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ABSTRACT

As one of the most powerful countries in the world, the United States has been constantly
promoting its legislations to countries-around the world through trade negotiation and threat
to sanction, for the purposes of abating trade barriers and pursuing its own interest. In recent
years, for instance, the United States has been trying zealously to introduce the *“patent
linkage” system into Taiwan. “Patent linkage” means that the marketing approval of generic
drugs or the payment of medical insurance are “linked” to the judgment of whether the
generics infringe a valid patent held by a brand-name pharmaceutical company on the same
type of drugs or not. Focusing on this issue, the authors firstly makes further discussion into
the complexity of the patent linkage system in order to examine whether the system is fully
justifiable, and try to evaluate whether it in reality resolves the problems it was set to settle
and facilitates the development of domestic pharmaceutical industry. Secondly, this article
evaluates thoroughly the pros and cons of the existing patent linkage system in the U.S. by
means of literature review and case study. The authors find that most of the negative effects
that the system now brings about result from its pro-brandname measures, which not only
stifle generics competition and accessibility in the pharmaceutical market but also are not



essential for the system to fulfill its mandate. Besides, in order to get fresher and more
substantial suggestions concerning whether or not to establish such measure in Taiwan, the
author also interviewed several attorneys, representatives of local Pharmaceutical industry
and Big Pharma, and tried to analyze if the patent Linkage is suitable for our industrial
environment. Even if Taiwanese government finally chooses to adopt patent linkage, these

injurious side measures should not be introduced altogether.
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And so | face the final curtain
My friend, I'll say it clear
I'll state my case, of which I'm certain

I've lived a life that's full
I've traveled each and every highway
But more, much more than this
I did it my way

Regrets, I've had a few
But then again, too few to mention
| did what | had to do
And saw it through without exemption

I planned each:charted course
Each careful stepialong the byway
But more, much more than this
I did it my way

Yes, there were times I'm sure you knew
When | bit off more than | could chew
But through it all, when there was doubt
| ate it up and spit it out
| faced it all and I stood tall
And did it my way

-By Frank Sinatra “My Way”
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I've lived a life that's full
I've traveled each and every highway
But more, much more than this

I did it my way
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# % (Orange Book)2_ 2 = » £2 ANDA 20 ¥ SR i drk 2ok o

2231 & fIFHE2 22 AR

195 HWA R Z ATE G F Pl @ 5 10 FDA § -t B 5 B 2 & I8 850
Approved Drug Products with Therapeutic Equivalence(®* Orange Book)z. F o & 4% iz &
AT R foe FDA RN Y HE D FRF ML JITN o kR FH A
FE S A E 2 B AIaE] > W E 22 A 4 F(composition) £ & * =+ i (method of
use)® 415 Fif A & & 458 & w4 A 4 (drug compound) ~ # ] 3 (specific formulations) -
£ 5 f ez i * = ;2 (methods of treating certain diseases by administering the drug) - #
FTaR? AEgE v

BAZHAE RARENZFTABE > F RS NEFRBFE L F2L Ak 507

other processes involving site specific genetic manipulation techniques) solely for uses reasonably related to
the development and submission of information under a Federal law which regulates the manufacture, use, or
sale of drugs or veterinary biological products.”

Robin J. Strongin, Hatch-Waxman, Generics, and Patents: Balancing Prescription Drug Innovation,
Competition, and Affordability 11 (June 21, 2002) (background papger, Nat’l Health Policy Forum).

> Clinton P, Wechsler J, Whatever Happened to Critical Path, PHARM. EXEC., Jan. 1, 2006, at 53, 60.

% JOHN R. THOMAS, PHARMACEUTICAL PATENT LAW, 293-99 (2005).

7 patent Act 35 U.S.C. §154 (b) (1984).

18 21 U.S.C. §355(b)(1)(G).
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REEF LER Y S ATEF S ¢ G(Abbreviate New Drug Application, ANDA)p# -
HRAZ I EF LB RNT e GEPEY 2 - 0 2 EE FDA 27 540 835w
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@FAE P 8F LIF 8 mpt- Ll &8 L8R 3 ANDA p o &

Whate 2 N2 —KE A FET O TSRS T 2 Bfld R HIR

-~

&

B e Pas AE LD hfeR e FEG T R R RS e E s B4
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F1EET e A BB A FDATEEL L BT o 0 B LERE B 2

%Jﬁﬁ?’%%ﬁ%&%ﬂ%&ﬁ$%%°#€i’%*—‘:%1§W’HM?E

19 —ﬁ }%, > Yo T ol
() that patent information on the drug has not been filed,;
(1) that the patent has already expired
(111) the date on which the patent will expire; or
(1V) that the patent is invalid or will not be infringed by manufacture, use or sale of the drug for which the
ANDA is submitted.
iET P RLARR AW TRITERNES D FAESLEJREBHTHEHAARNT AL 2P
(F)) BHEEE > $TFE -2006& 67 -



T35 B B R 2 s 05 =

\-‘-H

Bhenuya o B LERY D €FIEIEEHAE X

S

HHP OFDA G HFL IR 4 0 nm®s d BRPRFT L B2 R P
PEET R RRG RE G S AR KRB LEREENERA R ZHEA TA

iiiﬁﬁiJm%ﬁmﬁ’%%§%%&¥wﬁz%mﬂﬁ$@} B TR R
BN AR AL AE S LY B LEE R ARSI S PRARE T BET 54 4
FA2HIE GARRRRE FFEFBLEY 4 R IR BES oD

#
FIRTED HFIE o $ R TR s Bk 4 AL s AR T AR

(\x

§ L ESR R ED G AR o

F o AT R 2 bR ;Y i A Paragraph IV Certification » % & i B4 & T chk Fo
2 poe FIS IR G E L E R RAE T % - Rk Paragraph IV #550Y o
OB AR REL &G g L E R 3§ 180 % 2% Bib R & g7
Bip 180 T HFN CFDA 7 ¢ P EH 6 F LERZ Y o B LERY AEFS
180 22z jp A EHPFP AEF AT FUEPLAFH > HWREJER T > 5 %5
T2 HIE - SR RS MRS R R R E ST o R R TR
1998 & 51 %k > 3T 13 2 L # Y bk frik KA 1% ¢ A Paragraph IV & &
EFRFLERER B BERL S 7oL 2 .

§ ¢ % RuF i Paragraph IV 3% 8t ANDA R #37 Y Gt g 2 T T < FDA 2 71
WO E ]G oot - T AR A o F 5 L E Rkt ANDA 2 ¥ gt Ak
B4 G ASEPE2Z EHF6F 20 & BB T REL ot 45 P M Ak Jl

o F 2 0 FERAIEA A4S P I N T AHkAcrn o FDA T 4338 » %2 ANDA Y
HS R AR EF ARG 2 ANDAF AR - F LT cHWAR T 25
Fi 4 A PN 3R 0 iR 0 FDA iRk ANDA % 8 > # @2 i )il & g -

P4ide 0 Td £ B Hatch-Waxman i 2% i f % 2B R LF FEFBARS -7, FE e i ¥
1204 » % 10 F - 2005 # 7 * -
?! FEDERAL TRADE COMMISSION, GENERIC DRUG ENTRY TO PATENT EXPIRATION: A FTC STUDY, 57-63 (2002)
available at http://www.ftc.gov/0s/2002/07/genericdrugstudy.pdf (& 75 8B p #7:2009 & 2 * 16 p ).

22 21 U.S.C. 355())(5)(B)(iv).

“(I) EFFECTIVENESS OF APPLICATION.—Subject to subparagraph (D), if the application contains a
certification described in paragraph (2)(A)(vii)(1V) and is for a drug for which a first applicant has submitted
an application containing such a certification, the application shall be made effective on the date that is 180
days after the date of the first commercial marketing of the drug (including the commercial marketing of the

listed drug) by any first applicant.”

2 Supra note 21.
24 Celgene Corp. v. KV Pharmaceutical Co., 2008 WL 2937415 (D.N.J. 2008).
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Cpreliminary injunction) » 2 4|4 £ i2 % 4|

231984 # HWA z_ = (s Fir kw2 2 4 2 P 3L
HWA SE 72 18 > R § et B L HF2 R T R EFRad > d FRE L ER
B b B AL $00 5/€_ 1984 # 19%3% < 3 2003 & 2. 43% T 7 &P o gt ¢k 5 2006 £ %

\_}"

G ED 2 BA%TefaEmn b 4R g(FederaI Trade Commission, FTC)>* 2002 # = f#
22 hARE > HWA 232 v 5 & 4 Ko b 44 1 Paragraph IV Certification £ F #p

THOMAS, supra note 16, at 321-23.

% w7 2 21 U.S.C.A. § 355(j)(5)(B)(iii)(I)-(IV) = 38 22} % o

THOMAS, supra note 16,at 309-11.

% 1d, at 314.

THE CONGRESS OF THE UNITED STATES CONGRESSIONAL BUDGET OFFICE, HOW INCREASED COMPETITION
FROM GENERIC DRUGS HAS AFFECTED PRICES AND RETURNS IN THE PHARMACEUTICAL INDUSTRY (July 1998),
available at http://www.cho.gov/showdoc.cfm?index=655&sequence=0&from=5 (last visited Mar. 5, 2009).

O %Y FARE LEFRE 0 L RS LER R uhttp//www.tgpa.org.tw/Disc_2.html (& 15 BB P #
2009 # 3% 4p)-
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Bhode B 2R &1V 3hp > Rl EHET ER AL 22T 5 fed Wl R

31
32

Supra note 21 p.i-xi.

Supra note 21.

Boblhe s s R B W2 E

¥  SmithKline Beecham Corp. v. Apotex Corp., 439 F.3d 1312 (Fed. Cir. 2006) » ¢ & % 2|47 v R 2 | *
0B it FAYPFTUHEEEF 83 26637 > Fwi kP 2 ’;;—;—%ﬁ@ HT 4L GFF Far
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Patents) ~ £ 14 % {|(Polymorph Patents) + % &-¢ R 4= & {/(Drug Intermediate Patents)
=% B %4 % JI(Product-by-Process Patents) % o @ % f| & 5 28 £ & IHE S T A 2 &

Big M2 2730 4 K7 B oo JRFTCZ 2i3he At 1998 # 32001 # & - ¥ F]»tParagraph IV
Certificationz. & f| iz 437 2 ¢ g T80 eeisa sk B d § L B RS F - @ & 8 fse
MRpsr o o o B E LF A i o PR e ET F en B E o B s R

S AR RR AT T LR B

2338 L ER R SRS B E
hem 2248 it > B L ERETE A S LTS R R 2P TR B ERAT
HWE A SRACREGR S - RAFFF LEF IR 2T FUT{EDL
FHET AR LEAEIRALNEE O REJIERE RS L E o T 4Ep P
FAcBARRe » PV ONE L ET T SRACERARV 0 2 RN B FERG O b
B JIEF R OR8N ERD FREFE S A w2 LA RES RRE
ANE SR

P& »eerFEinyeys (declaratory action) 2. #h » 486 TRAERF 7 iU Atdr & i

37 See Abbott Laboratories v. Novopharm Ltd., 104 F.3d 1305 (Fed. Cir. 1997).

Blpzx34 4k 2 G5 ¥ THEHE B2 L — %34 Hatch-Waxman ;2 % 2 2 3712 1 | > § W2
= % 1364 > % 66 F > 2004 & 8" -

% Meir Perez Pugatch, Intellectual Property and Pharmaceutical Data Exclusivity in the Context of Innovation
and Market Access(May 15, 2009).
http://www.iprsonline.org/unctadictsd/bellagio/docs/Pugatch_Bellagio3.pdf (# {4 BB p #p2009# 4% 8p ).
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235 L ERIED R RE &
PAES R R L RIS B2 180 2B B4 L] 2 FIFDA R o
- 7B LER ik ANDA 15 & 57 180 % 2 Rl B2 B > T b R RS
2 v AR R R L E I RRESGRALRL T EAVRREFBERT
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i Paragraph IV 38 ¢ 3+ 3 357 2 3 %] ¥ Paragraph IV Certification ¥ 8 ¢ £ f &
ZHFTE 180 2 2P I RH G FAMRH LI G ERRE L EL S
Bk AR B LR A KT 180 X M@ IE A H Y BFI A 180 T p K2

0 THE CONGRESS OF THE UNITED STATES CONGRESSIONAL BUDGET OFFICE, supra note 29. ¥ *F 4§ E4
"R F LEREIREFRT RS O AHEFREHEE 76 0 ¥ 24-25 7 > 2005 £
10 % -

TRirA0 FEW TRP B ERLREFNT IR, AREFREHRE S T6H 0 ¥
24-25 F > 2005 & 10 * -

2 Beth Understahl, Authorized Generics: Careful Balance Undone, 16 FORDHAM INTELL. PROP. MEDIA & ENT.
L.J. 355, 385-86 (2005).

% Petition of Mylan Pharm. Inc., F.D.A. Docket No. 2004P-0075 (Feb. 2, 2004), available at
www.fda.gov/ohrms/dockets/dailys/04/021804/04p-0075-cp00001-voll.pdf
(last visited Feb. 18, 2009); See also, Petition of Teva Pharm. USA, Inc., F.D.A. Docket No. 2004P-0261

(June 9, 2004), available at
www.fda.gov/ohrms/dockets/dailys/04/June04/061004/04p-0261-cp00001-01-voll.pdf (last visited Feb. 18,
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FOEAT TR R kT 4 2 4 4 £ R 2003 # 437 Medicare Prescription
Drug, Improvement, and Modernization Act(MMA)" » #F++ HWA i = iz &

FA SWALRMZ FEEIY 2 m vk o FDA S T 3413737 RR% s
# ) Paragraph IV Certification 22 5§ ¢ % > & - £ 5 § F i * - &£ 30 B ? iz
b E G o gt I A (E ﬂ]“%—ﬂ;"féﬂ%‘\ I E 4e ,/mﬂ( VR R l?:’}%'f%‘qji’%i% .
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FHZBAI5 e A b F PR FSORS S L B JIRRR R s o ip gt 2
‘b Rz R ANDA ¥ -4 2 i FDA = 72 Paragraph IV Certification 2. ¥ 315 20 B
PR B I 0 LS L E R L e Y

#3‘ v % B JIHE A A245p 42350 A1 RS ANDAY 3 Jﬂ" "B R ARFE L2
#7(Declaratory Judgment)2_ 8 41 » e & ALFEZR2 372 o 4% 0 & SR aE
A5p p eip R R JEA DB R L RLFRFT A VRS JHEA F LA HUTET A
T2 e B g Rk I B A 45p p b fliz g2 T AeyFpF o ANDA ¥ g4 @
Wk R AR PR 0 B W BEAEFDA R RV R AP A R 0 ¥R E L
B EREAOLA RO E LE SR BEERRL T 0 9 iE2.3.38 ik T

B chh | T o

= 3 ANDA#7F 4 %

e

Az N R HERS Y L F 2 fofaiak o MMA S ¥ 537 B st & 5 4

2009).

* The Medicare Prescription Drug, Improvement, and Modernization Act, Pub. L. No. 108-173, 117 Stat. 2067
(2003), available at http://www.ustreas.gov/offices/public-affairs/hsa/pdf/pl108-173.pdf (last visited Feb.
19, 2009).

Final Rule on Generic Drugs, The Medicare Prescription Drug, Improvement, and Modernization Act, Pub. L.
No. 108-173, 117 Stat. 2067 (2003), available
athttp://www.cms.hhs.gov/MMAUpdate/downloads/PL 108-173summary.pdf (last visited Feb. 19, 2009).

© RATE > B E :%r*’“*%ﬁ»‘* 2 BT We B EE AL B P 2R o MR

Vg rRAL B TERE LES LREL, > FAHEESZF > $28F 02003 &30 -

7 21 U.S.C. §355(j)(2)(B)(ii).

8 21U.S.C. §355(j)(5)(C)(i), 35 U.S.C. §271(e)(5).

45
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BZRREFE 10 ppresml a gRMY S FFEY - BB TG TRE P AR
11,000 % £ 2 Hi A 2 #5000 FR i Ratin 2 s F S pIE L ERT & 4 180
A N N

Br o T RS L E LA BEP BF L 2 5 7R P OATE HWA 2
A BT AR R BRI H AT G FTC 2006 £ 2 G ERA A 0 R
51

B AT R OUGEE F 2 & {1517 d 0t FDA 1 3 $H
REP N2 EBHRFFTF 4 Fle @+ A FEFE 2 M & Wit 5% 3

H2 & Bola g o F s 2004 Ei“gﬁ 1300
FE 2575 FDA * el § ¢ %343 (Generic Drug Program)z2 34 SR ¥
Pk RALH LELF P DRBAFPIFPE S B %w’““—%*’%%

49 2 m Title XI of the MMA—Access to Affordable Pharmaceuticals.
0 % Section 1112 of Subtitle B (Federal Commission Review) of Title XI of the MMA -
il $4F o
52 FDA *t 2003 # i3 ;% {4 % # #7% 4=LP] (Food and Drug Administration Final Rule 02N-0417,21 C.F.R.
§314.53 (b)(1), 21 C.F.R. §514.53(b)(2), Comments to Final Rule 02N-0417 at 18,28,29) - :#-i ** & {118 &
B2 B35 UGE > W4T

1. Any patents claiming metabolites, intermediates, or packaging features may not be submitted for listing
in the Orange Book.

2. Polymorph patents may be submitted if they claim the same active ingredient as the approved product.
However, the applicant must now certify that they have test data demonstrating that a drug product
containing the polymorph will perform the same as the original drug product, including demonstration of
bioequivalence and comparative in vitro dissolution testing on the polymorph and the original drug
product.

3. Product-by-process patents are listable in the Orange Book; however, new declaration forms require the
applicant to certify that the patent being submitted is a product-by-process patent in  which the product
claimed is novel, as opposed to the process being novel. This certification is intended to eliminate the
submission of patents that are actually process patents, which cannot be submitted for listing.

4. Patents on unapproved methods of use cannot be submitted. Furthermore, patent information submitted
claiming approved methods of use must identify each individual claim and the corresponding use or
indication in the approved drug labeling. The applicant must also publish this information under the "use
code description™ in the Orange Book

5% Gardiner Harris, Bush to Back Measure on Generic Drug, THE NEw YORK TIMES, June 12, 2003, at section C

p.1, available at

http://query.nytimes.com/gst/fullpage.html?res=9C02E3DF1E39F931A25755C0A9659C8B63 (last visited

Mar. 4, 2009).

> United States of Food and Drug Administration, FDA Sees Rebound in Approval of Innovative Drugs in 2003
New Innovation Initiative Anticipated to Speed Approvals in Years Ahead, Jan. 15, 2004 ,
http://www.fda.gov/bbs/topics/NEWS/2004/NEW01005.html last visited Mar. 4, 2009). ¥ ¥ 4B » § Z4 -
"HAERE ERL P ANTHP S FFTT 240 TR B0 8 1128 0 T 24-27
2004 # 4 % -

13



RN "%‘;’%_m]—ﬁ FREFR SR 225

3.1 GlaxoSmithKline v Apotex (Paxil®)*

3L1ExHFF L%

# 7 GlaxoSmithKline # i (GSK)» % reak H o™ Z--3ud # £ Paxil( = 4~ #paroxetine
hydrochloride PHC) 2 & ¢ % + % » mUSA4,721,723 % | (f #7723 35L& f))F m&3F 2
B ¥4e £ 4 Apotex# kA & ] im0 120k Apotex #l i 7 Paxile £ 4p b o vc2 &

¢ % o Paxileshi & it & = 4 % paroxetine hydrochloride » m GSK2 723 5% {1 & fL %
" Anti-depressant crystalline paroxetine hydrochloride hemihydrate ; » ¥ 7 3 £ B % -k
(hemihydrate)z_ paroxetine hydrochloride - 3% % §1++1985 +# ¥ - 1988 +# & i & {4
#2006 & 10 * F] # o Apotex 1998 & 7 @ # i & -k (anhydrous) 2. paroxetine
hydrochloride » # %#2001# 7 * {8 3| % WFDA% $ % % i % - 52003#3% 3p &= &%
AU T B 2RE P ) A B % s T Apotex ¥ £ e GSK 2. & 1114 - GSK 7 PR > M b 30

A& L g g Y A > Apotex #l i# paroxetine hydrochloridez. 7 5 #_% & 2 GSK 172355
A7 23 h o Apotex2i o -k Paxilegz GSK 2. L B % & -k Paxile » I 2t-4p e 2.
FREGY - GORCSKZ FiE BF7 L 5 mrkPaxilo fe p IR Fm™ § — 06 ¢ Wk = i fl

v

Fehd B fyokPaxile o 1872 et s v B2 R E -k aPaxilet p AR FIRT o Mg IR0 € 4k
27 E B S kaPaxile o fe Bt - HE T H o Tt ERAe b B 272 A b (merely
an impurity) - > ¥ _Apotex fl 1 ¢ -k Paxile¥? GSK X i3 & % -k Paxile » & &% F m%ﬁ
FiC Lo HFkfs 2] A-Apotex T & i j° GSK 2 % A
Bl Rd o GSKp AW frz AR ns 5 - AEJIFREZHERy 2 X BY
fo 'K EPA F397 ko fe E B AR bR P ke PR 2 B35 US.C 102(b) & ot B 14 B 1%
Al G - &R Rk B R 2B A K2 PHC e E LG
FodEBfERE T FREIFERT Ee A SRHEHEBRLHKPHC » #4520 2
A5 end B2 R KPHC » 'ﬂt“)I*BS U.S.C 101(b) Id at 25a.7 & ¥ & i+ -

%% 439 F.3d 1312 (Fed. Cir. 2006).
PUTZEETRPFEL R FARUFHER U A F R EE G S
L LEE 2 0 A AL EF AT AT -
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3.1.2 ~ %45

GSK*t1980+# p Ferrosan #:1# {¥ I|paroxetine 2. % F’196%5L % ] » 1 3+1981# B 4
2 A paroxetine hydrochloride - "196 5% {1 4 [l “7id F  :— i 7|2 paroxetine & 4~ %
H@sgz Bt o GSK 2t £ ¢ 37723 %% {12 £ FH 5 %% > & % crystalline
paroxetine hydrochloridehemihydrate - # % GSK fPaxile® 4| i { v + » Paxile*+2002
E2 >4 B 53l EF & o GSKT ik » 3744 e - p w Paxile controlled
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®" Bayer AG and Byer Corp. v. Biovail Corp., 279 F.3d 1340, 1349 (Fed. cir. 2002): * In sum,
infringement under § 271(e)(2)(A) by submission of an ANDA is not synonymous with infringement under §
271(a) by a commercial product. Evidence of actual infringement (contrasted with evidence of a
“hypothetical” infringement) may differ in substance and may become available only after manufacture of the
composition. Therefore, at a minimum, Bayer did not have a full and fair opportunity to litigate the issue of
infringement by the commercial tablets because those tablets were not available until after ANDA
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mv'ﬁﬁ ARAEHL > B EEERRETIRGE WL RAEFE S PEF o Eaed GAATFF M 6T
%P Weinberger v. Romero-Barcelo, 456 U.S. 305, 320, 102 S.Ct. 1798, 72 L.Ed.2d 91 (1982).

™t Amazon.com, Inc. v. Barnesandnoble.com, Inc., 239 F.3d 1343 (Fed. Cir. 2001); See also, Reebok Int'l Ltd. v.
J. Baker, Inc., 32 F.3d 1552, 1555 (Fed. Cir. 1994).
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® Graham v. John Deere Co. of Kansas City, 86 S. Ct. 684, 689 (1966): “The patent monopoly was not designed
to secure to the inventor his natural right in his discoveries. Rather, it was a reward, an inducement, to bring
forth new knowledge.”

™ Mahn, Supra note 72, at. 233-36.
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Bk 2 s(WTO)2 £ =4 ji# /448 4 (Dispute Settlement Body, DSB)*+ Canada - Patent
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FESUICE RS - N N

AEA TP RO L H 4 £ 4 2 & 4172 $55.2(1) 1% & 5 55.2(2) i 2. 2.2k F TRIPSH:
Fooa B LB AT ER A TE B A TRIPS 306 B I R 2 k] b o KF PE R
| le(panel)F £ B> LfEF i : ¥ TRIPS% 306 #731" § T2 &) *k (limited exception)
¢l T3y fhdp TRE S (narrow) s A TRl IR T RT RAI AR kA2
Mg 2 B oh ) 2 BT & IR A 2 %gﬂﬁﬂ Lt mRo

Mo A kAT s 0f k&R T 2 ¢ s % 55.2(2) i¥ Tk B & 1% 4% (stockpiling

\

provision) » H R [t £ (55.2(1))ik * AP o B EuHER T W~ Ep R
i Ags—ija&’;f;\’f’f%'f URER N B 8 N U A VT R TR AR 2
IS TIT ISR ,M;fwnszw&ap R WP M EETREL D
LR RAG 2

$otPanel A AR 2 ¢ Snh o HOS2QFMER WA 2 A L JIREY TP 2 2
FEAE R REL AR A B E R YHE L Aa A EF B REL R
RIS R EF R RFEfIARL L AL TR B S

oo ARl g o ETRIPS 27008 « 212 R HISIH W > F2iF g% 2
it T F o A U R T T 2 A TRIPS $30i 2 T rUel e 2 b i

i T
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,
N

> WTO Panel Report, Canada-Patent Protection if Pharmaceutical Products, WTO Documents WT/DS114/R,
March 17 2000. p* > B>tk R imidsh o ¥ 2RI T T FA L2 2REL-L ) &2#E2L 5 &
EF %, > %80-89F 5 L JiKAL > 2008& 10 K o

76« The additional period of market exclusivity in this situation is not a natural or normal  consequence of
enforcing patent rights. It is an unintended consequence of the conjunction of the patent laws with product
regulatory laws, where the combination of patent rights with the time demands of the regulatory process
gives a greater than normal period of market exclusivity to the enforcement of certain patent rights.”

" TRIPS Agreement Article 30: ”"Members limited exceptions to the exclusive rights conferred by a patent,
provided that such exceptions do not unreasonably conflict with a normal exploitation of the patent and do
not unreasonably prejudice the legitimate interests of the patent owner, taking account of the legitimate
interests of third parties.”

® WTO, supra note 75, paras. 7.27-7.31.

¥ Canada Patent Act, Section 55.2(2): "It is not an infringement of a patent for any person who makes,
constructs, uses or sells a patented invention in accordance with subsection (1) to make, construct or use the
invention, during the applicable period provided for by the regulations, for the manufacture and storage of
articles intended for sale after the date on which the term of the patent expires."
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TR EIPRIN o SR e
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ClB R FR O EREAEEREINDEFE TR D EDRE
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o RBHE RS ALTIERRERE o d 2V HE S EF I BIHRFY
w0 FLTRIPS%30%% M 415, T 3 a2 - B

SN Ry

Fhoarak > &k Paneli 8 3n i S £ % B A2 $55.2(1)iF # &£ TRIPS 304k 2. &) #F o

A2 35 o Panel3# B A& % ¢ H-% 55.2(2) ik 2 )% if 4% (Stockpiling provision)£
i 1T - wm’;:mﬁ%mr; EEJIH T EFE LR FRREPIEH ST 255
HaEEfELET FHEFLE S TRy Sl Kp g, FRTBJIELGF
PR 8 e - T RENERARIF-ETR LRI AR R LE
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8 Canada Patent Act, Section 55.2(1) "It is not an infringement of a patent for any person to make, construct,
use or sell the patented invention solely for uses reasonably related to the development and submission of
information required under any law of Canada, a province or a country other than Canada that regulates the
manufacture, construction, use or sale of any product.”

81 TRIPS Agreement Article 28.1:” A patent shall confer on its owner the following exclusive rights: (a) where
the subject matter of a patent is a product, to prevent third parties not having the owner’s consent from the
acts of: making, using, offering for sale, selling, or importing for these purposes that product; (b) where the
subject matter of a patent is a process, to prevent third parties not having the owner’s consent from the act of
using the process, and from the acts of: using, offering for sale, selling, or importing for these purposes at
least the product obtained directly by that process.”

8 WTO, supra note 75, para. 7.45.

8 WTO, supra note 75, paras. 7.74-7.81.
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8 See, To Promote Innovation-The Proper Balance of Competition and Patent Law and Policy, a Report by
Federal Trade Commission,(Oct. 2003) Chapter 3 at 7,available at:
http://www.ftc.gov/0s/2003/10/innovationrpt.pdf (& & 2LB p #F 2009 & 5 * 19 p ) See also, PARMA (stmt)
9-10 (stating that “the [average] effective patent life for drugs introduced from 1984-1995 that received patent
term restoration, including such restoration, was only about 11 years” and citing Sheila R. Shulman et al.,
Patent Term Restoration The Impact of the Waxman-Hatch Act on New Drugs and Biologics Approved
1984-1995, 2 J. BIOLAW AND BUS. 63, 66 (1999)); see also Linck 4/9 at 97; Browder 3/19 at 174-75; Seide
3/19 at 176; Armitage 3/19 at 176-77. But see NIHCM Foundation Issue Brief, Prescription Drugs and
Intellectual Property Protection: Finding the Right Balance Between Access and Innovation 1, 3 (Aug. 2000)
(arguing that the effective patent term has increased by at least 50% since the passage of the Hatch-Waxman
Amendments), at http://www.nihcm.org/prescription.pdf . (& {5 2.6 p # 2009 # 5 * 19 p)

B P i W2 R LERRIDE G B L2 AR T AR EEF 52 5P 2 o

8 4 m 35U.S.C. §156(a) -

8 Teresa Stanek Rea, Striking the Right Balance Between Innovation and Drug Price Competition:

Understanding the Hatch-Waxman Act, 54 Foob & DRUG L.J. 223, 223-25 (1999).
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% Brook K. Baker, Ending Drug Registration Apartheid: Taming Data Exclusivity and Patent/Registration
Linkage, 34AM J.L. & MED. p312.
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% Supra note 91. See also, Rosalyn S. Park, The International Drug Industry: What the Future Holds for South
Africa's HIV/AIDS Patients 11 MINN. J. GLOBAL TRADE 150-51 (2002).

% WT/MIN(01)/DEC/1,20 November 2001 (adopted November 14, 2001) » i 3 7 %2 — o

% Supra note 91, p318.

% See Council Discussion on Access to Medicine, Developing Country Group’s Paper: TRIPS And Public

Health, IP/C/W/296(June 29, 2001) available at:

www.wto.org/english/tratop_e/TRIPS e/paper_develop w296 e.htm (# {4 25 p # 2009 & 8 * 1 p);
Council for Trade-Related Aspects of Intellectual Property Rights, Draft Ministerial Declaration- Proposal
from a Group of Developing Countries, IP/C/W/312(Oct. 4, 2001), available at:
www.wto.org/english/tratop_e/TRIPS e/mindecdraft w312 e.htm (#< s 2L p #7 2009 # 8 » 1 p) -
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° (1)developing countries had a broad spectrum of unaddressed public health needs;(2) patent-based monopoly
pricing was dramatically reducing access to medicines;(3) TRIPS flexibilities, including compulsory licenses
and parallel importation, could and should be adopted without countries facing punishing retaliation;(4)least
developed members needed an extension of transitional periods for becoming TRIPS compliant;(5)the
“predominately for domestic use” rule in Article 31(f) of the TRIPS Agreement unreasonably restricted access
to imported versions of medicines patented in exporting countries when the importing country had insufficient
capacity to produce medicines domestically; and (6) developing countries needed assurances that data
protection rules in Article 39.3 would not impede registration of generics.

100" \Where the law of a Member allows for other use of the subject matter of a patent without the authorization of
the right holder, including use by the government or third parties authorized by the government, the following
provisions shall be respected: (f) any such use shall be authorized  predominantly for the supply of the
domestic market of the Member authorizing such use.
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104 We recognize that intellectual property protection is important for the development of new medicines. We

also recognize the concerns about its effects on prices.
“We agree that the TRIPS Agreement does not and should not prevent Members from taking measures to
protect public health. Accordingly, while reiterating our commitment to the TRIPS Agreement, we affirm
that the Agreement can and should be interpreted and implemented in a manner supportive of WTO
Members' right to protect public health and, in particular, to promote access to medicines for all.” » gt #F > ¢
Fre T S0l 220 T o
Supra note 102.
Steve Charnovitz, The Legal Status of the Doha Declaration on TRIPS and Public Health under the Vienna
- Convention on the Law of Treaties, HARV. J. L. & TECH. 301,307 (2002).

Id.
19 pe2rol, F 224 -
19 Marrakech Agreement, Article9.2 “The Ministerial Conference and the General Council shall have the
exclusive authority to adopt interpretation of this Agreement and of the Multilateral Trade Agreements”.
Appellate Body Report, United States-Import Prohibition of Certain Shrimp and Shrimp Products, 6
November 1998, WT/DS58/AB/R.

105

106
107

111

36



FAS TR AT R IR B

2 R4V IR %£E€i%@$rﬁ%ﬁEﬁJﬁ{?ﬁé%éﬁ%ikﬁﬁﬁﬁﬁ’
AT EATINE T R WTO T L iEneriv AR LR RET BT
dREELEFR o

A #

BRI B s &35 € bl % 5 A1 % (hard law) 2 42 5180 b vb 5 70 4

T ORARS iR L&Y D SR EEBANFEL R F UMt

LG5 Rtk 232 8% Bl it Mo B ER L f@as B
% 2 ¥ (Vienna Convention on the Law of Treaty) % 31 i % 3 5% ()42 | f@s 5 &
(subsequent agreement)’® » zn i H A 7 2 IR 22 — 48 0 i A f2f® TRIPS 3 2 pF
FBEFI B LS MEE O THRBEGRER RS R EH RS T2 UZ 4
M ph Ty 2 A o

BT AR RG> AR NSRS G MR o RiIni Bre T 2

FARAELEERE AT LR E R 0 FRTHREG T il T

# o 0 A % R TRIPS F 22 49 B 5 % I 3 15 270
Rt is (B2 L4 -

—
=
o>
i\4
!
bl
=i
)
(\x
s
@
—\:\
S
=
W
F)

B3R MET THNE G L2 2H

P ME T T 528D TAPREFMIEFEITESAF 2

o
[N
A
T:E
@
Y
¢4

Foo AP B HE G A A Al PIMIL o ) b R e gy 2 T

R RFE2 T ALl TL g 0 BT A WTO 8K §GREE L WALER T

2 WTO, Id. para. 168.
U3 poy 925 F 223-224 -
MWorkd vimdmi~ 332 TWTO L 228 | » F40 4 % 915%44(2005) » % 250-251
® Vienna Convention on the Law of Treaty, Article 31.3(a) “any subsequent agreement between the parties
regarding the interpretation of the treaty or the application of its provisions”.

37



ARZPE LRI LMK 2 A FEGR IR T 0 R0 B Ay R
MErRE? IREARF R T 0 L - T/ i WTO “7hE < > gt 8% 7 3 2 &4t
SRR R GRRE AT T MO RE Y R BERRL TR ST
ZEE & R RBKRZE{rd 2 P & 3 2% o
B A FRETLIEL R T R LRSS R RET 2 o G R R
ZEPs Tk oA - RFTE R R R B JIERRARE Y RREE A AR
PR st R R B HIER R NRANHRFE SRS GRS
LRt EEEZ P HIARARRTE I EF R 2T L E
F2HEUH e PR e T IZBFY RRER 2 EL7 T2 BT EF

2 .

-n\y

R

Bafep g 2 LR IR BRS AR BRI R - fiARE 7 A
FRARTIUHABF? AR AR FRFELAAERVTITR?2EF s BRED A

R AP RIRA E A T S AR PRSI 2 PR 2 SRR S R B
¢ R RS * TRIPS 12 2.2 4 B SR RLQ R AR g el TR 5 B
(Data Exclusivity)? 2 T &l 418 | 2 B oug ® w A ek A 280 32 0 5
WTO @ ¢ Rpd i dlitfel EER G MPERE 2/ Ra BRwmisFEL
ERHFEPRTHE B TEMA RS g2 - L TR E BEE FHELS Bz
2AEPl-hel F AT ERAEMARET LB PR R R RT L BiEa B
AR FRT I RAERRENER R EEFL AP BHRT TS G R
oL RIS WAIART > TIRE Y RRE RRF R LD F A
M L AR BN 2N FUTRE LERP FREPME 2 oot
TR RBIEGRETHEEY D FAP R EST 2P Ao F AT
ﬂ%ﬁ%%ﬁﬁ—%ﬁﬁéiiﬁﬁﬁﬁﬁ’{ﬂiiﬁm%ﬁﬁm°

o

Ft o BB P R R T 2 AT O WEMARRES FH L ML FET
Midz € 4R KA v EREE- B T2 o AW > R L LMY T HE
REFETARATRAO ARBER2Z 0 2 RFET B2 o wHFFRE B LH RN
R tE g5 AP UFRERFHIFIRS L T 5 PER TLA R0 R SHIR 2

¥
7 & WTO R 4= (WTO-consistent) 2 4] & » @ {7 2 R8P & 1 S50 md

16 sypra note 107, p310-313.
117 |d

38



Tﬁr

FERERS CERFLE ARG L RO FUFRT ABM AL IR L I ERCER
-

RAE JI RV R RN BB EERE R X 2R TE G o
EE

- FENUERER LSRR HEI RN T E SRR o T R PR g T
Figmmo

Baowd o 22305 BB SR A WTO RFFHET 7 @iz F L4 = &g
FHORF & MR FEREG S —'ﬁﬁiﬁ: PRI A S

jﬁ%é@ﬁ?#ﬁ;%%&%%%ﬁﬁﬁ’{ﬁﬂ%%ﬁ%ﬁ*“ﬂOéﬁ’gl
ERREZ G5 MR ERENEG R FLG 2 AT E D TR o b W e 30
T2 £ B2 - o A T EIRBEJIERT &SR FER A FHEFNE AT
Prredi i 5N REZPRBFAFFEY TR ERF L EF A2 A0
PEREZER O GARREA AL E B wARRE R R SR

REVRSERBRE2IE R LR - FRAFTWTO T E & 24/
7B FEE o e /zzei»ﬁwgs,ﬁ. Bz 2@ B4R ENGRMA A pd T

Z_(Free Trade Agreement, FTA)* &_% R B35GB £ %2 f o

T

54pd Fhineztildy

54154 § 4 e

ERFAFEL? ZRXRFTE - AR SELD BRSSP A EE L
ERHEAR LA Z 2 RE R cFTARY - fpd FLEEEL K2 e8> 7Y

HWTO § B2 B RAL L4487 b RmenLn @8 A~ WTO 2 1 x4

N

2- A BB FBRAIZ B 5 GATT {205 24 5P 6 M iz pd 71 %
2t BT 0 W 248 45 AR

P ARORFRAG] PELARRR O FELRT LR B LLEMM G Uk
BhdFh e THARFE S TAY R, LR PREEFERTE > AL
HEZFFOLE LR ORLT 2 B R

118
Id.

W Al rRAREANTIB AL 64 T AT
http://www.moeaitc.gov. tw/|tcweb/webform/wfrmS|te.aspx?paqestvlezl&proqramid:314 ' B {SEBER P
o9 F3x®EO8E9Y 10p o

39



I AREFEEF LFORTR: THARFE & Tpd F2 %) 8372082
WA RRE THARE & TAd F2 %, o 7 A2 g
(=) B> THMAFE A5 @2 @ART 2R3 GRF TS 5 M2

AP EZL O REMA T 0 3 EREBGRD TR LHPE GRS
I GRS Il A
(Z) M Tad F3 % SE P2 @B - BRI 12 AR
df%%&i%%ﬁ“’ﬁt BT LEE T AT %i4
G R &1%@&*1%4’1@@&ﬁr9d?¥&J£ A T

Twmoe ¥ et - SORT 2 ApHMME FEEL irséii‘“\%fﬂl'rio
B E e v WTO 2 33 H R - —5ARFZRA - © AR
AE B L 2 RS o @ SR F FTA 2 ﬁk R G A3 o FTA $30 2/

M@ % ¥ i 448 must-have » 2 FTA £ 5 T ik g2k ¢

AT WTO 2 - {ifem 3 > FTAARH®RE » E 3% FH 47 2 RRR
B BT OB Jrc AR T R 2 PR R EEFRITE h2 - o WTO
AR A S BRI R S R A SRR A A 0 & FTART A ks B R
iiiﬂi’M%%ﬁiFﬂﬁii’:%*ﬂgﬂﬁ+%ﬁ%1£~W%v&%’I
PR N F BRE Y HEREI A F e 8% = S FTAT U pRT A R
W%’%éw‘@ﬁmuﬁﬂ%u—mﬂww711m P REBRE BT FS
oMW ERETERE SR LML g n g ST L R £ LR
PmaﬂA”kﬁp&ﬁ%ﬂ% SRR R AERE R FREE Eoxk o A FTA

ZETHRIFIERBID EHRLPFE  EZEER YA WTO LA %@ 2 £4LFTA 2
ﬂﬁ’ﬂﬁﬁﬁﬁﬂﬁgﬁW1ﬂﬁﬁﬁwi?ﬁiﬁﬁﬁﬂiﬁ%mo
ARAer WTO 2 (8> & Rr s W EFTAZ ¢ » A H A WIS AFY 52

CABRETL — ARTHEF REE S L FTAZ 32T i 0 & 42001 E @0 AR
H-E RS 5 AR WTO 2 B Ldude it § FTA$ %2 = 2 Ryt fld B4R
wgﬂw,%ng@ﬁg LA B (4e 301 1E2) Rz s Fob— BE 4 W E S FTA
B e AREF T AT L R FTAZ 232 > 4 2RSd FTAF B4ld %

VOmpdts o TERESR Tpd FABE BRI RTE 0 SSRGS T 118594230 ¢
121 To-hai Liou, South Korea’s Approach to FTAs, Taiwanese Journal of WTO Studies 1V,129-30  (2006).
12 p2r 1200 F 70

18 pezr 121

40



TN FEE R I

o

¥ 3R AT 2 FTA(T AL4 37 FTA) » 1% 2 ez @i 2
FTA(T #2 B FTA) # 7 it 2 ARA k322 MER SR B8 22 1T
REEES RS SN A S EE AR T N R
542 FWEAThH 2 fd T A M E Pl na

5.42.1 # 37 FTA i—%&g‘%u TN RS ) BAY

FREATH2Z pd FEIRES 16 02 LHFEMARZAPMART > 7
WE R LM PR A E 168 (2 1A 168 (% 45T TG M Bl A

z_ .

A% ERH2 L4
@@ﬁﬁ@@ﬁﬂjﬁﬁ?ﬁﬁ%%ﬁ%ﬂﬂwz@ﬂ%ﬁ@i%%’ Y
EEUETREIRNVE T SR UF

)b I F -5 i@ a’ii A FEEE DT o M AR IR A e
OER RS I E RSV LA LR . FE L R S L AR
2 A weal®,
i =%

KR LT 4r 0 16.8 ¢ 2 4(a)7 ELMASE flAEE 2 0 MR 4(b) T BB Al 2
R TRLPE o} ER NI X BRI T SR el e 4 o
P REF R E RPN AT TR B {ld B R v &L R AR 2 (T
B LER)Y HE L EL T R b IR A -

FRENEJRGAAR P2 TG L HY G FVEREL R fIEL oA H
*m?%%w@iﬁﬁﬂﬁ~%?ﬁ%ﬁ%ﬂ@ﬁ%$w¢£i%ﬁﬁ—ﬁﬂ»’{

FAGE QL IR R E T ;ﬁ‘_ﬂ\‘? aufl’7 ﬁfrJ'g"]P%%?'J@&E—i*ﬁ‘“g%},@-,@;%%’Fﬁ

128 g2y 1200 F 14 -
P f£30p 4 F 4 pr 52 > £ http://www.fta.gov.sg/ftas_ussfta_legal.asp &t SLRE P ¥ 198 & 9 3
E[ o
126 gy gt o
“4. With respect to any pharmaceutical product that is subject to a patent:
(a) each Party shall make available an extension of the patent term to compensate the patent owner for
unreasonable curtailment of the patent term as a result of the marketing approval process;
(b)_the Party shall provide that the patent owner shall be notified of the identity of any third party requesting
marketing approval effective during the term of the patent; and
(c) the Party shall not grant marketing approval to any third party prior to the expiration of the patent term,
unless by consent or with the acquiescence of the patent owner. ”
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8 284 4 ¥ A aiE2 > ¥ %P US-Australia Free Trade Agreement, it :
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129 BATSS gg.\—kr'“f :

Where a Party permits, as a condition of approving the marketing of a pharmaceutical product, persons,
other than the person originally submitting the safety or efficacy information, to rely on evidence or
information concerning the safety or efficacy of a product that was previously approved, such as evidence of
prior marketing approval by the Party or in another territory:
(a) that Party shall provide measures in its marketing approval process to prevent those other  persons
from:
(i) marketing a product, where that product is claimed in a patent; or
(i)marketing a product for an approved use, where that approved use is claimed in a patent,during
the term of that patent, unless by consent or acquiescence of the patentowner; and

(b) if the Party permits a third person to request marketing approval to enter the market with:

(i) a product during the term of a patent identified as claiming the product; or

(ii)a product for an approved use, during the term of a patent identified as claiming that approved use,

the Party shall provide for the patent owner to be notified of such request and the identity of any such

other person.
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PisiBALpepd Fhmas Jﬂafﬁjz‘ RS A ES %5 K A &% (Therapeutic Goods
Act 1989, TGA1989) » ++ H ¢ 5§37 5 26B i % (1)7 (a)%< ~ (b)™°» 122 26(C) ~ 26(D)™™
SRR R R A2 E e

268 # % {14 M2 %P
(1) 575 2 P 5 -
@Y #H+ é*“ﬁ' Rl FARE RS APR R ATY PR FT L FHEAE S LA
#%I%j‘ f%—_t—ﬁﬁ e £ ek flinks FEAS
(b)»f—ys —i—g’gﬁl’\ s r?Ft Y.
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(”)gl—.i_kyxa-z—_%fﬂ.‘me‘?LﬂPBéggWi_lﬁng? > B
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26(C) & & JlixfEfe 5 B2 #7F = 12

(1)7’\1&:_‘& i de T L
@)% - ‘ifti 26(B)(1)* % & Fh* &f M2 v i

BBt Ll R R AT
26B Certificates required in relation to patents :
(1)The certificate required under this subsection is either:
(a) a certificate to the effect that the applicant, acting in good faith, believes on reasonable
grounds that it is not marketing, and does not propose to market, the therapeutic goods in a manner, or
in circumstances, that would infringe a valid claim of a patent that has been granted in relation to the
therapeutic goods;and
(b) a certificate to the effect that:
(i) a patent has been granted in relation to the therapeutic goods; and
(ii) the applicant proposes to market the therapeutic goods before the end of the term of the
patent; and
(iii)the applicant has given the patentee notice of the application for registration or listing of
the therapeutic goods under section 23.
The certificate must be signed by, or on behalf of, the applicant and must be in a form approved by the
Secretary
Bk i g 4o
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132 The Attorney-General of the Commonwealth shall be deemed to be a party to any proceedings
commenced in accordance with subsection (1) unless the Attorney-General gives written notice to the
prescribed court that he or she does not desire to be a party.

133 on the basis of an account of the gross profits of the patentee arising from the sale by it in Australia of the
therapeutic goods the subject of the interlocutory injunction, during the period of the interlocutory injunction,
without requiring the said applicant to establish or quantify its actual loss; or...
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WORLD TRADE
WT/MIN(01)/DEC/2
ORGAN IZATION 20 November 2001

(01-5860)

MINISTERIAL CONFERENCE
Fourth Session
Doha, 9 - 14 November 2001

DECLARATION ON THE TRIPS AGREEMENT AND PUBLIC HEALTH

Adopted on 14 November 2001

1. We recognize the gravity of the public health problems afflicting many developing and
least-developed countries, especially those resulting from HIV/AIDS, tuberculosis, malaria
and other epidemics.

2. We stress the need for the WTO Agreement on Trade-Related Aspects of Intellectual
Property Rights (TRIPS Agreement) to be part of the wider national and international action
to address these problems.

3. We recognize that intellectual property protection is important for the development of
new medicines. We also recognize the concerns about its effects on prices.

4.  We agree that the TRIPS Agreement does not and should not prevent Members from
taking measures to protect public health. Accordingly, while reiterating our commitment to
the TRIPS Agreement, we affirm that the Agreement can and should be interpreted and
implemented in a manner supportive of WTO Members' right to protect public health and, in
particular, to promote access to medicines for all.

In this connection, we reaffirm the right of WTO Members to use, to the full, the
provisions in the TRIPS Agreement, which provide flexibility for this purpose.
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5. Accordingly and in the light of paragraph 4 above, while maintaining our commitments
in the TRIPS Agreement, we recognize that these flexibilities include:

a. Inapplying the customary rules of interpretation of public international law, each
provision of the TRIPS Agreement shall be read in the light of the object and purpose
of the Agreement as expressed, in particular, in its objectives and principles.

b. Each member has the right to grant compulsory licences and the freedom to determine
the grounds upon which such licences are granted.

c. Each member has the right to determine what constitutes a national emergency or
other circumstances of extreme urgency, it being understood that public health crises,
including those relating to HIV/AIDS, tuberculosis, malaria and other epidemics, can
represent a national emergency or other circumstances of extreme urgency.

d. The effect of the provisions in the TRIPS Agreement that are relevant to the
exhaustion of intellectual property rights is to leave each member free to establish its
own regime for such exhaustion without challenge, subject to the MFN and national
treatment provisions of Articles 3 and 4.

6. We recognize that WTO Members with insufficient or no manufacturing capacities in the
pharmaceutical sector could face difficulties inimaking effective use of compulsory licensing
under the TRIPS Agreement. We instruct. the Council for TRIPS to find an expeditious
solution to this problem and to report to the General Council before the end of 2002.

7. We reaffirm the commitment of developed-country Members to provide incentives to
their enterprises and institutions to promote and encourage technology transfer to
least-developed country Members pursuant to Article 66.2. We also agree that the
least-developed country Members will not be obliged, with respect to pharmaceutical
products, to implement or apply Sections 5 and 7 of Part Il of the TRIPS Agreement or to
enforce rights provided for under these Sections until 1 January 2016, without prejudice to the
right of least-developed country Members to seek other extensions of the transition periods as
provided for in Article 66.1 of the TRIPS Agreement. We instruct the Council for TRIPS to
take the necessary action to give effect to this pursuant to Article 66.1 of the TRIPS
Agreement.
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it R4l # 32 (Medicine Act)12A ¢

Whether medicinal product subject to patent

12A.

(1)Subject to the provisions of this Part, in dealing with an application for a product licence,
the licensing authority shall consider whether a patent under the Patents Act (Cap. 221) is
in force in respect of any medicinal product to which the application relates and, if so,
whether —

() whether the applicant is the proprietor of the patent; or
(b) if he is not the proprietor of the patent, whether —
(i) the proprietor has given his consent to or has acquiesced in the grant of the licence to
the applicant; or
(ii) the patent is invalid or will not be infringed by the doing of the act for which the
licence is sought.

(2)Unless the licensing authority otherwise determines, an applicant for a product licence shall,
at the time of his application and at such other time as the licensing authority may require,
make and furnish to the licensing authority a declaration in the prescribed form —

(a) stating whether a patent under the Patents Act is'in force in respect of any medicinal
product to which the application relates;
(b) if he states that there is such a patent, stating whether he is the proprietor of the patent;
and
(c) if he states that he is not the proprietor of'the patent, stating —
(i) the name and other particulars of the proprietor of the patent;
(i) whether —
(A) the proprietor has consented to or has acquiesced in the grant of the licence to the
applicant; or
(B) in his opinion and to the best of his belief, the patent is invalid or will not be
infringed by the doing of the act for which the licence is sought; and
(iii) such other information as may be prescribed.

(3)The licensing authority may, if the applicant has declared that in his opinion and to the best
of his belief the patent is invalid or will not be infringed by the doing of the act for which
the licence is sought, or if the licensing authority considers it appropriate in any particular
case, require the applicant to do the following within such time as the licensing authority
may determine:

(a) serve on the proprietor of thea patent under the Patents Act that is in force in respect of a

medicinal product to which the application relates, a notice in the prescribed form of his
application; and
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(b) furnish to the licensing authority such evidence of the service as the licensing authority may
require.

(4)The licensing authority need not determine the application until the applicant has complied with
subsection (2) and, where applicable, subsection (3), to the reasonable satisfaction of the licensing
authority.

(5)If the licensing authority is satisfied that a notice referred to in subsection (3) (@) has been served
on the proprietor of the patent, the licensing authority may grant the licence to the applicant if the
proprietor has not, before the expiration of the period prescribed for the purposes of this
subsection —

(a) applied for the order or declaration by a court or the Registrar of Patents or a Deputy Registrar
of Patents holding office under the Patents Act (Cap. 221), as specified in that notice; and
(b) given written notice to the licensing authority stating that such application has been made.
(6)The licensing authority may grant the licence to the applicant if —
(a) application for the order or declaration referred to in subsection (5) (a) has been made; and
(b) at the endxpiration of the period prescribed for the purposes of this subsection, the order or
declaration has not been obtained.

(7)For the purpose of subsection (1), the licensing authority may rely upon, and shall not be
concerned to inquire into the truth of any.statement made in athe declaration furnished under
subsection (2).

(8)This section applies only to an application for a product licence made on or after the date of
commencement of the Medicines (Amendment) Act 2004.
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it = LR F & Z 52 (Therapeutic Goods Act1989)*+ 2004 & 3 372 26(C)%2 26(D) 2
i S 2

26C Certificates required in relation to patent infringement proceedings

(1) This section applies if:
(a) a person gives a certificate required under subsection 26B(1) in relation to
therapeutic goods; and

(b) another person (the second person) intends to commence proceedings under the
Patents Act 1990 against the person referred to in paragraph (1)(a) for infringement
of a patent that has been granted in relation to the therapeutic goods (the
proceedings).

(2) The second person, before the date upon which the proceedings are commenced, must
give to the Secretary and to the person referred to in paragraph (1)(a) the certificate
required by subsection (3).

(3) The certificate required by this subsection is a certificate to the effect that the
proceedings:

(a) are to be commenced in good faith; and
(b) have reasonable prospects of success; and
(c) will be conducted without unreasonable delay.

The certificate must be signed by, or on behalf of, the second person and must be in a
form approved by the Secretary.

(4) For the purpose of paragraph (3)(b), proceedings have reasonable prospects of success if:

() the second person had reasonable grounds in all the circumstances known to the
second person, or which ought reasonably to have been known to the second person
(in addition to the fact of-grant of the patent), for believing that he or she would be
entitled to be granted final relief by the court against the person referred to in
paragraph (1)(a) for infringement by that person of the patent; and

(b) the second person had reasonable grounds in all the circumstances known to the
second person, or which ought reasonably to have been known to the second person
(in addition to the fact of grant of the patent), for believing that each of the claims,
in respect of which infringement is alleged, is valid; and

(c) the proceedings are not otherwise vexatious or unreasonably pursued.

(5) The person referred to in paragraph (1)(a), with leave of the court, or the
Attorney-General, may apply to a prescribed court for an order that the second person pay
to the Commonwealth a pecuniary penalty if the second person gives a certificate
required under subsection (3) and:

(@) the certificate is false or misleading in a material particular; or
(b) the second person breaches an undertaking given in the certificate.

(5A) A pecuniary penalty ordered under subsection (5) must not exceed $10,000,000.

(6) When determining the extent of a pecuniary penalty to be ordered pursuant to
subsection (5), the court must take into account:

(@) any profit obtained by the second person; and
(b) any loss or damage suffered by any person;
by reason of the second person exploiting the patent during the proceedings.

(7) For the avoidance of doubt, subsection (6) does not limit the matters the court may take
into account when determining a pecuniary penalty ordered pursuant to subsection (5).
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@) If:

(@) the second person has sought and obtained in the proceedings an interlocutory

injunction restraining the person referred to in paragraph (1)(a) from infringing a
patent; and

(b) section 26D does not apply; and

(c) aprescribed court declares that the second person has given a certificate required
under subsection (3); and
(d) a prescribed court declares that:
(i) the certificate is false or misleading in a material particular; or
(ii) the second person has breached an undertaking given in the certificate;
the prescribed court may, pursuant to this section, order that the second person pay to the
Commonwealth, a State or a Territory compensation for any damages sustained or costs

incurred by the Commonwealth, a State or a Territory as a result of the grant of the
interlocutory injunction.

(9) In this section:

prescribed court has the same meaning as in the Patents Act 1990.

26D Requirements for interlocutory injunction

(1) This section applies where:
(a) an applicant gives notice to a patentee in accordance with subparagraph
26B(1)(b)(iii); and
(b) the patentee and/or its exclusive licensee (in this section the party or parties is or are
referred to as the patentee) applies to a prescribed court for an interlocutory

injunction to restrain the applicant from marketing the therapeutic goods the subject

of the application on the ground that-such-conduct will constitute an infringement of
its patent.

(2) An application for interlocutory relief in‘accordance with subsection (1) may not be
instituted unless the patentee has first notified the Attorney-General of the
Commonwealth, or of a State or of a Territory, in writing of the application.

(3) The Attorney-General of the Commonwealth shall be deemed to be a party to any
proceedings commenced in accordance with subsection (1) unless the Attorney-General
gives written notice to the prescribed court that he or she does not desire to be a party.

(4) If an interlocutory injunction is granted pursuant to an application made as described in
subsection (1) and:

(a) the patentee subsequently discontinues the principal proceedings without the
consent of the other parties thereto; or
(b) the principal proceedings are dismissed; and
(c) in either case, the prescribed court declares that:
(i) the patentee did not have reasonable grounds, in all the circumstances known
to the patentee or which ought reasonably have been known to the patentee:

(A) to believe that it would be granted final relief by the prescribed court
against the applicant referred to in paragraph (1)(a) for infringement
by that person of the patent; or

(B) (in addition to the fact of grant of the patent), for believing that each
of the claims, in respect of which infringement is alleged in the
proceedings, would have a reasonable prospect of being held to be
valid if challenged by the applicant referred to in paragraph (1)(a); or
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(ii) the application for the interlocutory injunction was otherwise vexatious or not
reasonably made or pursued,;

the prescribed court may, in addition to any other relief which it believes should be
granted to any person, make any of the orders described in subsection (5).

(5) If the prescribed court makes a declaration pursuant to paragraph (4)(c), the prescribed
court may, pursuant to the usual undertaking as to damages given by the patentee to the
prescribed court to obtain the interlocutory injunction:

(@) assess and award compensation to the applicant referred to in paragraph (1)(a)
against whom the interlocutory injunction was made:

(i) on the basis of an account of the gross profits of the patentee arising from the
sale by it in Australia of the therapeutic goods the subject of the interlocutory
injunction, during the period of the interlocutory injunction, without requiring
the said applicant to establish or quantify its actual loss; or

(if) on such other basis as the court determines to be appropriate; and

(b) award to the Commonwealth compensation for any damages sustained, or costs
incurred, by it as a result of the grant of the interlocutory injunction; and

(c) award to a State or a Territory compensation for any damages sustained, or costs
incurred, by it as a result of the grant of the interlocutory injunction.

(6) In this section:
prescribed court has the same meaning as in the Patents Act 1990.
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