fairly traceable to the defendant's
allegedly unlawful conduct and likely to be redressed
by the requested relief.” Allen v. Wiighs, 468 TS,
737, 731 (1984 Of the three standing requirements.
injmy-in-fact is the most determinative: “[Whatever
else the “case or controversy requirement embodie
[5]. its essence is a requirement of “injury in fact’
* Schlesinger v. Reservists Comm. to Stop the War,
418 U.S. 208. 218 (1974) (citing Assm of Dafa
Processing Serv. Org., Inc. v. Camp, 397 U.5. 150,
152 (19707). An injury-in-fact mmst be “personal”
“concrete  and particularized.” and  “actual or
imminent.” Lufan, 504 U.S. at 560: Warth v. Seldin
422 U.S. 490. 501 {1975).

Under the declaratory judgment standard, “all the
circumstances” munst demonstrate the Asticle IIT
justiciability requirement that the case be ripe for
judicial review. dbborr Labs, v. Gardner, 387 TS,
136 (1967). The doctrine of ripeness focuses on the
conduct of the defendant to determine whether the
defendants actions have harmed. are harming, or are
about to harm the plaintiff Ripeness can be an issue
in obtaining anticipatory relief like declaratory
Judgments Id at 149, A “controversy” is “ripe” if the
question presented is “fit for judicial review,”
meaning it 15 entirely or substantially a question of
law and postponing a decision would work a
substantial hardship on the challenging party. Id. at
142-50 (applying the test and holding that a
regulation requiring drug manufacturers to change
labeling was ripe for review before it was enforced
because the regulation had an immediate and
expensive impact on the plamntiffs’ operations and
plaintiffe risked a substantial sanction for
non-compliance).

Similar to the ripeness doctrine and based on the
same constitutional “controversy” requirement is the
Court's prohibition against advisory opinions. Under
this doctrine, federal courts are to decide only “actual
controversies by judgment which can be carried into
effect, and not to give opinions upon moot questions
or abstract propositions, or to declare principles or
rules of law which cannct affect the matter in the
case before it.” Local No. 8-6 Oil, Chem. & Atomic
Weorkars IntT Union v. Missowrd, 361 1.5, 363, 367
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(1960). Although there can be a fine line between
declaratory judgments and advisory opindons. the
Supreme Cowt maintains the necessity of aveiding
issuing advisory opinions based upon hypothetical
facts. Elec. Bond & Shave Co. v. Sec & Exch
Comm'n, 303 TS 419 (1938)

Notwithstanding the Court's justiciability precedent,
it iz well established that Congress by legislation
“may expand standing to the full extent permitted by
[Alrticle [II] of [the] Constitution, thus permitting
litigation by one who otherwise would be barred.”
Gladsione Realtors v. [5ll. of Bellwood, 441 115 91,
(1979}, Congress, however. cannot expand
standing beyond the Article IIT jurisdiction of federal
cowts. Jd. Thus, as long as Congress remains within
constitutional limits, it may “enact statutes creating
legal nights, the invasicn of which creates standing,
even though no injury would exist without the
statute.” Linda R.5 v, Richard D, 410 T.5. 614, 617
n. 4 (1973} (citing Trafficante v. Mens. Life Ins. Co.
409 U5 205, 212 {1972) (White, . concurring)).

The Declaratory Judgment Act and 35 USC §
271(e}(3) are examples of legislation that expand
standing to constitutional limits and provide a way
for plaintiffs to bring actions in federal court when
they muight otherwise be barred. The sole requirement
for federal court jurisdiction under both provisions 13
an “actval controversy,” 28 ULS.C. & 2201(a).
which 15 the same as an Article III case or
controversy. See detma Life Ins, 300 1.5, at 23041
This means that under both provisions, a declaratory
judgment plaintiff 13 only required to satisfy Article
I, which includes standing and ripeness. by showing
vnder “all the circumstances™ an actual or imminent
injury caunsed by the defendant that can be redressed
by judicial relief and that is of “sufficient immediacy
and reality to warrant the issuance of a declaratory
judgment.” Medlmnmwie, 127 5.Ct. at 771 (internal
citations omitted). a5

FN3. However, unlike non-declaratory
judgment actions, even if there is an actual
controversy, the district court is not required
to exercise jurisdiction to address the merits
of the action. as 1t retains discretion under
the Act to decline declaratory judzment
jurisdiction. Public Serv. Comm'n v. Wycaff
Co, 344 115, 337 24] (1952} Specironics
Covp. v. HE. Fuller Co, 940 F.2d 631, 634
(Fed Ci1r.1991) (“When there i1s no actual
controversy, the coutt has no [jurisdiction
and no] discretion to decide the case. When
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there is an actual controversy and thus
jurisdiction, the exercize of that jurisdiction
1s discretionary. ™).

In the instant case, we follow the Cowrt's analysis in
Medlmmune in determining whether Teva has a
justiciable controversy within the meaming of Asticle
II. Jd By following Medlmmune, we recognize that
we are not  relying  on owr  two-part
reasonableapprehension-of-suit test. See, e.g, Pfizer
395 F.3d at 1332-33. This court respects the principle
of stare decisis and follows its own precedential
decisions unless the decisions are “overruled by the
court en bane, or by other controlling authority such
as an intervening . Supreme Cowrt decision.” Tex
Am Oil Co. v US Dep't of Energy, 44 F 3d 1557,

1561 (Fed Cir.1995) (en banc).

Under our patent junisprudence, we developed a
two-part test to determine if an “actual controversy”
exists in a general declaratory judgment action for
patent non-infringement or mvalidity. See, e g, Pfizer,
395 F.3d 133233, This test requires both (1) an
explicit threat or other action by the patentee, which
creates a reasonable apprehension on the part of the
declaratory plaintiff that it will face an infringement
suit and (2) present activity which could constitute
mfringement or concrete steps taken with the intent
to conduct such an activity. See, eg ., id.

In Medlmmune, the Supreme Court in a detailed
footnote stated that owr two-prong “reascmable
apprehension of suit” test “conflicts” and would
“contradict” several cases in which the Supreme
Court found that a declaratory judgment plaintiff had
a justiciable contro'.'ers}'_?h—; 1275Ct at 7740 11. In
Medlmmune, the Court disagreed with our
“reasonable apprehension of imnunent suit™ test and
re-affirmed that the “actual controversy” requirement
in the Declaratory Judgment Act is the same as the
“Cases” and “Controversies” requirement in Asticle
IOI. Id. at 771. The Cowt further re-affirmed that an
“actual controversy” requires only that a dispute be
“ “definite and concrete, touching the legal relations
of parties having adverse legal interests': and that it
be ‘real and substantial’ and ‘“admuft] of specific
relief through a decree of a conclusive character. as
distinguished from an opinion advising what the law
would be upon a hypothetical set of facts” = Id
(quoting Aetna Life Tns Co, 300 US at 240-41)
The Cowt summarized the declaratory judgment
“actual controversy” requirement by quoting the “all
the circumstances” test from Maryland Casualty. Id.
Thus, because the Supreme Court in Medlmmune
cauvticned  that  owr  declaratory  judgment
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“reasonableapprehension-of-suit” test “contradict][s]”
and “conflicts” with its precedent, these Federal
Cirenit  tests have been “overruled by .. an
intervening ... Supreme Cowrt decision.” Tex Am. Ol
Co, 44 F3d at 1561. see alo, SanDisk v
STMicroelectronics, -— F.3d ——— 2007 WL 381008
(Fed.Cir. Mar 26. 2007). Therefore, we follow
MedImmune's  teaching to look at “all the
circumstances”  under  Marvland  Casualty  to
determune whether Teva has a justiciable Asticle IIT

controversy.

FN4. See, eg, Md Cas Co. 312 115 at
273 (finding a justiciable controversy even
though the collisien-victim defendant could
not have soed the declaratoryjudzment
plaintiff-insurer without first obtaining a
judgment against the insured); Aetna Life
Ins. Ce, 300 TS at 239 (finding a
justiciable contreversy even though the very
reason the insurer sought declaratory rehief
was that the insured had given no indication
that he would file suit); Cardinal Chem. Co.
v. Mearton Intl, Ine, 508 T1.5. 83 98 (1993)
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this case 15 whether Teva has a justiciable
controversy within Asticle III which is the only
limitation on our jurisdiction under the Declaratory
Judgment Act. See 28 1US.C § 2201 An Article IIT
controversy i3 found where a  plaintiff has
demonstrated  an  injury-in-fact caused by  the
defendant that can be redressed by the court. See
Steel Co., 323 U5, at 83, In the present case, only the
concrete injury-in-fact requirement under Asticle IIT
is in dispute.

We hold that under “all the circumstances™ as found
in this case, Teva has an injuwry-in-fact and therefore
has a justiciable Article III confroversy. Here,
Movartis argues that there is no actual controversy
between 1t and Teva on the fowr method patents in
spite of Teva's paragraph [V cestifications of the four
method patents because Novartis has not filed swit
nor threatened to sue Teva on the method patents.
Moreover, MNovartis contends that the suit on the
937 patent 15 an entirely different controversy.
Movartis 15 incorrect. There is no question that
MNowvartis has already filed suit based on Teva's act of
infringement in submitting the ANDA. Under 33
UsC §  271(eM2WA) submitting an ANDA,

(holding that appellate affirmance of a
judgment of non-infringement. eliminating
any apprehension of suit, does not moot a
declaratory judgment connterclaim of patent
imvalidity).

B.

The district comt was bound by our precedent in
Ffizer to apply the
“reasonable-apprehension-of-imminent-suit™ test to
Teva's declaratory judgment action. Teva, slip op. at
9. In applyving this test. the district court considered
Teva's standing and concluded that Teva had failed to
establish the type of injuwry-in-fact that we required in
Pfizer because Teva could not show a reasonable
apprehension of imnunent suit. Teva, slip op. at 9;
see Pfizer, 393 F.3d at 1333 (requiring a showing of
“imminent suit”). The district cowt found that
because Teva could not establish an Asticle III
controversy under our precedent, it did not have
jurisdiction  and  dismissed Teva's  declaratory
judgment action.

We hold that Medlmmune applies to Tewva's
declaratory judgment action and takes precedence
over the district court's application of Pfizer, which
required Teva to show a single type of Asticle III
injury-in-fact, “a reasonable apprehension of
imiminent swit.” 395 F.3d at 1333 The guestion in

regardless of how many paragraph IV certifications it
may confain, is a single act of infringement: “It shall
be an act of infringement to submit-an [ANDA]
application ... for a drug claimed in a pateat or for the
use of which is claimed in a patent”™ (Emphasis
added). While it 15 true that the suit on the 237
patent is a different “case” than Teva's declaratory
judgment action, Novartis created a present and
actual “controversy” by choosing to sue under 35
USC. §  I71(e)(2WA) on Teva's single act of
fringement, thereby placing into actual dispute the
soundness of Teva's ANDA and Teva's ability to
secure approval of the ANDA. Thus, wiile Teva's
declaratory judzment action and the peading 937
suit are different “cases,” they arise from the same
controversy created when Novartis listed its Famvinr®
patents in the Orange Book, Teva submitted its
ANDA certifying all five Famwir®  patents under
paragraph IV, and Novartis sued Teva challenging
the submission of Teva's ANDA 25

EN3. In analyzing Novartis' election not to
sue on the four method patents, it appears
from the greater part of the district cowt's
analysis that the district court may have
erred 1n explaining the purpose of the
45-day statutory “window” in 21 TU.S.C. §
355({)(5uB)(ii). The provision provides an
automatic 30-month stay of approval of an
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ANDA if an infringement action is brought
by a patent holder within 45 days against the
ANDA filer on a patent it has certified under
paragraph IV if no swmt is brought the
ANDA 15 immediately approved. Id. The
district court seemed to incorrectly interpret
this provision as a waiver, finding that
Novartis had only a 45-day window in
which to sue Teva on all the paragraph IV
patents in Teva's ANDA, and because
Novartis had allowed this window to expire,
it could not bring suit on the four remaining
method patents. Teva, slip op. at 7, 9-10.
This is not what the statute provides.
Novartis' selective action against Teva is an
attempt by Novartis to limit the impact of
Teva's ANDA under the Hatch-Waxman Act,
while at the same time using it to forestall a
challenge on all the remaining four method
patents. By suing solely on the 937 patent

Nowartis has not only invoked the 30-month
stay. preventing Teva's entire ANDA from
immediate approval. but Novartis is also
selectively suing on the patent with the
earliest expiration date  leaving  the
remaining four method patents overhanging
Teva for fufure litigation. This conduct
prevents Teva's generic from entering the
market until the expiration of the last patent
and is directly contrary to the purpose of the
30-month stay. The stay 1s explicitly offered
to patent helders who “reasonably cooperate
in expediting [ ] action[s]” challenging their
patents. 21 US.C. § 355((5WB1(1i1).

Novartis' conduoct raises the questions of if and how
35 US.C. § 271(ei(2) applies to mmltiple suits
between the same parties on the submission of a
single ANDA with more than one paragraph IV
cettification. It is clear from the statutory language
that recovering damages for a 33 USC. §
271(e}2)A) infringement action is only time barred
by the statutory six-year statute of limitations. See 35
US.C § 286 ("[N]o recovery shall be had for any
infringement committed more than six vears prior to
the filing of the complaint or counterclaim for
mfringement in the action™); see also, A.C
Aukerman Co. v. BRI Chaides Const Co . 960 F.2d
1020, 1030 (Fed Cir 1892 {explaining that § 286 1s
“not a statute of limitations in the sense of barring a
suit for infringement™ ... but rather a “limit to
recovery to damages for infringing acts committed
within six vears of the date of the filing of the
infringement action.”™). Thus, Novartis has the zight
of an immediate action against Teva under 35 US.C.
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§  271(e)(2WA) on any or all of the remaining
Famvir® Orange Book patents ™2 These actions
could be brought at any time until the patents expire
and damages would be limited only by the six-year
limitations period. While it is unclear whether
MNovartis would be prohibited from suing under the
doctrine of claim preclision, Teva remains under the
threat of an infringement suit because the 45-day
statutory window does not preclude Novartis from
pursuing  additional infringement suits under 33
US.C § 271ed(A). In ight of Novartis’ pending
suit on the same ANDA, this threat of htigation 15 a
present injwy creating a justiciable controversy.
Moreover, Novartis retains the night to sue Teva
under the Famvir®  patents pursuant to 35 USC. §
271{a). Therefore, MNovartiz has numerous
opportunities to bring an action at any time for patent
infringement and is not precluded by the 45-day
window.

ENa. Teva filed 1tz ANDA with the five
paragraph IV certifications on December 28,
2004, resulting in the single act of
mfringement under 35 USC.  §

271 2WAY.

The district cowrt erved in finding that Teva did not
demeonstrate an Article ITI controversy. Teva, slip op.
at 6-10. A justiciable controversy can arise from
either an actual or an imminent injury. While it is true
that several of Teva's grounds alleging an “actual
controversy” when standing alone might not be
sufficient, if taken as a whole these circumstances
establish a justiciable controversy with Novartis that
can be resolved by allowing Teva to bring a
declaratory judgment.

First, Novartis listed its Famvir®  patents in the
Orange Bock. By so doing, Novartis represents that
“a claim of patent infringement could reasonably be
asserted if a person not licensed by the owner
engaged in the manufacture, use or sale” of generic
fameciclovir covered by the claims of its listed
Famvir® patents. 21 US.C. § 355(b)(1); see
Pfizer, 395 F.3d at 1341 (Maver, J.. dissenting).
While this conduct on its own may not be sufficient
to establish an Asticle III comtroversy, it i3 a
circumstance  to be considered in  determining
whether a justiciable controversy exists under the
totality of the circumstances.

A second circumstance that supports Teva's claim of
a justiciable controversy is Teva's subnussion of its
ANDA certifying that it did not infringe Novartis'
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Famwir® Orange Book patents or that the patents
were invalid. The very act of submitting an ANDA is
an act of infringement. 35 US.C. §  371(e)(2): see
Eli Lilly & Co. v. Medtronic, Ine., 496 U5, 661, 678
(1990} (holding that the statute creates an “act of
infringement that consists of submitting an ANDA
containing the fourth type of certification”™). There 15
no question that under 33 USC. §  I71(e)2)

Novartis would have an immediate justiciable
controversy against Teva as scon as Teva submitted
the ANDA; indeed. that is exactly what occurred in
thiz case. It logically follows that if such an action
creates a justiciable controversy for one party, the
same action should create a justiciable declaratory
judgment controversy for the opposing party. In fact,
the Supreme Cowt has stated: “It is immaterial that
frequently, in the declaratory judgment swit, the
positions of the parties in the conventional suit are
reversed; the inquiry is the same in either case.” Md.
Cas. Co, 312 TS at 273 This conclusion is
supperted 1n the legislative history of the 2003 “civil
action to obtain patent certainty” amendment to the
Hatch-Waxman Act:

[T]he Hatch-Waxman Act has always provided that
patent owners and brand dmg companies can bring
patent infringement suits against a generic applicant
immediately upen receiving notice that the generic
applicant is challenging a patent [by filing an ANDA].
The [ANDA] declaratory judgment provisions ..
simply level the playing field by making it clear that
the genenic applicant can also seek a prompt
resclution of these patent issues by bunging a
declaratory judgment action if [it is not sued] ..
within 45 days.

149 Cong. Rec. 515883 (Nov. 23, 2003) (remarks of
Sen. Kennedy, ranking member of the Senate HELP
comimnittee).

A third circumstance we find relevant in deternining
whether Teva has established an actual controversy is
the combination of three statutory provisions: 1) the
“eivil action to obtain patent certainty” under 21
USC § 355W5CY: 2) the ANDA declaratory
judgment provision under 33 US.C § 271(e)(5);
and 3) the purpose of the Hatch-Waxman Act. The
“eivil action to obtain patent certainty.” which was
enacted in 2003 is designed to prevent patentees from
“ganung” the Hatch-Waxman ActB gee 21 USC
g 355005HC). This amendment specifically
permits an ANDA applicant to file a declaratory
judgment action under 28 7 S.C. § 2201 against the
patent owner or the brand-name drug company “for a
declaratory judgment that the patent [listed in the
Orange Book] 15 invalid or will not be infringed by
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the diug” covered by the ANDA if the patentee has
not brought an infringement action within 43 days. Jd.
By virtue of 35 USC § 271(e)(5), Congress
extended federal court jurisdiction over these ANDA
declaratory judgment actions “to the extent consistent
with the Constitution. ™ 35 US.C. §  271(e)(3).

ENT. “[In recent years both brand-name
and generic diug companies have exploited
certain aspects of the Hatch-Waxman Act to
delay generic competition. The changes to
the [ ] Act ... will stop these abuses.” 149
Cong. Rec. S15882-03, 515883 (Nov. 25,
2003) (remarks of Sen. Kemnedy. ranking
member of the Senate HELP commuittee).

By filing a lawsuit on only one its five patents
certified under paragraph IV in Teva's ANDA,
Movartis has tried to simultanecusly leverage the
benefits provided to a patentee under the
Hatch-Waxman Act and avoid the patentee’s
accompanying responsibilities. Novartis' 937 patent
suit against Teva has invoked the statutory automatic
30-month stay and 15 concurrently insulating the four
method patents from a validity challenge. In the
statute, Congress explicitly required that in exchange
for the 30-month stay, patentees were to “reasonably
cooperate in expediting the action” of whether the
paragraph IV patents were invalid or not hﬁlinged_m
21 US.C. §  355()(3)(Biiit). Novartis' action
insulates it from any judicial determinaticn of the
metes and bounds of the scope of the claims of its
four Famvir®  method patents in relation to
design-arcund, a determination that is cenfral to the
proper function of our patent system and 15 a central
purpose of the Hatch-Waxman Act. Teva Fharm.
US4, Inmec. v Pfizer Ine, 405 F3d 990 992
(Fed.Cir. 2005) (rehearing en banc demied) (Gajarsa.
J., dissenting).

EN8. A patent ocwner whe brings an
mfringement claim against an ANDA filer
within the 45-day period invekes an
automatic  30-month stay preventing the
otherwise immediate approval of the ANDA
21 USC § 355(W5WBWii). The stay
provides a safety net and an incentive to
patentees who would otherwise not be
inclined to bring a suit against the generic
becanze at the time the ANDA iz filed, the
patentee has not suffered any economic loss.
Where no commercial activity has yet taken
place, a patentee becomes susceptible to
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having its patent found invalid or not
infringed.

It 15 clear from the legislative history that Congress
intended this “civil action” to adjudicate the very
controversy that Novartis has created here:

The provision [a “civil action to obtain patent
cettainty”] ... is intended to clanfy that Federal
district cowrts are to entertain such suits  for
declaratory judgments so long as there is a “case or
controversy” under Asticle IIT of the Censtitution.
We fully expect that. in almost all situations where a
generic applicant has challenged a patent [by filing
an ANDA with a paragraph IV certification] and not
been sued for patent infringement, a claim by the
generic applicant seeking declaratory judgment on
the patent will gzive rise to a justiciable “case or
controversy” under the Constitution. We believe that
the only circumstance in which a case or controversy
might not exist would arise in the rare circumstance
in which the patent owner and brand dmg company
have given the generic applicant a covenant not to
sue, or otherwise formally acknowledge that the
generic applicant's dmig does not infringe.

The mere fact that neither the patent owner nor the
brand drug company has brought a patent
infringement suit within 43 days against a generic
applicant does not mean there 15 no “case or
controversy.” The sole pwpose of requiring the
passage of 45 days is to provide the patent owner and
brand-name dmg company the first opportunity to
begin patent litigaticn. Inacticn within the 45-day
pertod proves nothing, as thare are factical reasens
why a patent awner or brand drug company might
refiain fiom bringing suit on a patent within 45 days.
For axampls, the brand drug company might have
several patents listed in the Food and Drug
Administration’s Orvange Book with respect to a
particular drug. It could be in the company’s intarest
o bring suif within 43 days on one patent and to hold
the ofhers in rvesarve. The suit on one patent would
automatically stay approval of the generic application
vutil the lawsuit is resolved or the 30 months elapses.
Holding the other patents in reserve would introduce
uncertainty that could discourage generic companies
from devoting resources to bring the generic dmg to
market and that would give the brand dimg company
a second opportunity to delay generic competition by
sung the generic company for infiinpement of the
reserved patents after the resolution of the indtial
infringement suit.

In each of these and in other circumstances, generic
applicants must be able to seek a resoluticn of
disputes tnvolving all patents listed in the Orange
Book with respect to the diug immediately upon the
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expiration of the 45-day period. We believe there can
be a case or controversy suffictent for courts to hear
these cases merely because the patents at issue have
been listed in the FDA Orange Book, and because the
statutory scheme of the Hatch-Waxman Act relies on
early resolution of patent disputes. The declaratory
judgment provisions in this bill are intended to
encourage such early resclution of patent disputes.

149 Cong. Rec. S13885 (Nov. 23, 2003) (remarks of
Sen. Kennedy, ranking member of Senate HELP
committee) (emphasis added). A central purpose of
the Hatch-Waxman Act and the subsequent ANDA
declaratory judgment amendment to that Act i3 “to
enable competitors to bring cheaper. genenic .. drugs
to market as guickly as possible”™ Jd. Novartis'
actions frustrate this purpose and create a basis for
finding a justiciable controversy.

A fowth circumstance contributing to  Tewva's
justiciable  controversy iz Novartis'  pending
nfringement litigation. See Nevarfis Pharm. Corp,
Mo, 05-1887. As stated previously, Novartis' suit
against Teva on Teva's submitted ANDA is an
Article IIT controversy. A justiciable declaratory
judgment controversy arises for an ANDA filer when
a patentee lists patents in the Orange Book, the
ANDA applicant files its ANDA certifying the listed
patents under paragraph IV, and the patentee brings
an action agamst the submutted ANDA on one or
more of the patents. The combination of these three
circumstances 15 dispositive in establishing an actual
declaratory judgment controversy as to all the
paragraph IV certified patents, whether the patentee
has sued on all or cnly some of the paragraph IV
certified patents. Our conclusion supports what we
have already established in non-ANDA cases-that
related litigation involving the same technology and
the same parties 15 relevant in determining whether a
justiciable declaratory judgment controversy exists
on other related patents. See Nanguard Research, Inc.
v. Peat, Inc, 304 F3d 1249 1255 (Fed.Cir.2005)
(following Goodyear and finding a  justiciable
declaratory  judgment controversy  where  the
defendant had sued the declaratory judgment plaintiff
for misappropriation of trade secrets thereby
demonstrating  “a  willingness to  protect  [its]
technology.”). Goodvear Tire & Rubber Co. w
Releasomers, Inc., 824 F.2d 933, 955 (Fed Cir. 1987)
(finding a  justiciable  declaratory  judement
controversy in a patent non-infringement and
imvalidity action where the defendant had sued the
declaratory judgment plaintiff in state cowrt for
misappropriation of trade secrets involving the same
technology. thereby engaging in “a course of conduct

2 2007 ThomsonWest. No Claim to Orig. US. Govt. Works.
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that shows a willingness to protect that technology.™).

Novartis' selective 937 suit creates uncertainty as to
Teva's legal rights under its ANDA. Ordinarily. a
potential competitor in other fields is legally free to
market its product in the face of an adversely-held
patent. In contrast, under the Hatch-Waxman Act an
ANDA filer in Teva's situation is not legally free to
enter the market because federal statutes prohibit it
See 21 USC § 335(5WBYis). Hence, Teva
suffers a direct legal injury from the actions that
Novartis has already taken-Novartis' listing of the
five Famvit® patents in the Orange Book and
Novartis' suit against Teva challenging the validity of
Teva's ANDA-which requires judicial relief. It is this
exact type of uncertainty of legal rights that the
ANDA declaratory judgment action was enacted to
prevent. See fd §  353(1)(3)C). Congress clearly
has autherity to give standing and create justiciable
imjuries through legislation for parties that might
otherwise have no recourse as long as Congress does
not exceed the limitations of Article III. Gladstone
441 TS, at 100 (“Congress may, by legislation,
expand standing to the full extent permitted by Ast.
I, thus permatting litization by one “who otherwise
would be barred ...° * (internal citations onutted)).
Congress created the ANDA declaratory judgment
action for generic ding compames specifically to
avoid the type of legal uncertainty that Novartis has
created. The legislative history of the ANDA
declaratory judgment amendment explicitly states
that the “uncertainty” caused by a brand-name
company when it chooses to sue on only selective
patents submitted in a single ANDA is an injwy
sufficient fo support a justiciable controversy. See
149 Cong. Rec. S13885 (Nov. 23, 2003). The type of
legal uncertainty as to the legal status of Teva's
ANDA that Novartis has created by suing on only
one of the five paragraph IV certified Famvir®
patents listed in the Orange Book is a present injury
sufficient for a justiciable controversy.

Finally, the pessibility of future litigation that
Novartis created by electing to challenge Teva's
ANDA on only one of the five Orange Book listed
Famvir® patents is a fifth circumstance
contributing to finding that Teva has a justiciable
declaratory judgment controversy. Novartis' suit on
the 937 patent alone leaves open the possibility of
future litization regardless of whether Teva wins or
loses the 937 infringement smt. The possibility that
an ANDA filer will be subject to multiple
infringement suits from the same patentee based on
the submussion of a single ANDA containing several
paragraph IV certifications 15 an injury relevant to

@%ﬁ@%‘ﬂf/&ﬂﬁ?% BIEF P56 R 3

Page 9

finding a justiciable controversy. If Teva is
successful  in  defending the pending 937
infringement suit, it remains subject to four
additional infringement actions by Novartis under 35
UsC §  271{el2) on the remaining Famvir®
Orange Book patents certified in Teva's ANDA under
paragraph IV. By its action, Novartis is insulating its
Famvir® Orange Bocok patents from any challenge
of invalidity or non-infringement until all the patents
expire. This threat of protracted litigation creates a
present and real harm that is a relevant circumstance
in finding whether a justiciable controversy exists.

III. CONCLUSION

The Court re-affirmed in Medlmmuns the “all
circumstances” analysis as the correct standard to use
in determining whether a justiciable Asticle III
controversy exists in a declaratory judzment action.
Under this standard, we find that Teva has an
mjmyin-fact and a justiciable controversy that can be
fully resclved by a declaratory judgment. Allowing
Teva's declaratory judgment action is consistent with
the “controversy” requirement in Asticle III and the
Declaratory Judgment Act because the suit will
achieve a final determination that resolves the entire
dispute between Teva and Novartis. Teva has
experienced real and actual injury. Consequently,
Teva's injuries are traceable to Novartis' conduct and
those injuries can be redressed by a favorable judicial
decision. Therefore, Teva has established standing
and an actual controversy sufficient to confer
jurisdiction under the Declaratory Judgment Act.

For these reasons we reverse the district cowt's
decision dismissing Tewva's declaratory judgment
action.

REVERSED

Concurring opinion filed by Sendor Circuit Judge
ERIEDMAN FRIEDMAN., Senior Circuit Judge,
concurting in the judgment.

I agree with the court that the appellant Teva
Pharmaceuticals USA, Ine. (“Teva™) has shown an
“actual controversy” under the Declaratory Judgment
Act, 28 USC § 2201(s). and that the district
court's judzment dismissing Teva's declaratory
judzment action for lack of jurisdiction should be
reversed. I write separately becaunse I fake a
somewhat different. and shorter. path than the court
does in reaching that conclusion.

In Medlmmune, Inc., v. Ganentech, Inc., 349 U5 ——

2 2007 ThomsonWest. No Claim to Orig. US. Govt. Works.
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(2007), the Supreme Court rejected this count's settled
view that a patent licensee must “terminate or be in
breach of its license agreement before it can seek a
declaratory judzment that the uwnderlying patent is
invalid, unenforceable, or not infringed.” Id,, slip op.
at 1;: see Gen-Probe Ine v, Tsis. 339 F 3d 1376
(Fed.Cir 2003). The Supreme Court ruled that the
jurisdiction of the district court did not twn on
whether the declaratory judgment plantiff had
stopped paying royalties under or otherwise
terminated the license, but on the general broader
principles  governing  declaratory judzment
jurisdiction, namely, whether the dispute between the
parties 15 © “definite and concrete, touching the legal
relations of parties having adverse legal interests';
and that it be ‘real and substantial’ and ‘admit] of
specific relief through a decree of 2 conclusive
character, as distingnished from an opinion advising
what the law weould be upon a hypothetical state of
facts... Basically. the question in each case 1s

whether the facts alleged, under all the circumstances,

show that there 15 a substantial controversy, between
parties having adverse legal interests. of sufficient
immediacy and reality to warrant the issuance of a
declaratory judgment.” © Medlmmune, slip op. at 7-3
(citation and footnote omitted).

In a somewhat detailed footnote, the Supreme Court
stated that this court's © ‘reasonable apprehension of
imminent suit” test” for determiming declaratory
judgment jurisdiction in patent cases (see Teva
Phavms., US4 Jne v, Pfizer. 395 F.3d 1334 1333
(2003)) “would still contradict”™ a prior Supreme
Comt case and also “conflict] T° with another
Supreme Cowt case, both of which that Court had
relied on in its license breach ruling. Jd,, slip op. at 13
n. 11. Although these footnote statements were dicta,
the Cowt apparently was telling us that it rejected our
“reasonable apprehension of fmminant suit” test for
deternuning  declaratory  judgment jurisdiction in
patent cases, and that the broader general rules
governing declaratory judgment jurisdiction also
govern patent cases.

In these unusual cirenmstances, where the Supreme
Cowt went out of its way to state its disagreement
with our “reasonable apprehension of fmminent suit”
test, which was not an issue in the case before i, it
appears incumbent on us to stop using that test and
hereafter to apply the general declaratory judgment
standards that the Supreme Court applied in
Medimmume.

I agree with the court that under these general
standards there was an “actual controversy” between
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Teva and Novartis about the infringement and
validity of the four patents relating to the Famvir®
technology. All five of Novartis' FamvirE  patents
are closely related. As this court here recognizes, by
listing those five patents in the Orange Book
“Novartis represent[ed] that a ‘claim of patent
nfringement could reasonably be asserted if a person
not licensed by the owner engaged in the
manufacture, wse or sale’ of generic fameciclovir
covered by the claims of its listed Famvir®
patents.” Maj. Op. at 15, In its Abbreviated New
Dirug Application filed with the Food and Dmug
Administration, Teva certified under paragraph IV of

21 USC § 355(11(2(A)vii) that “its dmug did not
infringe” any of the five Novartis Famvir®  Orange
Bock patents or that the patents were invalid. There
thus 13 an existing controversy between the parties
over whether Tewva's generic version of Famvir®
would infringe the four other Famvir®  patents
listed in the Orange Book, and whether these patents
are valid. Novartis' filing of the suit charging that
Teva has infringed one of those five patents and
Teva's filing a declaratory judgment suit relating to
the cther four patents confirms that the controversy
between the parties is continuing.

C.AFed. (N.J),2007.

Teva Pharmaceuticals TUSA, Inc. v, Novartis
Pharmaceuticals Corp.

- F.3d -, 2007 WL 942201 (C_A Fed. (N.I))

END OF DOCUMENT

2 2007 ThomsonWest. No Claim to Orig. US. Govt. Works.
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United States Court of Appeals for the Federal

Circuit

03-1227, -1258

PFIZER INC,,

Plaintiff-Appell

ant,

DR. REDDY’S LABORATORIES, LTD.
and DR. REDDY’S LABORATORIES, INC.,

Defendants-Appellee

Glen D. Nager, Jones Day, of Washington, DC, argued for
plaintiff-appellant. With him on the brief were Gerald Sobel, and Milton Sherman,
Kaye Scholer LLP, of New York, New York; and Gregory A. Castanias and David O.
Bickart, Kaye Scholer LLP, of Washington, DC. Of counsel on the brief was David

E. De Lorenzi, Gibbons, Del Deo, Dolan, Griffinger & Vecchione, of Newark, New
Jersey.
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Brian T. Moriarty, Budd Larner Rosenbaum Greenberg & Sade, of Short
Hills, New Jersey, argued for defendants-appellees. With him on the brief were

Andrew J. Miller, Nicholas A. Tyacke, Jacquelyn Inserra, and Vijayant Pawar.

David G. Conlin, Edwards & Angell, LLP, of Boston, Massachusetts, for

amicus curiae Takeda Chemical Industries, Ltd. With him on the brief were Barbara

L. Moore, Kathleen B. Carr, and B. Stephanie Siegmann.

John F. Lynch, Howrey Simon Arnold & White, LLP, of Houston, Texas,

for amicus curiae Merck & Co., Inc.  With him on the brief were Nicolas G.

Barzoukas and Richard L. Stanley. Of counsel on the brief were Paul D. Matukaitis,
Edward W. Murray, and Gerard M. Devlin, Merck & Co., Inc., of Rahway, New

Jersey.

Allen M. Sokal, Finnegan, Henderson, Farabow, Garrett & Dunner, L.L.P.,

of Washington, DC, for amicus curiae Wyeth. With him on the brief was Gregory

A. Chopskie. Of counsel on the brief was David A. Manspeizer, Wyeth, of Madison,

New Jersey.

E. Edward Bruce, Covington & Burling, of Washington, DC, for amicus

curiae Pharmaceutical Research and Manufacturers of America.  With him on the
brief were Robert A. Long, Jr. and Christopher N. Sipes.

Steven P. Caltrider, Eli Lilly and Company, of Indianapolis, Indiana, for

amicus curiae Eli Lilly and Company. With him on the brief were Robert A.

Armitage and James J. Kelley.

Philip Allen Lacovara, Mayer Brown Rowe & Maw, of Washington, DC,

for amicus curiae Washington Legal Foundation. With him on the brief were
Donald M. Falk; and Michael O. Warnecke, Joseph A. Mahoney, and Thomas R.
Stiebel, Mayer Brown Rowe & Maw, of Chicago, Illinois. Of counsel on the brief

were Daniel J. Popeo and Richard Samp, Washington Legal Foundation, of
Washington, DC.

Appealed from:  United States District Court for the District of New

Jersey
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Judge Katherine S. Hayden

United States Court of Appeals for the Federal

Circuit

03-1227, -1258

PFIZER INC.,

Plaintiff-Appellant,

DR. REDDY'S LABORATORIES, LTD.
and DR. REDDY'S LABORATORIES, INC.,

Defendants-Appellees.

DECIDED: February 27, 2004

Before MAYER, Chief Judge, NEWMAN and LOURIE, Circuit Judges.

Opinion for the court filed by Circuit Judge NEWMAN. Dissenting opinion
filed by Chief Judge MAYER.

NEWMAN, Circuit Judge.
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Pfizer Inc. appeals the judgment of the United States District Court for the
District of New Jersey, ruling that defendants Dr. Reddy's Laboratories, Ltd. and Dr.
Reddy's Laboratories, Inc. (together "Dr. Reddy's") do not infringe the extended term
of Pfizer's United States Patent No. 4,572,909 ("the '909 patent"), and on this ground

dismissing the complaint.'!"!

We conclude not only that the extended patent term
includes the claims that cover Dr. Reddy's product, but also that the dismissal was
improperly granted. The judgment is reversed.
BACKGROUND
Pfizer is the owner of the '909 patent, which claims certain dihydropyridine
compounds and their acid addition salts, including the compound having the common
name amlodipine, and its salts. Amlodipine is the compound of claim 8. The

relevant claims follow:

1. A dihydropyridine compound of the formula

H R
R1O,C CO3R?

CHj CHy—(0O=—Y-—NHR?

= Z

or a pharmaceutically acceptable acid addition salt thereof,
wherein Y is C(CHy),C, C(CHy);C, CCH, CH(CH;3)C or
CCH,C(CHj),C; R is aryl; R! and R? are each independently C;CCy4
alkyl or 2-methoxyethyl; and R’ is hydrogen, C,CC, alkyl, 2-(C,CC,4
alkoxy)ethyl, cyclopropylmethyl, benzyl, or C(CH,),COR” where m is

1 pfizer Inc. v. Dr. Reddy's Laboratories, Ltd., No. 02-02829, 2002 WL
31833744 (D.N.J. Dec. 17, 2002).
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1,2 or 3 and R* is hydroxy, C,CC; alkoxy or CNR’R® where R® and R®
are each independently hydrogen or C,CC,4 alkyl; wherein aryl is
phenyl; phenyl substituted by one or two of nitro, halo, C;CC, alkyl,
C,CC4 alkoxy, hydroxy, trifluoromethyl or cyano; I-naphthyl; or
2-naphthyl.

7. A compound according to claim 1 wherein R is 2-chlorophenyl or
2,3-dichlorophenyl, R!is CHs;, R? is CyHs, Y is C(CH;),C and R’
1s H or CHs.

8. A compound according to claim 7 wherein R is

2-chlorophenyl and R* is H.

Pfizer obtained federal registration of an anti-hypertensive, anti-ischemic drug
product whose active ingredient is amlodipine, as the besylate salt. In obtaining the
registration, Pfizer submitted clinical data obtained using both amlodipine besylate
and amlodipine maleate. The besylate salt was selected by Pfizer for ease of
tableting. The seventeen-year term of the '909 patent ended on February 25, 2003,
but was extended for 1,252 days, until July 31, 2006, measured as a portion of the
time consumed by the federal regulatory approval process, as authorized by the Drug
Price Competition and Patent Term Restoration Act of 1984, Pub. L. No. 98-417, 98
Stat. 1585 (the Hatch-Waxman Act), codified at portions of Title 35 and Title 21.
Pfizer's expert declaration stated:

In the Patent Certification section of the NDA for Norvasc® . . .
Pfizer certified that "the drug, amlodipine, which is the subject of this
application (NDA-19,787) and the formulation for such drug claimed
by the listed patent (patent No. 4,572,909) provided in Section 14 of
this NDA is the subject of the approval being sought under Section 505
of the Federal Food, Drug, and Cosmetic Act."

In Pfizer's application to the PTO requesting term extension under 35 U.S.C.
§156, Pfizer identified Norvasc® as the product for which regulatory approval had
been obtained, and stated that Norvasc® was "further identified" as amlodipine

besylate.
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In December 2001 Dr. Reddy's filed a new drug application, known as a "paper
NDA" under 21 U.S.C. §355(b)(2), proposing to market amlodipine as the maleate
salt, for the uses for which Pfizer had obtained federal approval, based on the data that
Pfizer had provided to the Food & Drug Administration (FDA). Dr. Reddy's
acknowledges that amlodipine maleate is covered by the claims of the '909 patent, but
argues that the term extension applies only to the besylate salt because that is the
registered product. The district court agreed with Dr. Reddy's.

DISCUSSION
The patent term restoration provision of the Hatch-Waxman Act is directed

to new drug and medicinal products that are subject to pre-market federal regulatory
approval. By restoring a portion of the patent term that is consumed during the
approval phase, the incentive to develop and market products that require lengthy
pre-marketing approval is intended to be preserved:

The purpose of Title II [Patent Term Restoration] is to create a
new incentive for increased expenditures for research and development
of certain products which are subject to premarket government
approval. The incentive is the restoration of some of the time lost on

patent life while the product is awaiting pre-market approval.

H.R. Rep. No. 98-857 at 15 (1984), reprinted in 1984 USCCAN 2647, 2670.
The Hatch-Waxman Act balanced the term-extension benefit to patentees, with new
benefits to generic producers. As discussed in Glaxo, Inc. v. Novopharm, Ltd., 110

F.3d 1562, 1568 (Fed. Cir. 1997), the legislation was "designed to benefit makers of

generic drugs, research-based pharmaceutical companies, and not incidently the
public." See also Eli Lilly & Co. v. Medtronic, Inc., 496 U.S. 661, 672 (1990).

Balancing the Title II patent term extension benefit to patentees, Title I of the Act
gave generic producers freedom from infringement during production and testing of
generic counterparts intended to be sold after patent expiration. The Act also gave
generic producers the right to rely on the patentee's data and approved uses to support
approval of their generic counterparts, superceding the prior requirement that the
generic product be independently shown to be safe and affective. See Id. at 672
(recognizing the equilibrium between the grant to generic producers of the right to use
the patentee's data and conduct otherwise infringing activities, and the restoration of a

portion of the time required for federal approval).
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Dr. Reddy's application relied on the safety and efficacy data submitted to the
FDA by Pfizer, which had included testing of amlodipine as both the maleate and
besylate salts. Dr. Reddy's argues that Pfizer's term extension is limited to
amlodipine as the besylate salt, and that amlodipine maleate is a different "active
ingredient." Dr. Reddy's concedes that both products have the identical "active
moiety," as it must in order to use Pfizer's approved registration. However, Dr.
Reddy's argues that only the specific salt for which Pfizer obtained approval is
protected by the extended term of the patent. In particular, Dr. Reddy's argues that
the district court properly held that §156(b) limits the rights derived under the
extended term of a patent to the specific form of the approved product, i.e., a free base
or a specific salt, citing Merck & Co. v. Kessler, 80 F.3d 1543 (Fed. Cir. 1996), for
support.

Pfizer argues that the patent term extension statute itself contemplated that a
therapeutic product could be administered as a "salt or ester of the active ingredient,"
and that the extension is not defeated by simply changing the salt or ester. The
codification states this scope:

35 U.S.C. §156(f) For purposes of this section:

(1) The term "product" means:
(A) A drug product.
(B) Any medical device, food
additive, or color additive subject to
regulation under the Federal Food, Drug,

and Cosmetic Act.

(2) The term "drug product"”
means the active ingredient of --

(A) anew drug, antibiotic drug, or
human biological product (as those terms
are used in the Federal Food, Drug, and
Cosmetic Act and the Public Health
Service Act), or

(B) anew animal drug . ..
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including any salt or ester of the active ingredient, as a single

entity or in combination with another active ingredient.

The Food, Drug & Cosmetic Act similarly provides that a "drug product”
includes any salt or ester of the active ingredient:
21 C.F.R. §60.3(b)(10) Human drug product means the active
ingredient of a new drug or human biologic product (as those terms are
used in the [FD&C] Act and the Public Health Service Act), including
any salt or ester of the active ingredient, as a single entity or in

combination with another active ingredient.

Pfizer stresses that the FDA's approval describes the approved product as
"amlodipine." Dr. Reddy's stresses that in filing its request for term extension, Pfizer
identified the approved product as amlodipine besylate.

The district court held that the term extension is limited to amlodipine besylate,
and that although amlodipine maleate is covered by the claims, it is not subject to the
extended term. The court reasoned that the statute limits the term extension to "the
first permitted commercial marketing or use of the product," 35 U.S.C. §156(a)(5)(A),
and that this was only for amlodipine besylate. Pfizer responds that the commercial
marketing and use are the same for Dr. Reddy's salt form of amlodipine, and that 35
U.S.C. §156(f) makes clear that "drug product" means the active ingredient "including
any salt or ester of the active ingredient." Pfizer points out that a changed salt does
not affect the therapeutically active agent, which is the same amlodipine, whatever the
salt. Pfizer argues that if a change in the salt removes amlodipine from the
Hatch-Waxman Act's term extension benefit to the patentee, it also removes it from
the Act's counterpart benefits to the generic producer.

We conclude that the active ingredient is amlodipine, and that it is the same
whether administered as the besylate salt or the maleate salt. The statutory definition
of "drug product” is met by amlodipine and its salts. Dr. Reddy's is proposing to
market the "drug product,”" as defined in 35 U.S.C. §156(f), for the same approved
uses. The statute foresaw variation in the salt or ester of an active ingredient, and
guarded against the very loophole now urged. See 35 U.S.C. §156(f); 21 U.S.C.

i) and (v). s several amici curiae point out,”~ the Hatch-Waxman
§355G)(5)(D)(1) and (v). A 1 amici curiae poi 121 the Hatch-W.

22l Amicus curiae briefs were filed by Eli Lilly & Co.; Merck & Co., Inc.;
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Act established a balance whereby the patent term extension is offset by facilitating
generic entry when the extended term expires, yet preserving the innovation incentive.
Whether or not this bargain achieved "perfect symmetry" -- Dr. Reddy's argues that it
was not intended to do so, but was designed to favor the generics -- the text of the
statute shows that it was not intended to be defeated by simply changing the salt.
None of the aspects offered to the district court or on this appeal suggests a statutory
intent to provide the generic producer with access to the pioneer's approved uses and
data while barring extension of patent coverage of the drug product whose approvals
and data are provided. To the contrary, as we have discussed, the Hatch-Waxman
Act foresaw and averted the potential loophole of a change in the salt of the active
ingredient.
As we have observed, 35 U.S.C. §156(f) defines the drug product as including
"any salt or ester of the active ingredient." See Abbott [aboratories, Inc. v. Young,
920 F.2d 984, 985-89 (D.C. Cir. 1990). The FDA ruled that "the term 'active

ingredient' as used in the phrase 'active ingredient including any salt or ester of the

active ingredient' means active moiety." Abbreviated New Drug Application
Regulations: Patent and Exclusivity Provisions, 59 Fed. Reg. 50,338, 50,358 (F.D.A.
Oct. 3, 1994). The FDA has defined "active moiety" as "the molecule or ion,

excluding those appended portions of the molecule that cause the drug to be an ester,
salt . . . responsible for the physiological or pharmacological action of the drug
substance." 21 C.F.R. §314.108(a).

The district court misconstrued the statute, in holding that the extended patent
term did not cover any amlodipine salts except the besylate. The Act by its terms
extended the term of the patent for the registered uses of the drug product including its
salt esters. The "rights derived" provision of §156(b) specifically limits the
extension to "any use approved for the product," which means that other, e.g.,
non-pharmaceutical uses, are not subject to the extension. That provision does not
contain any limitation regarding the form of the product subject to the extension. In
fact, §156(f) clearly provides otherwise, in defining the term "product" as "including
any salt or ester of the active ingredient." Thus, Dr. Reddy's attempt to limit the

extension to the specific approved salt on the basis of the "rights derived" provision of

Wyeth; Pharmaceutical Research & Manufacturers of America; Takeda
Chemical Industries, Inc.; and Washington Legal Foundation.
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§156(b) to the approved product is unsound. The district court's reliance on Merck,
80 F.3d 1543, is inappropriate, for the issue of that case is unrelated to that before the
district court. The issue in Merck was whether a patent whose term at the time of
grant was 17-years-from-grant, and whose term had duly been extended under §156,
could obtain a second extension after the 20-years-from-filing term became available
to that patent. The court in Merck held that a second extension was not available.
The Merck case is not relevant.

We conclude that the extended term of the '909 patent covers amlodipine and any
salt or ester, as provided by §156(f) and as claimed in claims 1, 7, and 8. The
extension is not limited to the besylate salt of amlodipine. The judgment of

non-infringement and ensuing dismissal, is reversed.

REVERSED
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United States Court of Appeals for the Federal

Circuit

03-1227, -1258

PFIZER INC,,

Plaintiff-Appellant,

DR. REDDY’S LABORATORIES, LTD.
and DR. REDDY’S LABORATORIES, INC.,

Defendants-Appellees.

MAYER, Chief Judge, dissenting.

Because I believe the district court correctly interpreted 35 U.S.C. § 156(b) to
limit the patent term to the specific product that was the subject of Food and Drug
Administration approval, I dissent. As the court points out, section 156(f) defines a
product as a new drug “including any salt or ester of the active ingredient.” What
the court fails to consider, however, is that regardless of how a product is defined in
section 156(f), to be eligible for a patent term extension, that product must “ha[ve]
been subject to a regulatory review period before its commercial marketing or use.”
35 U.S.C. § 156(a)(4). In this case, the product that was subject to
regulatory review was amlodipine besylate. It was not merely amlodipine, nor was it

amlodipine maleate, the product that Dr. Reddy’s seeks approval to market. As
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such, the product amlodipine maleate cannot qualify for a patent term extension; it
does not comport with the statutory requirements for eligibility.
An extension also does not comport with precedent. In Merck v. Kessler,

80 F.3d 1543, 1547 (Fed. Cir. 1996), we held that a patent can be given only one

extension regardless of the number of drugs that it may claim were subject to
approval. And, in interpreting section 156(b)(1), the section at issue in this appeal,
we held that “the restoration period of the patent does not extend to all products
protected by the patent but only to the product on which the extension was based.”
In this case, the restoration period should apply narrowly to cover only amlodipine

besylate.
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3 35 U.S.C. 102 Conditions for patentability; novelty and loss of right to patent.
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®> 35 U.S.C. 103 Conditions for patentability; non-obvious subject matter.
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&Pl e it s 2 B 2 (prosecution history estoppel) iR i K ig (FFTF o o N E L&
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Bgoag  Be hf (ERTERE FIA AP B HcR AR F L1 &)
IR dot i mH R T i A H @ B e~ e T LB R D
Y L Ak I EROL L BT AL - B ATRE R RE D T
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ﬂ’uaifﬁﬁﬁmw;ﬁ%ﬁiﬁagﬁﬂ*w#< [ER S ELUANEIP A o g
R Rl A 1T s e fe SUB AT S e P ER A F AR 2 FEMAZ A2 N2
BTGNS A AN ERAIFm R 2 6 o B A Fa4ofe B & 4 paragraph IV
AF 3 A6 {fiap @R hs 58 5 b 5 é’r*%ﬂ%@ii#&é&i% 4
TRy A merge § FERNITELT T RPTE o7 il g 0 2§
IR RDEWMERE R

prikgp ol b2 3 2 e B3 MMOT £ B 7 L #0%] 42 % £ 212» Impax
Laboratories, Inc.2_ 3% # 33 4, %538 - 25 ¥ 33 4% 1 (Larry Hsu)>t 2007 # 8 * 7 p 4
LA Jle— @t B afpr Y Femwr FE5 BRI
S RIS DB A A AR BRI FF 0T 8 S5k et 2
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1. 2@ R
1999 # 12 * 14 p reverse merge : Global Pharmaceutical Corporation +

Impax Pharmaceuticals, Inc. = Impax Lab.
(1) Global Pharmaceutical Corporation : sales, marketing, distribution

(2) Impax Pharmaceuticals, Inc. : research, development
2. 2P ARAEI wiFY

(1)Generic drugs (Global Division)

%4

a. [
(a)Speed to filing
(b)Legal strategy
b.*
(a)Controlled-release generics
(b)Niche generic products : G|4c#g 2 & 35 API kiR ~ 45 feih

formulation or development ~ special handling requirements
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(2)Branded drugs (Impax Division) : Central nervous system disorders

a.2 @ Bak
(a)Headquarter : Hayward California - R&D facility, commercial

manufacturing
(b)Philadelphia : administration building, warehouse, commercial

center

b.2003 & & #F

(a)9 ANDA approvals received (7 final, 2 tentative)
(b)8 new applications filed (2 IND)
(c)Revenue : US$ 58,818,000 (+* 2002 & 3 4 139%)
c.¥ 7 & TR
(a)Teva + = (2001 # 6 * )
£ & 1% 12 78 # 5> - Impax #£7 % Fb Fomarketing right 4 2 a2 % -
B F o~ 10 d 72 iRk option 4 0 ¢ 4rz 6 7 Impax i i
FDA 2 &5 4 ¢
(i)Laratadine / Pseudophedrine Sulfate 12-hr Extended Release Tablet
(generic of Claritin D 12-Hour)
(i)Laratadine / Pseudophedrine Sulfate 24-hr Extended Release Tablet
(generic of Claritin D 24-Hour)
(i11)Loratadine Orally Disintegrating Tablet
(iv)Bupropion Extended Release Tablet (generic of Wellbutrin SR
Tablet)
(v)Bupropion Extended Release Tablet (generic of Zyban Tablet)
(vi)Omeprazde Delayed Release Capsule (generic of Prilosec Capsule)
(b)Novartis (2001 & 12 ¥ )

Loratadine
Impax B 2F 22 4 & - Novartis marketing and sales

(c)Wyeth (2002 & 6 * ) &4 & 5 Alavert
(i)Laratadine / Pseudophedrine Sulfate 12-hr Extended Release Tablet

(generic of Claritin D 12-Hour)
(ii)Laratadine / Pseudophedrine Sulfate 24-hr Extended Release Tablet

(generic of Claritin D 24-Hour)
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d.Impax B % 2 4 & - Wyeth marketing and sales

(a)Schering-Plough (2002 # 6 * ) : Laratadine / Pseudophedrine
Sulfate 12-hr Extended Release Tablet (generic of Claritin D
12-Hour)

(b)Leiner Health Products (2004 & 7 %)

(i)Laratadine / Pseudophedrine Sulfate 24-hr Extended Release Tablet
(generic of Claritin D 24-Hour)
(ii)Loratadine Orally Disintegrating Tablet
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1.2 7 g
MF EFZaH - R2E L IPO F] merge 7 & % 7Global 353 7 &

¢ Impax Lab. °

QF#HEF 1I0RERA > SPENB/IM2P| W F S o Loz L7 WHMRE 5
¥ 27 R&D M2 2 AWML 2 [ F@ )5 R (e 2 HTFTF & it
i Impax Ryt R 23 f 332 Global Ryt) » H4RIHZEF o

2.5 M

2P EL:£57004 > 29 R&D 55 150 £ o
@)% A 52 AP

a.Brand Development : % ¥ 80 4 » & % R&D 14 % sales force

(AR&D: £ 20% » 2FEREMEEZHAR o
(b)Sales force : % %) 66 4 » H 3t CNS 44 » P o 4 & | RAR W2 &

&% 1 cover AH 2 F B X BRB— [ WP efTr o
b. Generic Development :

(a)R&D : % ¥ 120 £ -
(b)Sales marketing : % 5 4 o

c. Administration : & 3% finance, legal (¥ 4 = in house), IT ¥ Legal %

2

¢ # IP management ; 33X ehR Ao & i legal fee £ &+ F 11t o
() 22 WAL > REREBEFE ROTES 5 ERAD) -
(4)Generic R e R&D &% % iF branded 3R 2. 2 & % o

F

3NPAE

(1) F % 2_ controlled release generic % 3 > J* 4 38 2_F % ANDA 3
RBP T B F(4F A3 Teva) o

(2)2002 & B 42 branded % 5-2_ 3 E -

a. i CNS 478 (3 R4 3 o & CNS 413 1 1) -

b. PH%- BELDI AXF FDAZEEEEV P 47 i) p F5dt

4-121



SRR ISR P96 AR
S e T @éf

4% Parkinson -

4.7 Fkw
(1)Generic £ branded 2. 7 3Kk % : d ** branded 2 pipeline p 47 "% > %

%3E® 3 > branded ¥ # #& line extension

(2)Branded 2. { % #2 o 1 & fl#Fam et o B4 * citizen petition (5]4r& F
FDA#ERE 7R REFBE#% v FREMFEDREFFGE S
- F)o

()P % ¥ - 3% thT 35 legal fee 5 USS$ 500-600 § % % (i & fi#ic g 2
claims #t% M TR ) o

)P 223k 5 B R ¥ - 22 generic @ & 3% A super generic’ 2 d 4o !
A ST P DIBEEY IR -
b. PR 1M E X Brede s £ 3 0 & 2583 controlled-release( it £ I AR &k

RSP AR G ) (PR FRZ R&D A T35 1,500-2,000 4 -
T 3oEF L USS 1,000)

(G)Frif AT B EhiTEa LERIL S s £.% ¢4 dosage form » 305
xR g
LFenius Efen, o i AR AR £304 5% o
(6)iF3 B oL ¥ & -
5.2 7@ ;’f;‘% s PR ﬁ/:ﬁi
(1)Formulation 2_% & :

a.Alza 2. 5% © § 7 idea {4 &7 dosageform 2 F E > L £k § H >
B3RS RE Y 3 E 0 RED A& 10 BASY
71BEFH(0LR) -
b.Imapx 2. 3 ;8 : AP N p A S L AR F > T 2 € license o
Q)ik-Fimse

a. Marketing Planning : ¢t % 2% £ & 2 M fj(generic )2 2 branded 3% F®
£3 p 2 @IE) 0 % R&D 1 % sales marketing 38 2. fF » 3 & %
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ﬁiﬁ ES T 7 business marketing- ¢t M3 = B ¢ 3% R&D~marketing
14 % Jegal - ﬂ.?:f] 5-6 £ -
b. B identify P 1% & 5-—amend need—literature % 3§ —PK 4 f #&
R RFBELTAMOMERE HIZ RS 24 Bemil {SR&D &
ﬁ?);ﬁ s vf}.?‘?ﬁlp g i%’ié_?&%}?%i%#ﬁ °

2

c. Compound patent 7 £ » H # G357 » 7 {aF 3% o
d B4 5-7T &8 FRypf FPRBZEREBIEL > £ H & BLgn
* T o
(3)IP management #& % £ & F Bt > P R SHAZORF LT E
At AR PIRREZED BN ARRT S BET FP RS
Ao R FREREA ) AR IP FERES AP hiEfF o
6.Hatch-Waxman Act 2_1p ¥ 313

(1)i€_generic e 4 & ‘jé"f‘ ' HWA 2. B4 Z 4+ > e £ 1984 # 3 £ ¢ 5 EmE R
J}i % e 0 T 3 &5 MMA 3 joi B - E R o

(2)*& citizen petition iTH X34 » 2 HEBA N F D PHTH I o

(3)Authorized generic 2 * 4% : 3] 180 fb ¢ # :1F L R T LT T hfb
% branded #FfjH 7 URBLE L RE LER O HBEHLE- KT N
ERECFF AL 180 BF B HP(F £ FDA F4)) > &5 7 Bz
2§35 - Congress © $31#%iE4 S =t > it d ¥ branded # F & Congress
AR PRI REE

(4)4* 4+ branded ¥ § # R generic FRPHFA) > T RG> R REEa T
F ¥ (Impax p & % % branded) -

(5)4+ %+ branded & #-2 & 4|3z » Orange Book 2. ¥ it 35 :
¥ : branded 3 ¥ € 22 ¢ % > Orange Book 2. & |- d24p4 > &
B~ 30-month stay °
b. i3 @ % generic } P 2154 £ (- EF £ F A RFE) o
c. Declaratory Judgment (DJ) : 2w fa ¥ 7 X0 ¥¢ 5 T BB Y 1 3

1-2 B £ @33 > & T’n{generlc—i LR ]‘»branded-ﬁv)ﬁf’b
RAEPFH A "’){'Jf#)rbl HERLE VEBRIBMZ FRBRET A ER
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(6)Paragraph IV : ¢ ¥ 3-# 3 generic % 77 ¥ 7 R £3% % J] & s (2t 3%
ARFE NS EP) - Impax ¥ 3§ (%} ih Paragraph IV > P % fiﬁ]iﬁ 2
BRI BRI - BEREAY) 4 7 settled ie (72 % 7 settlement

T&{branded ¥ generic — L& 2 & ¢ > R ERAT R FH o AT

£ negotiate 3¥ % 17 e i% i)

(Z )T 3R

S

450 4 24 o

“ 1B * #2,000 # batch -

H40BA S BHP 6B A SENB0%L £ -
QC & f4&% -

¥ i ooral drug ® 7 BUR AR A &

3 A2 % & ¥ % Bt schedule o

Capsule z_ == & = % tablet °

e

NS R -

4

| nd

Ei ﬁi“éfi%%“r%%%ii SHERRI I 4 fn%%“i*i‘_@?* ﬁﬁéiﬁ'%éﬁl%"%
B2 3 FEE B ERTFIY 2Tk £ 30

5 L e % ZEER L FP R LERIOTH AR BB PR

EHERET RAZAPM B IR R L F L ER T H2 kv B )

* ¢ SPFAR (citizen petition) 2 B * 24 2. = 3% authorized generic & » 7 3

T 0 & E R E %é‘és’gx HHZ R AR YA EXLE L

? i 2 Declaratory Judgment 2_ ¥ 3> » i*n;@ FEEREFE S HEEDT L

FeAzAp b B JI3FR F"“?ﬁ’,?'r*if‘f P BT B AR ] e L
& drie * REC2 B L%‘S-L 5 Wk £

—

@ & P53 B Impax F¥&+I§_ 2

\44“:& ‘J&? i

SRR EEFES w2 0 g
Impax B2 3% 1% 7R3 4] 2 28 (@

At HE g2 Wk o453t Impax P w2 H @ o P
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BRFRFE T B F - PP E s LSRR 2R o
FROE2ZE CERR N FIT A FR2 AR FRPIE T
ARME R PR L 4 TP S B L BRI R 2 YEEE R

VLS GRS E LER I RS E - RS LB A TR
B3 super generic YT H EF o P w S WEA L H B EREE
e B2 F LFL I E P ERUBFLER RIS ERGEY > W F
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