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JAWHO-WIPO-WTO BOOK, Chapter 4: Medical technologies: the access dimension, C. IP-
related determinants of access, available at https://www.wto.org/english/tratop_e/trips_e/trilatweb
e/chdc_trilat web 13 e.htm (last visited Sep. 28, 2019). % - &= " Ak & | REIK T £
Bl 984F N o FALE B ok ey T Rk st | 0 BB ZBA2010F 2K FAY
Hon LR T RARN, MER -

1

2 TPP/CPTPP % 18.5345 A 15l + AL B K AF AL & Bl 0 sh A M il do » FAVHEA G B R
HHEARER B RRALEITR EEEEE  LRELE FERMREREANEELAHAST
18 M Al = % il M 0 49 4k o https://www.mfat.govt.nz/assets/Trans-Pacific-Partnership/Text/18.-
Intellectual-Property-Chapter.pdf - % %% B : 201949 281 -

3

Public citizen, What’s New in the TPP Intellectual Property Text? Pharmaceutical Provisions
(2019.10.9), available at https://wikileaks.org/tpp-ip3/pharmaceutical/Pharmaceutical Provisions in
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REDEAE SRR T EEEE | BIE o T THADE | 60k B IE S 4 7 1T
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B T B (5 L A P 0 S ) o P B U 0 AT R e NSRRI
BT R O L 0 DRl TR B B 4 U R Y 2 LR 3 0 A0S AR BB I
ST B BRI EIE A A IE B A EE S E R IR A, -

b

i~ SEEBER b RE TR AR AR 2 IR B
— ~ B EAEFE AT

FEAE1984F DL T BT R HAREHARI[E11875% , (Drug Price Competition
and Patent Term Restoration Act, Hatch-Waxman Act) [EIF{EIERF & 2871 LHE
SEELEFE » 100 E Ak A B 1 2 S R R, o TR e O A L 3 ] 3 R
1 (HAngmsE By ) - SReESH > DREELERESE > @87

the TPP.pdf (last visited Sep. 28, 2019).

ZEERMGARTPPAS Z T A% | FoHXEEEE Y B EBRETPP - &K
Rh P HBERERAMEXIREMRAXFIRE - AANFRTER > Lkl REFEEH
BEMEFITARL " RAERITE S & —1EXEE | £ » 4934k : https:/misq.ly.gov.tw/
MISQ/IQuery/misq5000QueryBillDetail.action?billNo=1070423070300600 - % # & 8 : 2019
F9H288 -

FEHE BN EAELEX R (2019.09.09) - 4g3k : https://topics.amcham.com.tw/2019/
09/ % % & H] 1k & iE X, 3% /?fbclid=IwAR31¢wCPigN_CyBpUP-RrDequ9LRwAuwcNGTLdOxc
AyUiwUySFOrTQIDeS0 » % &% B : 201949 A 288 -

Statement on Signing S. 1538 into Law, 20 WEEKLY COMP. PRES. Doc. 1359, 1360 (1984).

H.R. REP. 98-857(1), at 16-17 (1984).
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SO BEEE B A R B T E R Y B R S I AT LﬂJEEH FFFIR AL R
HEATEA BRI > BRI SRR R s, M BT R AT
%%@@ﬁ@@m@%%%&ﬁﬁﬁ%mr%mﬁ%%J“ G PNUIREE B
T TEESRERS RO | O fE TSR ) PEES o ST R R kR ER 4 e
G E %%F% =Ea

BRI AE B (R A B, - BRI (R I (T S0 R 55 A M A5 8 3 B S AT A 2 B
%%%ﬂ?%*é%*m%%%ﬂ%ﬁ‘éﬂ%% AR TR IR L
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v LBIBRERIRRE / MERSERAN R IR IR
— (T S B OAFTIR T (FFI Pk ) (case and controversy) -+ FifH

Supra note 6.

H.R. REP. 98-857(1), at 17 (1984).

0 mAle R R TPPF MRS B2 A MR A B AR RS A
¥ Bk 201694 > 2064 - 89-93F -

21 U.S.C. § 355 (b)(1)(G) » 21 U.S.C. § 355 (c)(2). £ BYHAb#7 4 i 22 £ 4 = fde 50 A% 4 B4R

B EBSNA LI RMEXZ ] RAEREY -

21 US.C. § 355(b)(2)(A)(i) (iv) ~ 21 US.C. § 355G)2)(A)(vii)(D) ~AV) ; % - H M K 1eHr 3~
PLREARMRF T RERB R EMELEZIRE - A21 US.C. §§ 355 (b)(2)(B), 355
()(@)(A)(viii).

21 U.S.C. § 355(b)(3)(D) » 21 U.S.C. § 355())(2)(B).

35 U.S.C. § 271(e)(2)(A) ~ 35 U.S.C. § 271(e)(5).

21 U.S.C. § 355(c)(3)(C) ~ 355()(5)(B)(iii).

35 U.S.C. § 271(e)(4).

21 U.S.C. § 355()(5)(B)(iv).
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5 ] E BE RS H R AN SR E b a8 BRI A (R AESREA B BB A A U TR A kIR - DU
RSP A 2 RS A B TERE SR AR » DUl -

(B HIREZBR

BRI HE A FE RS 152 - ECREFIAT O 2 e 2 p P SR NS TG ~ 3R 0 B
(BRI TS - F— » (EHME 5 B st AR s 351k - ek RiiaT -
SR ER S . BRI RS B B R R MR T A B EAR  AY
i BRE - B Ry bl E A B SEEBEEHGE F3FERE (United States
Court of Appeals for the Federal Circuit, CAFC ) JREE(HiEEFE B RIRE » LEZE
AT EEREEY TEAMFEH ) 2ZR® 85 > 19844 Hatch-Waxman Act
[T T S BRA E  HRE 0 WU AT S B A B e AR B ST 0 %
5 \CEBE RS T SEAER , (reasonably related) Z{T&% » EEHIEIEE -
EEIRRTEIIER - BRI (Th » SIEBERIERET -

SRR & B ek b R BRI E P B R S M B B (2T B
PLAEF A b i 2 B B R 3 1T BT Y MR EROER TR R T RERIE
B Hesls R B AR R EE Y %5t - B BEFADEINH ERGIERRE

8 smm Kk E THAA S, 9B K - LUS. Const. art. 111, § 2 «

19 21 US. Code §§ 355, 381(a).

20 “Under traditional analysis, the fact that an ANDA applicant sent notice that it intended to
manufacture or use a potentially-infringing drug compound, if the ANDA was approved by the
FDA, would not ordinarily satisfy the ‘case and controversy’ requirement for federal court
jurisdiction.” Bayer AG v. Elan Pharmaceutical Research Corporation, 212 F.3d 1241, 1245 (Fed.
Cir. 2000).

21 35U.8.C. § 271(e)(1).

2 5US.C. §271()Q2)A).

2 “While the development of a generic drug is authorized by the Act, the filing of a paragraph IV
certification acts as a technical act of infringement, allowing the patent holder to bring suit to
protect its interests.” Elan Pharmaceutical Research Corporation, 212 F.3d at 1245.

24

“a highly artificial act of infringement that consists of submitting an ANDA ... containing the fourth

type of certification that is in error as to whether commercial manufacture, use, or sale of the new
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KBS CHEOBRBEP L EERRE) 285" AR50 EAEE R B ER Y
KA AN S F AT K (HleBay Inc. v. MercExchange, L.L.C.ZEMUH ERaE ) 25 {1y
HERE S RO H 2ROl T - HUS-BLK A S5 6] S M S 0 HEM 80 R

(D)HESREREAZ 2R

HERRETRARY LA s R BRI R — S & T (E 4558 H 35 APy M SR FRaATT
GREFEEY T ZEMFERE ) WEX - BEEHEEREIZE - EREREFES
ST ESRIEHER IR R IFMRIBAT - B ERILERE ROAR s R E R R Y R
REYTFEAFHLEE > N EERRE T A 2 ILEBERE » DUNsflZ -

FEILERATTIE > FEFE1984FHETE T HEHIRME - REUISCHECRHATHr 42 /22
B EE N TEACHESRITRARIRER] - 18 B ARE A0 PR St i) (= FE STTaA s O B — BT
STEFAET ER (BHFEAE EHERETIER) - B E2UREEEHFE AHRE
AT Ry o0 FLA S5 EE H 55 A UG 180 KM B I - (H A5G H 55 A\ A4 TR
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M

R

+

drug (none of which, of course, has actually occurred) violates the relevant patent.” Eli Lilly & Co.
v. Medtronic, Inc., 496 U.S. 661, 678, 110 S. Ct. 2683, 2692 (1990).
%5 «This scheme will not work, of course, if the holder of the patent pertaining to the pioneer drug is
disabled from establishing in court that there has been an act of infringement.” Eli Lilly & Co. v.
Medtronic, Inc., 110 S. Ct. 2683, 2692 (1990).
35 U.S.C. § 271(e)(3).
35U.S.C. § 271(e)4).
Alcon, Inc. v. Teva Pharmaceuticals USA, Inc., 2010 WL 3081327 (D. Del. 2010).
eBay Inc. v. MercExchange, L.L.C., 547 U.S. 388, 391 (2006).
AR s (DRSS R TEE IR E (irreparable injury) ;5 (2)F 4T A 69 K% 7 X,
BFEGHBMRENZRE QORBREEFTHEZH T | (DBBERAEMNST T LR
R & o

26
27
28
29
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30 ““‘[IIn recent years both brand-name and generic drug 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, S15885 (Nov. 25, 2003) (remarks of Sen. Kennedy, ranking
member of the Senate HELP committee).”
31 “Holding the other patents in reserve would introduce uncertainty that could discourage generic
companies from devoting resources to bring the generic drug to market and that would give the
brand drug company a second opportunity to delay generic competition by suing the generic
company for infringement of the reserved patents after the resolution of the initial infringement
suit. ... We believe there can be a case or controversy sufficient 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 resolution of
patent disputes.” 149 Cong. Rec. S15882-03, S15885 (Nov. 25, 2003) (remarks of Sen. Kennedy,
ranking member of the Senate HELP committee).
Y % R B IR ESE IR - 180K BB B ke S SRA IR~ e AT -
“[TThe Hatch-Waxman Act has always provided that patent owners and brand drug companies can

32
33

bring patent infringement suits against a generic applicant immediately upon 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 generic applicant
can also seek a prompt resolution of these patent issues by bringing a declaratory judgment action if
[it is not sued] ... within 45 days.” 149 Cong. Rec. S15882-03, S15885 (Nov. 25, 2003) (remarks of
Sen. Kennedy, ranking member of the Senate HELP committee).

35 U.S.C. § 271(e)(9).

“We believe that the only circumstance in which a case or controversy might not exist would arise

34
35

in the rare circumstance in which the patent owner and brand drug company have given the generic
applicant a covenant not to sue, or otherwise formally acknowledge that the generic applicant's drug
does not infringe.” 149 Cong. Rec. S15882-03, S15885 (Nov. 25, 2003) (remarks of Sen. Kennedy,
ranking member of the Senate HELP committee).
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controversy ) > o fi{% 32 [E CAFCAE 20074 Al FTHRHL . T #7422 5 (2 HEAY & L 5EIE |
(Reasonable apprehension of suit test) JHEAE > 58 H 35 AVARFEE MBS L~
g - IRE - Hezx b~ BiE - IREZ T AR R HE EH  RRER AR -
2007 4 0 fy 15 0k e HE E CAFCEU?%}EU%E}% PR TS E ) (all the
circumstances ) JHI3%7%% 0 KR MERESRSFAFIZS VTR - 249 © CAFCIR i 2L iR
B R A EEMNEACETENGEH - S8R ACETENNRERE > BE
= AEH HALFERERATAE (BINEFE N CHRIREH R 2 FUE R ) - &
56 E A BN AT PR SR TR o E AR H A J\J’ET g fRaE (covenant not to
sue) ZIENLT » BEREEREE A JNA T RE AL HERT AT,

(SRHRIBH

ST T R R S AR M LRSS B M (B SRR RS A
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UIGE B AEESEERBEREY - B MEERENAEREE AR
B RESR PR S (R AR B S RELL AR « (AR B2 AR R IE A - )

36
37

28 U.S.C. § 2201.

Teva Pharmaceuticals USA, Inc. v. Pfizer, Inc., 395 F.3d 1324, 1336 (Fed. Cir. 2005).
MedImmune, Inc., v. Genentech, Inc., 549 U.S. 118, 127 (2007).

Teva Pharmaceuticals USA, Inc. v. Novartis Pharmaceuticals Corp, 482 F.3d 1330, 1340 (Fed. Cir.
2007).

Glaxo Inc. v. Novopharm Ltd., 110 F.3d 1562, 1569 (Fed. Cir. 1997).

Elan Pharmaceutical Research Corp.,212 F.3d at 1241.

38
39

40
41
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2 Bayer AG. v. Biovail Corp., 279 F.3d 1340, 1350 (Fed. Cir. 2002).

3 Warner-Lambert Co. v. Apotex Corp., 316 F.3d 1348, 1354 (Fed. Cir. 2003); AstraZeneca Pharm.
v. Apotex Corp., 669 F.3d 1370, 1379-1380 (Fed. Cir. 2012).

44 Abbott Labs. v. Zenith Labs., Inc., 934 F. Supp. 925, 936 (N.D. Ill. 1995). Eisai Co., Ltd. v. Mutual
Pharmaceutical Co., Inc., 2007 WL 4556958 (D.N.J. 2007).

45 Glaxo Group. Ltd. v. Apotex, Inc., 376 F.3d 1339, 1343-44 (Fed. Cir. 2004), Teva Pharm. USA,
Inc. v. Abbott Labs., 301 F. Supp. 2d 819, 829 (N.D. II1. 2004).

46 Caraco Pharm. Labs., Ltd. v. Novo Nordisk, 132 S. Ct. 1670, 1680 n.5 (2012); AstraZeneca Pharm.
v. Apotex Corp., 669 F.3d 1370, 1376-77 (Fed. Cir. 2012); Impax Labs., Inc. v. Aventis Pharm.,
Inc., 468 F.3d 1366, 1372-73 (Fed. Cir. 2006).

47

Shashank Upadhye, There’s a Hole in My Bucket Dear Liza, Dear Liza: The 30-Year Anniversary
of the Hatch-Watchman Act: Resolved and Unresolved Gaps and Court-Driven Policy Gap Filling,
40 WM. MITCHELL L. REV. 1307, 1338 (2014).
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