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N E KRR - RFRpN - SR EE R - BRI AR
BUERAEEY) > CREMAHEGIER - 28 > EaERES - VR FEZEAR
ZHRRIReE - B R E Y] -

e AR - (ERTRAV L SV IHTE - BP0atEe - B =R RS -
F) BE SR TR FRES B - RN SE DY AR R g (RN Emite Z B ) -
PR ETHEREE 7 R AR SRR AT AT AR < A B RS TS E
TR 2 Pra > A SRR EE R 2 3 B » R M 99 8% i o B B E iR RE
7172 —IH -

P ARG i S (RGBS - TR R - AIDS i 2 Bk » — SR m IR -

E[IFE ~ BIEMNE R B > WfiE4: T 2"5 5 = (Declaration on the TRIPS Agreement
and Public Health) - 5 38RH&E T EIZ A BT FHEESL 2 HER” o A0 2019 4FEERE 4
BRHY Covid-19 i - Y Eg oy Eﬁ'ﬁtﬁ%ﬁﬁ:ﬁ”@ﬁ/\%% SEESL R PRI E S -

I L4z TP-Waiver BLsRFHZRENTHIRE G (@8 AFISCEUA R IRE T 42 2 fin
MR o BRI 55— -

EACEERE G (R > AR REL - BB - SERATREE 2 S
C ERE A EANEES - PR ERE L EB R - EZHREZ (RE -

l:[

! Jaclyn L. Miller, “Drug Price Competition and Patent Term Restoration Act: The Elimination of
Competition between Drug Manufacturers,” 5(1) DePaul Journal of Health Care Law, 91, 96-98 (2002).

2 Brook K. Baker, “Ending Drug Registration Apartheid: Taming Data Exclusivity and Patent/
Registration Linkage,” 34(2-3) American Journal of Law & Medicine, 303, 318-322 (2008).

3 See Mary Brophy Marcus, “Ensuring Everyone in the World Gets a COVID Vaccine: 7 Global Health
Experts from Africa, Latin America, Asia and the U.S. Talk about Their Continents’ Unique Issues,”
Duke Global Health Institute (2021/1/27), https://globalhealth.duke.edu/news/ensuring-everyone-
world-gets-covid-vaccine, last visited on date: 2023/3/15.

Y MHRAETR 0 SES Y T LUIP Waiver SURHEHREM A AR GIIVIEE > BEIAEA
F17HY - 71 (2022) -

* MRAETH  ESEEYE . T HRBISESH B (Rt BU B —— (BRI > HRRSE
B EE AT > 55 216 H > 8 (2016) Euﬂﬂﬂfﬁsﬁﬁ/}x%gﬂfilzi 1790 FEARHY SR =E -
see Ronald L. Desrosiers, “The Drug Patent Term: Longtime Battleground in the Control of Health
Care Costs,” 24 New England Law Review, 115, 117-118 (1989-1990).
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GEERE - B2 BB REME - AL > WIES-P > EERILAEIE
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E= 3
=

Ry TAE T IEIECRE IS MR SE 5 ARE ~ SR AL ER VBRI A P 22 ] ~ SRS LT
KR 2 T - 1984 255 R ( S5 (E 8 BN R [E]18)%4 %€ ) ( The Drug Price
Competition and Patent Term Restoration Act of 1984 » & (E T/ AZE ) EE T4 »
— 7 L R R S A 2 ORaE - SS T IR R EE Y A T SRR
7 FHEERER » A i R DR N IREEEEE - BADE B HHE - iz
SEBE N 2019 FETHEEAPA S A A R R A B AN R ik RBHED - 2
FIEE R - AR RATARR A FENE - BRI e iR R - A
D -

B 1984 FEHEFAE TR - AR IR EE B2 N 28R T
Ry TEEEIE 2B ) K TSR o IREINET RS A H R IME
R - Ai# - PRSI T sE A G EHIRE R R - DA
A —E Z TANIE I » R 55 AT - RSB =8 ratim - &% - AP
F S SR A 1B F 451 (reverse payment ) BLELVSERGAIfE - R BRI HAS I
ROV S 2 SHEE B - S R R R s 5 BT 2 T 2 mlRe AR R
HlFE P 2 R EISHSE - BN EEIUER T am o M ATERERT » A 2 B SR
SIS AR T B - SO 5 TR oy S S A B R IR MR SRR
B [ B 5

6 John F. Niblack, “Why Are Drug Development Programs Growing in Size and Cost - A View from
Industry,” 52 Food and Drug Law Journal, 153 (1997).

T IEESE 2 B8l > See James J. Wheaton, “Generic Competition and Pharmaceutical Innovation: The

Drug Price Competition and Patent Term Restoration Act of 1984,” 35(2) Catholic University Law
Review, 433, 437-439 (1986).
R TABEESEVEE R PIEEREGHIT o BRI 5% 39 B0 10 DUF
(2019) -
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=~ B ERYET v R S
(—) &t - 32 1984 FFEE(EH P EF AR EERAE

HréE (new drugs » B pioneer drugs ) 7 EiE—RgERES - HERE(LEYE
ZEEYEEs - 2= NiGEEs - Wisl T AERE R DI E A & LB EEY)
&5 (Food and Drug Administration » [Nf FDA ) 2~ ¥#8% F 52 (new drug
application > [ f§ NDA ) - &% FDA n] B " 222 B1RL | (safe and effective ) 46
REFETS B riET Al A lh Rl Bt~ BE0n B i )2 28 ( Federal Food, Drug, and Cosmetic
Act » I FD&C) FTEK - HBASFTE A& » DABGRAT 2 25 REER Ry 1] - HAREREA
HHERA B BEE R EEEE  FiESH - 8445 (generic drugs) RIFFTFRE -
HAEf e SRR e 2180 L - 5 L HHER TS BRREE 2 EYHEN

(bioequivalence) ~ B ARG AT (bioavailability ) FH>K —— R[I5EHHEL R R EE5K
EAEBTCRE" MR S BBk SERS R A BT R L
18 > BN SE Ry RBR © ZR1 » 1984 FEEE(EE A FRRAIGIRAILL -

FDA TE(/r A8 B 28 1% (5 1938 42 FD&C JAZEGHA » HAERE
TR A EE e et (safety ) ZSEBERRE > SEARMIE FDA {EHr 2 AT &k

.
&

@ 1T > EINFEESOAE | F AT S SR 385" - FD&C 7E 1962 FHFMISRIETE » 78

{8 EigEfz A2y - BRSNEOK NDA JEFZ (R (effectiveness) 55H - A4 - £
1938 2 1962 fE[H25 NDA Z 8z e T AENEE » BB " 2E BAERL 2
aFfh > EEENIA RIS » 2 HEEN (generic copy » BIEREE) JNMEH
so HH R Bz 2 M E - BIRE B > LRI 5% 4% Liif2f (abbreviate new drug

P EsEEn, TRERNCENEER  DREESEESLEN B, 0 BAEERY - F
41 ZE 2 H » 651-652 (2012) -

0 HAEDR i TR - ZEetE - BN SAEERTE - SE - THRERME | >~ R R M EE
‘&% > See FDA, “Generic Drugs: Questions & Answers,” https:/www.fda.gov/drugs/frequently-asked-

questions-popular-topics/generic-drugs-questions-answers, last visit on date: 2023/3/23.
"B o R T EAIE R R 30% - S EREE > FiBE 9 0 655 -
Ellen J. Flannery & Peter Barton Hutt, “Balancing Competition and Patent Protection in the Drug
Industry: The Drug Price Competition and Patent Term Restoration Act of 1984,” 40(3) Food Drug
Cosmetic Law Journal, 269, 272 (1985).




PHEE A IS AN E — DN E B H B 4G Rl 127

application » TH% ANDA) 25" o #AT » FDA E4F 1962 £ LIS 7 BB /8 R
BB NDA 1[5 2 sk Bk LA SRR (4 F I S AR P JCheR > 5 1962 4
FHEE itk 2 R 448 > DI 05 /E04AE NDA S5 ~ TTRE iR «

AR S REIR RS SR EENT S - IS SR S AR
BB - BB ERE I ER B Y Ry - eV BLR RS S IE > TVEE TS
[E] NDA TR 386 > 155 SRR AUERErl® o BB 2 % B A Bl ¢ 5
Pisk o B B LR R SR T o BRI R B bR B
S R B aE 2 BT o B 1962 FREEEE 1970 UK (/DB AEER,
FATHT » e —TIRLEsE" - 591 » 1962 45 FD&C 7 (EIFF 2 # (8 T HiEng s>
SR BN B E S (R B LT 2 LR A R A T R
HARE > ARG X B R 4 2 B R EI U B A - LA RT3 BB 2 R AR -
SRR B A

T EA AT o R RN - ERALEEN  OMEE T SIS 1984 8
(E AR 2 FASEAE TR B S B AR B a0 2 (e - DRI
R A TR REREE A  (REEEER R (Y EEELUT A ERRERE
ZEESL | BRI © B AR — AR 2 SA R -

“‘

P Id. at 273-275.

" Id. at 272273, EEAER 0 AIAERE FDA A Y [NE Y — » (ERNELEE RIS 48R
/T\{% BRI R L BRSNS R S it B T RS s (B ) AR I E R

Bl - BERTZ R T EE I_JEﬂ‘ F AR EE b BRI REE AR - HEEEm
}J%mé:ﬁ B NBREN - BEAT TP dE D RRGE 7B EE TS o SHEEISRE > EEAAIN
ERRIRUE T EEBUESE (dmg substitution law ) » 3 V7JA G FREEATIEE FHER 8 vT RE 2 JE
B SoEM R (HUE] 2 AN S 22T - SE4HETHR  see Wheaton, supra note 7, at 440-447.

15 United States v. Generix Drug Corp., 460 U.S. 453 (1983).

' Ralph A. Lewis, “The Emerging Effects of the Drug Price Competition and Patent Term Restoration

Act of 1984,” 8(1) Journal of Contemporary Health Law and Policy, 361-363 (1992).

Wheaton, supra note 7, at 439-440. See also Laura J. Robinson, “Analysis of Recent Proposals to

Reconfigure Hatch-Waxman,” 11(1) Journal of Intellectual Property Law, 47 (2003).

S fEEE EEA 150 spfEE R EEARECER 21 T2 4488 b - See Aaron S. Kesselheim
& Jonathan J. Darrow, “Hatch-Waxman Turns 30: Do We Need a Re-Designed Approach for the
Modern Era?,” 15(2) Yale Journal of Health Policy, Law, and Ethics, 293, 300 (2015).

" Lewis, supra note 16, at 362-363. FHE [ {£ | (L&Y > LER | EEEMIERERNRS B
] AT (K > B{ERESIE A Fr2EiekstEs (investigational new drug, IND ) FGES > B2, » JR
& B &8ss b &Y 9%  See Wheaton, supra note 7, at 448-449,

2 See generally Miller, supra note 1, at 92-102.
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HERITEE G - (DS e S - QfrdE 5B Er SEE
BIEA PRI R ~ Q)alBR =R (4)FAIEES -

() AERZIFREE
LS LHER R EA

$H 1962 FEDLIR FSBER 45 b T BRI S - DR R DRV Ho T
PRk W ~ 88 RRA > (RELBIETR o JHE & BE 0T P E AR - RS E
ZEREE  JRHUAA I © 1984 FEEE(EEFIEL » (i ANDA BN 245 bl
FEEZ > SRR —FRE -

cHEHTIE - ERALEE 1 T R S R R BT S B 7 B A ] - R
BRI L BB RSy (active ingredients ) BLFRGHTEESE AR - B
B EM  ER ARSI M  AHEEVAGEERTE « FIAY « R MERASRAR
RSy EARURR > SEANETR) - A ARIER B (2 R R B SR [ A ) B
W o InE RIS S TR —(EER S B - BRI, > FDA
JFAERER 180 H PR ZiE™ > KIBME S5 i ami - Tk
NDA #2F5 2 B4 7 - TN IS T AEm s -

2 See Flannery & Hutt, supra note 12, at 278.

2 BAR VIS 2 ATk > Fy[RE ANDA iS22 8 > FDA JRytILA SEANEN > AHEE - T4
see Kesselheim & Darrow, supra note 18, at 300.

PO KB > AL (Z) 22048 -

2B RSB EEF E A Pk - AT 30 (B A ENR IR TREA s (2) 2.
ZArEH

> ANDA FEFFHAEF > R a2 5150 Bl S A ae st 8 s DUB > 3 He  ToIHAe
1985 414 470 {: ANDA HIEEZ - 1986 FER1FMY Ky 1,069 {4 o] R BHSF 4 88 7 SERBHEA BT
MERLEEN TG AR (TR GE) JME 1984 27 8% fy 1989 ££Y 33% » % 2015 5
3 50% ° See Njideka Chukwu, “Regulatory Responses against Reverse Payment Agreements in the
Pharmaceutical Industry,” 6(2) American University Intellectual Property Brief, 161, 166 (2015). X
TR M fE A 1% < T SR L - WENTTTR - RREEER AT | AT G3 T ELY
35% » 2 FENRI T 50% - fiis 5 BE3 - See Lewis, supra note 16, at 365-367. F{EEIE A AE
LA > 1994 R ETHEM A = 2 i TH8UR - BB EFE RN BEEEI Y Z &S E 8~10
fEZEIT ° Jacob S. Wharton, “‘Orange Book” Listing of Patents under the Hatch-Waxman Act,” 47(4)
Saint Louis University Law Journal, 1027, 1030 (2003). fHtEE4nzt8dgEize - wrikfmmn 2 X
PEPrrai » CHESSEREEREUN B EEZ HA -
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2.5 (RS R SR

EEREVF B R yREE R ANDA R - REFAETERFEER S —
FEEE™ - 1962 4F FD&C {341 » FraesifRE iR R TREAGBS - SF Erisre
Z T2 (R EIRE ZHE > 1970~1980 4RI HBUAE R H0A (Rt 2 194" -
PLEE LR 1984 (ESEER AR 2 IDA G TR et SRR ER (IND) -~ 7
% FiifEE (NDA) BB HIR » SRk Lo g™ -

Tyl PR IR S 48 FI%% - SAZIRAIRE T R BB E ) (data exclusivity ) * »
RI¥rEEiEE NDA 12— E IR AR 155 [ B Eki et B[R E b @i ANDA
5k paper NDA » i SR ELFIZE £ > S RAHMEAHRL - ORI B A o] R ks i - Tplesy
#4% (new chemical entity, NCE) [FHI 525 5 57 (f#> - EF5IEHR 4L H
e > FOARIR T 3 4 Rl E i -

* HAMREEREIEEREEA HRECRNEARE AR BIVERHEER PSSR R
fE75 Ak 2 825 - See Alan D. Lourie, “Patent Term Restoration: History, Summary, and Appraisal,”
40(3) Food Drug Cosmetic Law Journal, 351, 352 (1985).

7 BGE > 1962 SRR SIS AESEIS S T o BUART 2 G ARETARE 1981 SR AIENE
R T B ERHIE A BERIREIAE E 1966 2 13.6 £ 1% 1979 2 9.5 4
SIRMHE 2 #3%5 o See Wheaton, supra note 7, at 451; Lourie, id. at 352.

** Lourie, id. at 352-353.

¥ eI P AR A SR  IER AR 5 4 FIR - SRR AR S T E B (due
diligence ) ZEZEEH: - See Wheaton, supra note 7, at 465-467. HEREHIFERIEECR/DHLEE -
W5 5 FIR - BEFEAIRERR A S 14 8RR RE RS - TR ARERNEZ
7H o See Gerald J. Mossinghoff, “Overview of the Hatch-Waxman Act and Its Impact on the Drug
Development Process,” 54 Food and Drug Law Journal, 187, 190 (1999).

O I R EBREIEAAEA] > AT AECHR T TL5%2, (orphan drug) 7 X ERIHE
FEHART - Richard A. Merrill, “The Architecture of Government Regulation of Medical Products,” 82(8)
Virginia Law Review, 1753, 1790-1791 (1996).

VRN > EERTE RS AR o RS2 EE R B (R B

32 See generally Wheaton, supra note 7, at 464-465. =ikl > P4 125 Fiis QISR RN 4
FEFREHT ANDA FREE - {H FDA T2 5 R 5% Eriss T - 1d.

PR 3 R (R E Y T AR I BRI SAREHS © 1d. at 464-465. (L] >
Bl B B HAMA AN {2 fy TRIPs ( Agreement on Trade-Related Aspects of Intellectual Property Rights )
5 39.3 RFTHAE » B Rysti RIS S IRAUPTERAN - so B R eiE - sE2 Rl > T REEERE
KB IREHIE 2 (B A MSER Y — N E e 4 SRl BB IR, - HE R
T - 216 8 0 29 AT (2016) o
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(=) Mzl TMEERES
LABRER R

S T R AT ENBIR T A Bolar ZIMEEREE » S E THFH
"R R EAORE R AT 0 B EER Ry B TROR R SR T R R S R E A
PE - BRAEER R BASEATEE » A AT o Ry BRI B SR R e 2 A - s E A
T2 » BRI EERETRIE Lt - R n] i e SR A0 B 2 F IR - A
FERFREE S 5 1 WA N - B E o BAEEIRT SR > 1R
A7 2 S BE R CHATRE T AT > BEERUREPERT e - AZ >
Bt 30 _E3F2RE (Court of Appeals for the Federal Circuit ) 8 & Bolar 7 3\ B % 5
AP P B R - RGN B B2 BHTT - NIRRT 2 BI4h - Bolar
Ik - AR R E AR S AR B S TEE -

ARHEG [ HBFER” > 05| SR PEELEE M - BN ESIEZ T
Bt o R BLIEE  BE g (R A MAETZE - Fr B8 T ANBTMEEZR T - AR
gy T EEREEGGK,  (clinical trial exemption » %1 £ Bolar &) HZh¥ ]
NEEY « RETBIEZ SOz BhE S EHEram b SHE - S
g% > JEBEMERE > T ERERLE ALY -

3% Roche Prods., Inc. v. Bolar Pharm. Co., 572 F. Supp. 255, 256-258 (E.D.N.Y. 1983), aff’d, 733 F.2d
858 (Fed. Cir. 1984), cert. denied, 469 U.S. 856 (1984).

B g pigEE S 0 2123 -

 BL R E Whittemore ZE » HiAgiAbe 2 RRIIRER LI RE > G EHEIRENIEFEF] - Mmis

22247 B o See Whittemore v. Cutter, 29 F. Cas. 1120 (C.C.D. Mass. 1813) (No. 17,600).

See Robinson, supra note 17, at 65.

* JF# Roche ZE#77 Dalmane ZZHREZELF] » 575 Bolar ZEE Fy 7 KiE B > (£ % P B FIEHART 6
{i&l 5 BIBRAGTE S EEHEE 7 B BRIHST » Roche B HARHESTEA -

¥ MRS OUBNRS | SESIRE R T EAAE RS i R HBORIIRE | > BEMEREAT
5196 H - 12 (2015) - tb4h - IVEBEEEERERB R B " WROER ) TREEEE
FIfre&E 2 B EERE > see Wheaton, supra note 7, at 462.

O BN BT RBZ B HIERE - ESEE R B R 12-14 -

4 35U.8.C. §271(e)(1).
42

37

Wheaton, supra note 7, at 463.
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2.5 R

BEEWFOEFILEBREYT  S5—EEH & 2 &R E A EEE (patent
linkage ) - sBR T PRAK AT AR 2 BT 2 - BUR B S a2 (AR TR TN - BEHIR
e o Rflnl R - VSRR ARIR I SCHARI: - BGRB8 R 55 ANDA il
PR EEE AT - FDA 1SS S5 SEEEITAZERY ZIEERIETA
EERZE » R B HASE 2 Fae © BE AR -

BRI - B SRR o B R AR 2 T EARE B r?‘%‘?%ﬁ@?ﬁﬁ s
HEE o N B IR » NMENT LR R A2 R EE E T TR L
SHERAEEN B (R ER  BEREEE » SE R SEEE NDA 254
W78 1B 3 B A TR BB R BB AR 7 & ( Approved Drug Products with Therapeutic
Equivalence Evaluations » 3% Orange Book ) *0 - — H REAHi8%  HFRAE A e
50 ZHIA 30 HANELL ~ BE -

[ a R dE m B 2 Eellfg - JEZEEOR ANDA HE5 A T IR E FM L E
Fl o DIBRTESSEF R 0 MpS s Fighs s smrEEmY > EEsrE
HEE Bz B RERTRES E e 2 IHERE S - IRETEER - 151t - ANDA
FEE A\ ECOER T T YU — ¢« (P1) WfEAHRHEAZ &# - (P2) MHEAH
FIFEZ fre&  (P3) THRHEAIFE MR LGH FDA 85 Erisra] ~ (P4) HHEH
%*U%%#@’ﬁﬁx%@%ﬂ&%% » P4 BEHARIFTEEEAPREL - ANDA HiEgE AZHEE)
A NDA H55 A\ BLEAREA - A ER A R S H B R ok 244 8 2 Erisr
i > ER TR A B B - BREIEAIT% - NDA HIFEAS
1 45 I NEHIEEA R » A BBEE % 30 (8 A 2 E S &l G093

Y EEEte > SESIRE M 0 ATEEE 390 13-14 ¢

4 Wharton, supra note 25, at 1030.

* B[l paragraph IV (B #_-%LL PATE » F[E) 28 3T 304147 © 1d. at 1031. See also Jonathan
J. Darrow & Daniel T. C. Mai, “An Orange Book Landscape: Drugs, Patents, and Generic Competition,”
77 Food and Drug Law Journal, 51, 52 (2022); Kesselheim & Darrow, supra note 18, at 303.

4 21 U.8.C. § 355(b)(1) (2000).

Y SR giiEE S 0 24-26 -

21 U.S.C. § 355()(2)(A)(vii). FT3E P1~P4 BISRET#E{6SL paragraphs -1V 2 Y%

4 21 U.8.C. § 355(G)(2)(B)(iv).

% 21 US.C. § 355G)(5)(B)(iii). R » FHIMRANZ VLA - [RR A ES T H A S AN S S
TRz & - 2 TS L3 AR - DIOKIE & H8 5 B2 Bt - BB AR EHIRIRE - AHRHE &
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AETER IS ETHFAT - 35 NDA HIF§ AN 45 Fl P - ANDA i3
[HRICRET IR B 7 - DR B -

P4 FRFFINE (RIS & FERE BRI EETS « TASIE Y B (it
T2 SR S BTRRL s - (738D - J2LA AR T 180 F 254 B BB ( 180-day
exclusivity period ) F EsS5HI™ » IR R HTTEL 2 S SRTEIS B H 22 180
FIPY » FDA @it ANDA e AR:# Fiisfea] - (RIEh 2 uiRia i i et -
STEFRSAL EL 52 R P -

(U) EEENEEHEE

1984 FEEEEEIREZE R HIBE SRS ERTRE S - a2kt
P T RELHY - SEGEFIIRIE R 2 M R R R 1994 45 » [ESHETE - SERITAER
SEFEE 53 16 BB HUSAF I35 1% (B HE S S 2 HAIREHRIER -

CORIEIBHE HIHE > 2005 S IEAR 2 BERIESE 40 (6 2 B R Sy e S
T B ERE » IRA LA SR RS i g R AR R BB SR T
FERERTEE Y SR B - IFUR S A R B A IS 54 (e TR » %
BRI SE T A ART Rl DU R B B A BT > ST 40 (62 3
72 2019 RS HF S ()5 — AT -

HEAR LB =T

MR PR TS S AR A LR B S SR TR AR IR EGAAIR T4
SRR S B (RAK Vit - See Robinson, supra note 17, at 56, 65. £33 H a8 Ry L RIS HL R g
BHEE L E 2 SR - BRI e SR E RS HWIFEMREB AL o See Wharton,
supra note 25, at 1034. HEFARZ BARINABISN - 140 NDA HIEE AR 45 HAE &IN5 -
EbtE R R EHE RS - 2 EERAEERERIIE A AEZRE TR - 21 USC. §
355()(5)(B)(iii). MAEIEZEEEH]T » %5 FDA Tl HEE BRI A e » HIZE T ] (tentative
approval ) » 21 U.S.C. § 355(3)(5)(B)(iv)(I1)(dd).

52 21 US.C. § 355()(5)(C).

33 Kesselheim & Darrow, supra note 18, at 304.

%21 US.C. § 355()(S)B)iv). B30 s HAB LU > 1 - See Kieran Meagher,
“Abuse of the Hatch-Waxman Act: Mylan’s Ability to Monopolize Reflects Major Weaknesses,”
11(2) Brooklyn Journal of Corporate, Financial & Commercial Law, 589, 593 (2017).

BRI SYEHEBIAN SR - BT ME RN STEBTA L2 FH® > IDAEIR
FEBIEEBIE - AHRIE R > FH2 A B -

0 ELERTRETE 443 SHEIESE -

7 ES RN HITEE 3333 -
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S B R H RN 2011 FHFEREETSS 60 i > HAE S HERRE T
A B ARG S 25 A B 7 459 B s S F o) B S NEEY) B s e] By H YT S 2 b
gt ~ SBR KA T Ry o RILABRHERET > ARG R AN ER LSS e - R
TR T Ry BB AR TR R -

B M HERSECHIE - (REEFES 39 ik ~ HAsna g acsw o
5 40 RECHEMHEZME - FRm B IgE L T iR | AR R B
TR AR FE M ey - MRS DU G T IR e B RSB i U2 ATFE AR
TEZW - HHE TR EEDE ANDA Zfi 5 Eiifefy (A% B -

HAEHGERIE 2 5 IR > EE ~ B - 2RO SFE - P A=Y
BER WS DU 2 e B S A A E TR B A N - B 2 T
FE S ™ B SRS ST A 1 B 2 2 (R 8 TR T R (s
PR KRR 2 D SE B I HAY I A ST BIREL A A -

HEIDEFPRGILH] - PREEEF G =L 2019 R HH - HIDAER ¢ (1)

_l.

¥ AMETEE G - ARSI R A - AR RS 59 e 1 IESS 2 i SR ST
RERE > G8 TUAFEAAMETE , 2BF  QtEREEFEREERR B N - 20%E
ZEE > FifEEE S5 0 2122 -

¥ AT T RELARTIREE RS AR R, > ST O0E - RS

MERYEE b BFEASHIE | (BB e A T ARG, AR A
5539 BEE 4 HH > 395 (2010) 5 REF 106 4 5 F 22 HA &R T IFERTa SF S His
gL o EEREE T RE S\ BT 154 98 - hEREMEEEERE (106) B TE
029 5% - thEERERERL 4 & hEEEE 7255 1060050036 575K o X0 " B EAE TR DI 2 4
Wk T2 BESETUNN G 0 FIRR SR E S Y AR R, - B2 E0E - ETE  AiHESL 0 396
G T ABEG RS RIE RE R e R AR RS 7 | o JLSEEE - 5 166
1 (2016)  EVELL - TERELEEE TERGRLS, FIaARBRENE  fTREESEAELT
ME SR |, (2018/1/4) > hitps://www.storm.mg/article/381318 » FR{% 2% HHH : 2023/4/20 « X
= T ERVERAG R SHETAES I ) - BT - RS - §ifEsC 0 396-397 - HE
HFE R RS - BEERECE - SRR > T BREGS A B IETABIEEIE - SR EE
2 RIEFRu A L R s | 2EIERAT - 55 23 &5 51 > 14-36 (2019) -

O HESIRTMR > BIERE 39 -

O o EESUTREITH — REEAEA S R B, A EREE
SR 38 HE T LAT (2019) o

© HBSERLE FIEES 0 1628 -

O AKICE R FIEM DB SE L S S RRIHOE BB > B — P 5 Fl2s 2 A Bl A S 4R
Frotgs - BE L BFEGHET TREEEHEANEHE RS Z8GT  BEEKEEERET
AR Z B4 > S E RS ARE R » BRI « A st & 0 Z RS HE SR B HI
BEME AR RERER I -
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S ANy 2 B S HE A B A e R (MHE R A E SR > SRR 48 iRz 3~
F A RZ 8) ~ QFVERBIWRREEFNENE (FEFESE 4812 9) ~(3)
B2 SRRy PA REMIIR 2NN (SESTASE 48 (R 12) ~ (WISt S P4 RETT2
HENRETRAUEREBREMEINE (FFEEE 8 Rz 13) ~ OEFEH
P4 BN E R E Z B EEY] (FEEAE 8 R 165 48 Rz 18) - Eit»
VIR BE S EERg ~ B2 2 FIE A -

A > SRS FA N FEE (PR TR S R 2B A TR MORPE - RE
JEG [HEE A HE B SEEEL - BB IR b - HEREDE T 2 EIRARE
fERETT 5 > WEREYAE - ANV AIRZRIEN - BiRElA Y 34 7 SeRet i -
FEL ML ERERET - TR E R -

=~ BEHIE 28 A R R

WEEEN 2 BHAE (MEREEZRNE) - BEEAENEE > KEEH
e B REAE R ek - IBIEIER M EERIEAD P4 A PRER > BRI e I rse 2 42
en SRR > SRIEPHET IR R ~ B SRR o AREERGI A R B S R R B
B AMES AR ER > E e ORIV E AR S T o IR ET H A S
HER - WA ZREZ A - EERSHAE ZBPHEFEE > HEHZ
WA WESEROE - B0 AREIE - NS ER N -

%»%

+
t

g

(—) KEFHZ #nEHEEHE

£ FD&C FHAHEEMBERNSHHE - FERAFREHAG ZER - &
By R T 0 2003 AREE IR A ZE ( Medicare Modernization Act » N MMA )
EREHT - BRI S EEOR Z AR S EAAH BN - M ASE AR A B - S5
HEBEIEHY R -

< 2003 FEEIERHT. FD&C #E > NDA 535 A MESHKEL [ 17 E st g sh AR 2 5
FIz&5E (patent number) ~ #EHAH (expiration date) ZE:EN - £ NDA HE51% ~ FDA
PEH EEFATAT > ARTHIMHBEAZ AR S > JRERIFEIE (amend) BHEAE

Airte SN FDA iRk - BIFTEEME AL -

4 21 U.S.C. § 355(b)(1) (2000).
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FDA B ILETA FAS 2 M - S8 IR - R EhFralig 30 0N - B#z
Fha 0 PRIN()IETERT (active ingredient) EHAY ~ (2)485nE A (drug product) LA -
SARCYIE4HS%) (formulation and composition) ~ (3)F#% (method of use) EEF(®
MHEASEAEN CAECTT ~ R~ $G8ERESE) ARTEHI#E > NDA HgE BRI T
ok} (supplements) ® o FHTFF BRI IGIZAE N 2 MHBHEER] > NDA g5 AJER
A% 30 HviEsmEa”

FDA W AEEFEFMNEH 2 &S - HERHPR R TR AR EAAM
RAECE » NEES SN EH 2 IEMEEE - MIERARIVER R E @i b
] 2 A -

HHGEHAGEE  EBES T AREEFE ) B - 52 0 B ASEENE
i LA FDA SRIBHERA 2R > FDA JEILEA NDA High A\ BT H IEs0H 7" -
MEMIATAL - FDA SREGFEEEL - WAEREEEER - I g 8 BHEE S
BAEER - R IEREESE = N2 BAINE - 2L 0 %5 NDA HigE AREERTZUEA] - SE{y
REGELSEHATIAFHEEBLE - BT - FDA RHRENE < A G #Es
Tk ANDA High A By P1~P4 2 ErTHA™ WSS 440 A ERCR - bR
[EERECRE A SR ATAN: - TEREMEZ (T » 5E27%FE NDA Higg A 7' -

(2) BEAEZEREGFEZNA
EmBENZREFHE

BB b o IR R  UERRE Y AR R - IR R
HEPARIT SR R R - OIS - EHEER T - R

NDA Hi5g Z #ERUEEY) > B "B &Y) ) (general compound) FHEEELA] -
TERUR R #E 2 R - H > Fk T RPE(EEY),  (particular compound ) HA &% EA)

% 21 C.F.R. § 314.53(b) (2002).
% 21 C.F.R. § 314.53(d)(2) (2002).

7 21 C.F.R. § 314.53(d)(3) (2002).

% Natalie M. Derzko, “The Impact of Recent Reforms of the Hatch-Waxman Scheme on Orange Book

Strategic Behavior and Pharmaceutical Innovation,” 45(2) IDEA, 165, 170-171 (2005).

21 C.F.R. § 314.53() (2002). [H—HITELE 2003 LS ELHRAAES > see 21 C.F.R. § 314.53(f) (2004).

7 Derzko, supra note 68, at 170.

" ‘Wharton, supra note 25, at 1031.
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Oral - GIMESH R E R e 2 B (salt) ~ BEMH (ester) SE (L&Y HE
S (enantiomers) H{THIFE - B > FMR A AEM#E—Lh45%% (drug delivery)
FR ~ BEE (coating) ~ 455 (extended release) ~ fC#HY) (metabolite ) ZEEEHEFT
B > FHEm AR o R R S E -« E R B - HREE
mmHAHRFE L (evergreening) FHZL -

H A R HIE HEY LI > A S E H AR A B RIRIR 255~ B
FHE A RO 2 597758 - AR AR S EERN 2 W - Wt G EiE
ST FFEEAIGIE 2 BHIE  FAETET DUGRE > BB 2 ARSI pY AT A -
BRI - WO E S ESE L L REF(LIRE - EFEEL IR  EE B #H ] EH
VETFT BRI AR ™ o ZRERTE T ) Bl BESL IR (A3 Y] > HE
I RIREE - APME rTRE AR e P 2 - HEVEUE " ERIFEFZ (RE
HAR > BIEREALRE Y EETHT -

2.8 5L BRI B I 2 B
()ETEEHZFIEFER

REBHZEGIIREAEFREARS - AIHTSC 4 - ANDA HigE AR E 44
e A E AT R i > RS P4 AZHAL AT NDA HigE A - NDA HigE AR
Ktk > 7Y 45 HNAREE SN - BVE Ehiiss 30 (8 H 2B =S8l - 1t
[l (R BRI AG T~ DR EPREE - R F 4GRS ANDA HiE5 AOZHIE
HRFATE BRSSO TR AR L S AL T R R

2 Rocco Screnci, “Batten down the Hatch[es]! Restoring the Patent System’s Role within the

Pharmaceutical Industry,” 70(3) Case Western Reserve Law Review, 821, 845-846 (2020).

Terry G. Mahn, “Patenting Drug Products: Anticipating Hatch-Waxman Issues During the Claims

Drafting Process,” 54 Food and Drug Law Journal, 245, 250 (1999).

"SR, - SAEFIAI - 2 R ERR - 53-56 (1998) -

T OB E o BRI —— s - e - A

O I < SRR e A B e A S DARFIR SRR > B8 > D B R AT E S R B TR 5 sk
SREENERENE R A—H =R &gt Fy— H TR —Z o See Martin Voet, The Generic
Challenge: Understanding Patents, FDA and Pharmaceutical Life-Cycle Management, 5th ed., Brown
Walker Press, 123 (2016).

T BRI R R B SRS R EAZ BIS5E) - Schering Corp. v. Geneva Pharm., Inc., 339 F.3d

1373 (Fed. Cir. 2003).

See generally Derzko, supra note 68, at 175-184; Robinson, supra note 17, at 66-67.
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WA e — BB 5 TS 2 B FTABS8RIR B R 2 Ng”

ST IEBR SRR AN > SUEl RE ROZ RS T - B S
AEPFEESHEFR I REEMNENIEAE - SHEATHIEAEER - FDA B
BEZZ3K ANDA Hig5 A EHrE ) P4 -0 > fEi i — EACRESST > RIAERH R Hi Ve
FEEGI  IERE - BEAANEEE LR SHHIE 2 5R — B SR R HEE AR A
REEL R ZEEE FHT MBI E 2 E > Al N IE > EAREEREAEE

GEZ5RE]] - 1 FDA BN JFEEEE 2005 » I g B REAEEZELE - 7
B FREISHE 5 B E — ANDA HHE5ZBABIEK 30 (B 5 2 {5 4t sa i Seutb Ao

O REBE B THABRE )

R EEEA Y 5 Z 8% (Federal Trade Commission * N FTC) 2002 ZEFR{E
A% (T8 FTC B7t#es ) ™ > 1992~2000 £ER5 104 {1 P4 BH1 filh - 8 (F %
TSR F 38 AR - SMER Z BT Ry 4~40 (A A% - Bt - & 2 EENE
5 REFFEEFHART - 52 2 TR EE(ER PRS2 2o R b - (RN E e
MR DA BT - BIRRIEAER - ZEHMNBH NS - SAFEERGY > F
DIFEHYE ﬁﬁjﬁélxilﬁﬁﬁ% B2 REREY  SISRatER -

L] B Mylan Z£* > Bristol-Myers Squibb Company ( Ff% BMS) i —fE %
Fs BuSpar Z i fEEEE (anti-anxiety ) ZHA| - BZHAJL 2000 FF 11 H 21 HJEH] - £244
RN F S Mylan HEE ANDA G{EH P3 B8 » @S E T o] - BHAPRaEE A

A% > Mylan IERFER2EE574E B - TRE PR ERIEEE - Ak BMS R4 54
JEHART 12 /NER# BuSpar 2 T AGEYIEF] ) NS » KR EEER E - FDA H]
sk Mylan ZEhET S BEFISRAE PA B - BMS 2% 247 FA0I: 45 H PO - 55
T30 {E H 2 B = A EE BART - HE Mylan HEERCEZ X EiistE - €% b AHYE

%

" Wharton, supra note 25, at 1034.

80 e AHESTIL S5 & RE (loophole ) JE: > H&i# - Robinson, supra note 17, at 48.
8

Federal Trade Commission, Generic Drug Entry Prior to Patent Expiration: An FTC Study, Federal

Trade Commission (2002), https://www.ftc.gov/sites/default/files/documents/reports/generic-drug-

entry-prior-patent-expiration-ftc-study/genericdrugstudy 0.pdf, last visited on date: 2023/4/2.

82 Id. at 49.
83

Id. at iii-iv.
8 1d. ativ.
8 Mylan Pharm., Inc. v. Thompson, 268 F.3d 1323, 1327 (Fed. Cir. 2001).
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FIDRAEHE B H 2 > 51° » 48 Mylan DL BMS B#EFET » FRASYIAE 4
SASCHETZ H A4 81 BuSpar S5 HERAN - N HEEEL - KRS
(delist) o —ZFABEERYN Mylan 2 F58 » 2R —FEBG R ficid FD&C 2 HE - [
RifAAZE B ZFFA (private cause of action) » B[] Mylan Z 553K -

SIS Andrx 2£°7 > Biovail #H—#k+4 By Tiazac - & (i1 BREESL A - 1998 4F -
R EER Andrx Ry SRAT % B RBIEIHRT LT 2288 - 55 ANDA ifEH P4 &
B > Biovail JrNHAREETIGMES 30 (i 5 S 358N - sx AR R T 2 2001 4 2
H o ME 1997 F5F » 35=_A Arnold Lippa (%%t} Tiazac Z SRR B 555 - 12 2000
FERZ A > W 2001 45 1 H (Andrx 2 30 {8 A BRI EEAMS L) > Biovail 3
HUS T S4B R R B0 A1 > BB » W By Tiazac 2 FHRASEA G #HME 3 - Andrx
NECUES R P4 B > & 28 Biovail JRIHRREST » FHREHEF 88 HAR -
Andrx DL Biovail Syfft 55T » F5OKEHRTHEG RIS B85 - MERIETR AR
AR R -

SIS R ES > MARE DL FD&C KB E Y BRI B ik > AR - B[]
EL L B AHREROR ™  E FDA JEGSTEEEE (55 Eh/ AR H FD&C
> fRREREE - 2R 0 MO E S RIRA RS TERLFE (Administrative Procedure
Act) HENBEE - HBIIESE - B > EEEBENRYEFNESHEH 25 0 HLL
WA PR EERE S ~ R ROR TSR EEREE i 2 A » 4%y 2 FE R
BAG” YIRS E AL EE -

5 BARMREYIE A AR E Sk 2 B > 75544 © See Derzko, supra note 68, at 190. fR{% FTC
WFEsR S < fiRE - FaR e Sk 2 A 2 S B 5 T R B i ] Z BRI (iR %
B2 ERATEZ B E | 2P EN KM E 2 5 SIRRE S S8 - See Federal
Trade Commission, supra note 81, at 52-54.

8 Andrx Pharm., Inc. v. Biovail Corp., 276 F.3d 1368, 1372 (Fed. Cir. 2002).

S EPNBE AR EERIER > — B A EFR B S o R R S IR
HE - RLEAN | FDA RISAZ 3 B2 1 Sk~ 5656 - R EEmRM S HE AT -

¥ Apotex, Inc. v. Thompson, 347 F.3d 1335, 1349 (Fed. Cir. 2003).

% Andrx Pharm., 276 F.3d at 1380.

M EEREE AN EAMERE L RHEA Y BR 0 4 Plager AEHEREBRZERESRT  BIT2E
il F R RE 5E 2 RV E B A 2 R R - PEEETLAETEN ABREE - See Apotex, Inc., 347 F.3d at
1353-1354. R HHELER, » see Mark A. Lemley, “Rational Ignorance at the Patent Office,” 95
Northwestern University Law Review, 1495, 1529-1530 (2001).

2 Derzko, supra note 68, at 175.
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3VEITRE, ~ [REEFEE Noerr-Pennington R HI| 2
(1) Noerr-Pennington [&HI|JELR R

FEEI LS | BIRIEZEE N RFBFEME (right to petition ) 7 fRE" - I A
R EBIFEZERETCR - MEEREI R RS > EAREBABIFFERZTE
(e EBURE 2 R fRA#ES (anticompetitive ) 21T Ryl > SRR R AT AE B35 T2 A
TR o JSEIR 5 E. R. Presidents Conference v. Noerr Motor Freight, Inc.” Bl
United Mine Workers v. Pennington’® —ZE3& 1T T Noerr-Pennington |FHI] ( TF% Noerr
JFAD - BIANRITEERF RN (e (EBUR 1T Z R e T Ry - IR REE S5 05 » M
i o BT R (R R (e EBUN BB FTER AU € T8 % » TEZ2 B A LS5 R 2 Or
[ > SEABE R FELARSE S 2 BT ES T A © Noerr JFRI 2 FFIEIE > WIFERN AR
B TBUSRA > [ > HIRE R A RETAMEART > E 8 ARBUAR &8 -

Noerr [FRIZ FER] » TREBIS - 35 2 Fa5 T R Z EIE HIVIE Rt BB Z AR
BT Ry B BRI G FH TF > AIe/Et T EBGERE ) (sham petitioning )
MitRK Noerr J[FRIZ BISN CTREREMRGISN) » > THERNETEARE - 5i52 0 BR
PISNAE O A BURHE Zf2f7 (process) » MRHE P A SAF Ry ez LA AR
Hlme 2 HIO' o WIREAE H RN TEE e i FE I AE - B mimEa
Noerr JFRII"" < fiiE > » b RAIEIH T 505 FA A > FR -

% U.S. ConsT. amend. I (“Congress shall make no law..., abridging the freedom of speech, or of the

press; or the right of the people peaceably to assemble, and to petition the Government for a redress
of grievances.”).

% Marina Lao, “Reforming the Noerr-Pennington Antitrust Immunity Doctrine,” 55 Rutgers Law

Review, 965, 966 (2003).

% E.R. Presidents Conference v. Noerr Motor Freight, Inc., 365 U.S. 127 (1961).

% United Mine Workers v. Pennington, 381 U.S. 657, 85 S. Ct. 1585 (1965).

97 Noerr Motor Freight, 365 U.S. at 135.

% Cal. Motor Transp. Co. v. Trucking Unlimited, 404 U.S. 508 (1972).

% Noerr Motor Freight, 365 U.S. at 144.

190" City of Columbia v. Omni Outdoor Advert., Inc., 499 U.S. 365, 380 (1991).

UK VARSI SR N E R R B A R R REEITE - SR AS
JEREE » AR EVEAERBBIIN - QISP 2 ZREMERS R R ES - S EH LS
[R4EREFE Noerr [FRI 2 BERELP N » See Lao, supra note 94, at 967-970.
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£ Mylan %?ﬁéﬁZﬁ%%ii%#ﬂPm s HorIR S R BMS RS EHIRE - fE5F]
JEHART % BuSpar @55 T (YY) BAISEMEAEE > W LGEST Mylan L4
S =248 HARIPE . L7 fEZ& K2 Sherman Act 55 2 {RRRRA A i T35 unlawful
monopoly) Z """ > #its BMS HIFTREH A BHEIT B 4B S FDA 2 k8,
EAE{R(# FDA B HBMBENERE » 182 Noerr A (' -

FTC AARFARIVERE Z K (Amicus Curiae) R E » FRIHFEF]E ‘ﬁz 7 ORIRA
JEB "B, 0 E FDA FEREEES > AXBTREE T2 T, ' BESE Y
sl BMS 21T RoiZ & SAFRE TS » Ty AT REERE RGBS » S H A B 5 BRI
FDA > H DU i 2 43510 » R s IRES MR B BH TR -

SEBEREN FTC 2 R > WRETE Noerr [RHIFELL " BURHERAA B IL B EHER | F
HHZ AEE - ZA01 FDA BERA SRS E S mEaEm e B Noerr [FRIZ
FI'™ > B5E0 By BMS B4 BRI T B > IR EL BRI ) FDA $EAC R SE S E R
Syseefii " AEYIEA ) o BLAERE A 8 AL - #EREE TN Walker Process
Z' VB B R ERIN Y > AR R REEE -

12 In re Buspirone Patent & Antitrust Litig., 185 F. Supp. 2d 363 (S.D.N.Y. 2002).
'O AFTATL o (REHHS B AL I PR -

1% In re Buspirone Patent & Antitrust Litig., 185 F. Supp. 2d at 366-368.

1% Id. at 368-370.

1% See “Memorandum of Law of Amicus Curiae the Federal Trade Commission in Opposition to
Defendant’s Motion to Dismiss,” In re Buspirone Patent Litig./In re Buspirone Antitrust Litig., MDL
Docket No. 1410 (JGK), 5-7 (S.D.N.Y. Jan. 8, 2002), https://www.ftc.gov/sites/default/files/documents/
amicus_briefs/re-buspirone-antitrust-litigation/buspirone.pdf, last visited on date: 2023/4/14.

"7 Id. at 23-24.

1% In re Buspirone Patent & Antitrust Litig., 185 F. Supp. 2d at 371.

19 Walker Process Equip., Inc. v. Food Mach. & Chem. Corp., 382 U.S. 172 (1965). & J: P BRE X
(P R LB AT 5 2 5 e M SRR - USR5 A% L IR RAE N B U T 5%
ZEH) TS ) - BRI BEINERAE T EDA EFEK ) 2B MEAERTEE In re Buspirone
Patent £ > JEWE%EE T Walker Process 28R fRimza 5 & 2 385 » In re Buspirone Patent &
Antitrust Litig., 185 F. Supp. 2d at 374-376.

In re Buspirone Patent & Antitrust Litig., 185 F. Supp. 2d at 374-376.
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(=) EREAZBEREEEZ E5

BB FIERE AN ESE - FARAK LIRS — 8% S s reg 2 4 5 ik 2

o EANABEEEGREEENEGP I EEEE N - R B - B
PSSR BB S ARBE BB E B TR R A SR R

IR HEBTETEEH - AR A BEAE  FERED T o-sE P
FEFES AR SIS > Rl REGET RS RET -

135 2003 F£ 2874

Ry RERE 2 S HURH - FTC It hiett TIER Z B A, K [E— S8 5T [F]
— ANDA Hi 35 28 o T {5 3 B (5 S s R > PR By T —, 1 e HER Ry o B
(T 45 55 HIREME IR B — 20 IR ATy Akl 1% B < HoA SR REE ST - WEAT A TH
Bt 2L <> (preliminary injunction) [H1FE2ZEERG B EE1T Ry > FERNE 2455
BRI R DR RE S S o SRR o T TR 4 R
BE AR > 1Ll FDA FREEER - RS H 2 MR BMURES
BT SRR S BERUB BT (counterclaim) > —JUfRRRGY S H  AHRIRIE" - Bl
IEIEIEE - FDA JRiE S AR TEGRA  BH S F s S v sk 2 frE'

"' Lisa Orucevic, “A Machete for the Patent Thicket: Using Noerr-Pennington Doctrine’s Sham
Exception to Challenge Abusive Patent Tactics by Pharmaceutical Companies,” 75(1) Vanderbilt Law
Review, 277, 279-280 (2022).

P R S SRR Ry SER T R BB BB TR see id. f&%ﬁi a0 R FEFRHIGE:
FIEZ BRI TEE > Ewbhy FTC LI F A 2 Kb > S0 RIS e 2 R E AR
TTTTHE 40 28 M LE R SRS RA T (< I S5 U R 08 P IR~ e P%EH/ZEQ%J:Z{I&E VISR o
2% o See Robinson, supra note 17, at 84-85.

113" Federal Trade Commission, supra note 81, at ii.

Id. at iv-v.

S 14 atv.

"6 B INR = SR FEMS S TORSY B sk I FUER » see Wharton, supra note 25, at 1038-1039.

"o

"8 21 CF.R. § 314.53(b) (2002). M — MM ZELR AT - B MARAATEH BH 7 485 > 7F FDA
FEEEHEL  HRERSRSHS G AR T » ISR AR I8 L ETRE - See Robinson,
supra note 17, at 75-76. i » 2003 A ETENE R MARA L —58R - SRR - Fhoh Fﬁgﬁ/\_f
BEUERIE R F5 - {F 2020 4227 Orange Book Transparency Act H1 » BHERE AT &l B S
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S > BRI 5 2003 £ MMA [E3AFRIRAY - (RENE > W3 IR &8
DL 1 R 2 R Bt > PR 24 (B 1F (amendment ) 2447 ( supplement ) ' >
PUEERRAEFl— ANDA th{[RE®)— x> B - {1H - bl L e e Es
HB > EAIE ANDA EREE{RIAGEE 2 BRI - BN S st A B Rk
ANDA HI35 A\ R 2 Ze N H A 2 B B i zene'™ -

BB A POERMER B ER > BEESTOREKE o 5T
ANDA Hi35 AN EHERATIEBRGT » 3R ITEEERA ABRTEGE - B —
KAt R4y 3> - FDA JRIIGRER NDA B35 A B EE R L BRGNS
B PRI R B2 (s IRa sl T8 » MefRa s Jan'™ -

QLEEEY T—E L SIE

D 2019 FhifT 2 SERATGEERF MG R Y BR =En 5# 2 FH
T PIE Y - eV Y - SEER B (ZERIASE 48 RZ 3) » WHAE
[F]— ANDA 27t - el — X EaEE (HEEF 48 frz 14) - b
EUFIRE N B I AR IREE M BR3P S A T Al B EAIRE R
RIETTEAE > AHUS 12 (8 H Z B (E 4G 100H (FAE 48 iR 13 B 2 B 2 50 -
55 BORKHEEEESHTA AP BB EE R EREE LR R T 5

J* FD&C > A HIGEHER] FDA S B H A RUEAY DR - BIFYAZRNE » see HR.1503 -
Orange Book Transparency Act of 2020, 116th Cong. (2019-2020), https://www.congress.gov/bill/
116th-congress/house-bill/1503/text, last visited on date: 2023/4/11.

21 US.C. § 355G)(S)(B)(iii). A4 > {77 L B BRI 17 A0 A 58 4048 11 5% 25 I 5 4 5 AR
2[R - &% ANDA HEEEFIAC &S HFF - HI9FE " BEREE 5], BhTEE
IR G 57 RS Al 3% 2o =AM © See Esther H. Steinhauer, “Is Noerr-Pennington Immunity
Still a Viable Defense against Antitrust Claims Arising from Hatch-Waxman Litigation,” 61 Food
and Drug Law Journal, 679, 697 (2006).

20 B4 Mylan 2227 15T > ZHIFSAIEE P3 B0 > ADNEUEITIE P4 BHH Ty, BRI
AR R o SR TR ) 2 PRI - BMS BI#DAE BT Mylan TACHIGE ANDA 1%
P26k B S = s R -

21 21 US.C. § 355(G)(5)(C)(Ii).

22 21 C.FR. § 314.53(c)2)(Q).

12 BREM - EEEE ~ Raif - R > BESLER R AR R S M SERHR R B  E  E  fAE
FIE B SeyPETEE 105 FETEIHARMITE SRS » 203 (2016) - ABERIE " FHEEH
K GE R TH A ZE4EEREH | > https://www.mohw.gov.tw/d1-49366-¢1cd4a40-44f1-4648-bece-7417
111dc56¢.html » f71& %% HHA : 2023/4/15 -
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EIEE o BIREIAMRE A~ il (FEFEE 100 fRZ 1) - PEEEHIEARRE - K
EEEASEEEA -

MBS EESE B AN AT B S A - IDABE T YA F - &8 IEES
BB EREEBE R RIS ETS S R E AR E SR (4
FEF VIR T) LIEHAAZEH6 - B15EE] 2003 F MMA £7ARTEHH -

ERFEEHER  FERES 48 R 13255 5 HAE © | BN EEHIEA
B —IHMERIE Z R - NBE A ETTEHEEAME - B(ERHEEGE LT nREH
AN NEEZRELT IR AETE  EREEEE - ) WREIREEEX
R E % LA EGREISHEI R A BB TARL ARSI -

(M9) WEZEEH < BB AR IR

LA 58 IE RN EABERLIFRAZE
(WEEASEZ NS EHEE

EEEA e EHE (THREE ) (REEFASE 48 iR 8 - PHEEEFIH
ERETIRASE S 0 BT T ESEEAMG SRS, (THEREG) - (g
BFIB K E A - BraBgE T nRE R A AAIER 2 Bk FrEfEE & Z AR -
SESIAERRORL MRS RERIESE - BRI - SR e H LR - SRR
ECy-
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M6 FTC v. Actavis Inc., et al., 570 U.S. 136, 140-141 (2013). See also Herbert Hovenkamp, Mark D.
Janis & Mark A. Lemley, “Anticompetitive Settlement of Intellectual Property Disputes,” 87
Minnesota Law Review, 1719, 1750 (2003).

7 Actavis, 570 U.S. at 142.
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See C. Scott Hemphill, “Paying for Delay: Pharmaceutical Patent Settlement as a Regulatory Design

Problem,” 81 New York University Law Review, 1553, 1577 (2006).

133 Christopher M. Holman, “Do Reverse Payment Settlements Violate the Antitrust Laws?,” 23(3) Santa
Clara Computer & High Technology Law Journal, 489, 520 (2007); Id. at 1560, 1579.

"' ANDA HigE A P4 2 BRIFRATH TS - AR R % S AR R e 8 B o BLRIFTEEHE
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Hemphill, supra note 152, at 1580.

1% Id. at 1579-1580.
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1 Dan L. Burk & Mark A. Lemley, “Policy Levers in Patent Law,” 89(7) Virginia Law Review, 1575,
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161 Holman, supra note 153, at 525-526.
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Holman, supra note 153, at 526-527.

1% RIS EREE 2 (EIEARE - TS ERRIRAAGRR) KRR R HRSBRE I3
AREESHERNZ TS IR ARG 808 - sx B e A% kAT OECD ( Organisation for
Economic Cooperation and Development) EIZR = 2 {ZLL F » See Garry A. Gabison & Zaakir
Tameez, “Reverse Payment: A Comparative Study,” 19 Indiana Health Law Review, 21, 24-27 (2022).
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17 Hemphill, supra note 152, at 1581-1582.
168

163

Holman, supra note 153, at 518.
169" Federal Trade Commission, supra note 81, at 25-26.
0 Id. at 31.

1 1d. at 32.
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172 Hovenkamp et al., supra note 146, at 1750.

173 Schering-Plough Corp. v. FTC, 402 F.3d 1056 (11th Cir. 2005).
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PRATALZEGISN > 1o Al RE AR HAAIEAL 2 450 - 40 > B A AR Bz
FIFRSLL T > FAEMCE BB . T BRI LISh ) Z At B - IEEEYEE
DU E MRS oL TR S R PRI T EOR S G RSB A E
B > HAEAEAT T AERE B IE RSB R A T o EUERS T 2 R > RAEIR
EIEMELL TEHC R ) HEREMAE 2SR WETEERSH B - [bE
B MRS T e EE LR E ERE R HEVERETEME -
EHPEHERTEE(L 25 SRR B IR ™ -

BE L PEGIHGR AR A EREF A SR > NS T EEANB R
ERIDABERAAE" SRR TR A U AR -

(=) EBEERATH R EEECY

B EBEANE Y BOR AR (PAAE LT - ERBREERA R TSE
Fo JROOHEE RS ("™ R LR F 2 SRR (allocative efficiency ) '™ o
HFPARMER BRI BE RS AR T T AR - PEAAE
IR R EAOR FAVEHREECE (dynamic efficiency) ' - SEEE AR BN
EERLEE Y R - (REEFEE AMEDL > BUBIFECR A MM G o AR Bl gt A
TR o ESRACERS - BB RS -

"7 Holman, supra note 153, at 498-499.

178 g

17" See Hovenkamp et al., supra note 146, at 1760.

%" See Robinson, supra note 17, at 64-65. FTEUHB B E 45 T8k £ RSV - Fy T SHATE
TGS #4E » H81E FDA SRl R FERRAINPT R (successful defense) &2 " EirHkER
F o BIVAESRAERARIZ AR CRERZHR) & mreEEEEH SR - DUR
Fi TR T EERAE T AES I © See 21 C.F.R. § 314.107(c)(1) (1995). i - LRk
TP MERRIULL — R - S HMEBHERZ SRR INC R SRR S0 F R AT
52 LA BHY © See Mova Pharm. Corp. v. Shalala, 140 F.3d 1060, 46 U.S.P.Q.2d 1385 (D.C. Cir.
1998). [z » FDA t4E 1998 FERER T HitE TEHIA] -

81 RERA LRSS T A ECGR 2 55415t > see Herbert Hovenkamp, Principles of Antitrust, 2nd ed., West

Academic Publishing, 37-39 (2021). Hi323CEk » S5 BEE > FifgsE 137 2 9-10 -

See Hemphill, supra note 152, at 1556.

183 Id
184

182

Id. See also Hovenkamp, supra note 181, at 216-217.




PR A IS B AR G — DA E S B w4 Rl 155

LE R BRI 2 IR P EE

Sherman Act 35 1 REE(IRFE R 21T R - KEBRBERESL ' FEH
(unreasonable ) =~ [RAHHF'S &S HEBIAHIETRHIH P R A G TR
(rule of reason) » HELFEFEE LFITHES LB F ZOIRENM (potential for

competitive harm )I¥ 0] §EFT 2K 7 1+ & X% ( social gains ) » DL Kz 245 B i 852 H ( market
output) ~ {ER&ERERFE - B2 AR awE s mE - s IE - 6
P RRE o B E B E RIRAN (per se rule) » (AZBLEAEE EY) - Bis
FREBA 1T R » &8 EIREEIIS R 2N E - Bl DIHERL B AR FBUR -
TEIMERZYERE A o ML ZE Y e o BE AR L LR A S T REIR B8 21T By - B
BESTER - SORHECRAT R 2 B - ErE" .

BEMERE (intellectual property » N IP) FIBEBLEIERE A T 2 fifhe - JHAE
HE S SRR - H—RIESEA - ANE CIERAEE P 28 » EBEEEE
BV DIGRETEL A" © SRS - A A S — T8 SRS RASRITEA] - B AR
KAZHECEIE A f22 > W RIS R G eSS AIPREREY - B A 27 B JEH B HAN
PR SIS BN RE > [LEIEAR S & 1P S JRO{GH A P L e i et
FZ &R FiBEE R AAETRLE DIeakE o SCOARERAY K # 7 5% (naked
horizontal territorial division ) - 3% X /\E¥EE G5 5 2 BOCH TSR] » BlgiRHE Y
NFEEE RS > WA AR - WEYE & B ESREEEEL T LA, LIR

185 A R E SR FEEIZE 19 HAD S - See Bus. Elecs. Corp. v. Sharp Elecs. Corp., 485 U.S.

717,732 (1988).

Hovenkamp et al., supra note 146, at 1728. See also Chicago Board of Trade v. United States, 246

U.S. 231,238 (1918). EEEBEIE Lo K= (EMEE#ET - R A EEIRE EAHEEZ

M58 B AF(T R E ARG 2 00E - 5 R AR EE R AR T R EARERF 25

R B=PEEH R S R P T R F R By 2 G HNSE T - See Schering-Plough,

402 F.3d at 1066.

T BBIE o ARG (naked ) {EFESEE (price fixing) fTRSfESEBIA Ll & AR - S1EHEH:
NBHRIS - GIREAERENS IR - LEAMIAGESEESL ? Bt - T EC&r LA
WEELLFAE 2 K G - IEIE A NE Y FER A - Hovenkamp et al., supra note 146, at 1730.
See also Schering-Plough, 402 F.3d at 1065; United States v. Topco Assocs., 405 U.S. 596 (1972).
IR ERAVPR A5 F 224 - 1 nT B 7Y (ancillary ) PRAE(EEFALLIMBIIE > & F W E R SH
PRI A HCAt 3 B B SE 24T 2 T - ATREMT A SE Skt - A —IHIEr &AL S » I
RIHEAE TR RATEET > - Hovenkamp, supra note 181, at 183-187.

188 gg S b I FEREIR (5 554 - See Hovenkamp et al., supra note 146, at 1724-1725.

186
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& SR T EE RO R R ek > A ERFE AR R - S HERE
PAESLLTE A E > Sl ™ -

R E o ERMMEERAZAENREEYEHE - RS I21) 1P BUREHEA#
B2 OE - MR EEERmeR A 2 R R - (E7ABHEL 1P BiRGIA R5Es  LEED
SRR > R (EEER AN IR (ancillary restraint) - AR GHES
SEME o HESEAR IR AT 1P 2B B - PIAnimaat S st
—EMR B SRR R 1S KSR HAREZ AREE - 80025855
(F Al R B A R R 3 > s -

Oy R B SRR M AR - 1P BB P ER - EE L HIERAEAE
E S EAEN > EREEENTRSHEARERR Y SR 2 AEAE

al

RZRERON ~ ZREEAEMN: - ZEBEZHEG - SI|ET AR HIZ A F B R -
A ENERDE— ANFTE > EARTRE R ERZENEASOGZE - R ARE#

SRR o BRIL o G BT B R A SR R T R A S
(R > G ™ o MRS IR MBS S PR S R B H L%
B S ERE SRS RS RSHEE AR M - ftE
R AL B IREEH S H R 2 &5 A IOk 2 6t -

1

o

P EEREAEA BB EEEE BN 2 FN > SEFERL S TS - R
Z RN AR BT EFNEZ FE - HRURILLR 2 S 2 i AT el 1P Se iR - Id. at
1725, 1730-1731. JEMHTESAE R - EB0E LABRERICIE 2 A g B R AR 7K P IskE 73 5
i HHEHAER - TR R AR RV E RS S E A & AR A - Rl LL5E 40850 (eliminate ) 3¢
F 7 KSR E 7 B R N EAHIEIE B © See Hovenkamp, supra note 181, at 183.
0 B R FIBE R 0 B AP RS P IRE A IR A AR A 5 -
HR O BEHFEAGPHELRTF P HEEES E SR EE - AT A L E R
S R e 7805 2 R - Bt - FE FRVETE A AT RIS - BIAWNEEPROK TP 2 BOR AR B e -
See Hovenkamp et al., supra note 146, at 1728.

1 Id. at 1734. See also Asahi Glass Co., Ltd. v. Pentech Pharm., Inc., 289 F. Supp. 2d 986, 991 (N.D.
111. 2003). f&uf > HHEEFERME - BREREERLISN - EAEREE EAA TP BIEE -

192" See generally Burk & Lemley, supra note 159, at 1576-1580, 1638.

" Id. at 1590-1591.

194 Carl Shapiro, “Antitrust Limits to Patent Settlements,” 34(2) The RAND Journal of Economics, 391,

394 (2003).

195 74

196 See Hovenkamp et al., supra note 146, at 1739. Z8 |- > Fijift Schering 227 ¥SREFILY » B ILES

@J)Z °
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2LIEE{EF RGN ZER - BFEGEE AR

BN RS AR SRR R 2 55 - 825 - B R 2B E N
fEk i (DVEAETE - QERES: - VS =R IIE - QB A A -
BHIZRENEEBEN P EG IR AR E R - SERmSHEEN -

BREETE R > DB+ EERE (circuit court) ST » Schering ZZEAHE
ERNE © 545 FTC 5K Schering F{EHARRET AT R~ B (A4S (A FIfig » IEEER
#8E b > 3K Sherman Act 55 1 RIRASEFEE 1R 2 HUE - JEBERIABEEL Y ——F2
B o iEbe R ACEREG E A 2 F A 5 BB 2 A B W2 o SRS
FEARE ERIEARGES (anticompetitive) M - TS ARE AAETE B T Z HRMHE
RN TIEEAER > WIER R B TS ER VAR K SRR B 2 Bk
i &i[E (the scope of the exclusionary potential of the patent ) ° 55 —[EES - JEREERELE
A PR a2 5 8 o8 L B A RE PRt #E [  RERTT(E - IR PEEL - AR IES
2Pl B SR A PRI R -

Al BN R T B E AR SRR - SRS AEESE - (S gBR A
TS - SR ATRAN ARG AL IR ET S A BB A 2 &I « AR B F 5
WEFEFR R Z FHNE I - R R = WPk E R AR = - (e R 4a
iz TEARZRIEY) ) (natural by-product)  HHREZEE « AL SABITRRE S
MRS GRS FE E 2 /A - NMEMEMEZ NI RREF AR - RIS T = A
BF 2 AREENE - RILRE RIS 25N « BRI - ARG B AR K R B4 (1
LA R IR IR ACR  IRE A - WL AR KA R R
HE RGN IR R R R R E™ -

197 Schildkraut, supra note 145, at 1039.

"% Schering-Plough, 402 F.3d at 1068. [fijiZ ke — S BAIRE R AIMEHEE BAR 1135 » s8It %
F K-Dur 20 $EFERIEA| (rEmIART - HEEFIREGEM 2 ElE -

199 Id. at 1067.

20 14 at 1073.

20 14 at 1075.

22 14, at 1075-1076.

29 Iy re Tamoxifen Citrate Antitrust Litig., 466 F.3d 187, 213 (2d Cir. 2005).

2% 1d. at 197, 213.
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3. B EENTEBRRE L2 A AR
()ERELHE

FEEE .~ ST — AR B 2 3t 5 A e R B S5 [ M 35 [R50
AR HIE R [E &5t o Cardizem CD 22 > [ERH%%%; Hoechst Marion Roussel
BILER Y BERG Andrx [EJR8 R mga (TR 2 ek - 7EBE B E NG FD&C Z AR s 2R H
%% SRR A E ISR Andrx R EERETS BT o SHRHIEIG S EA R AR
ANDA FERLT » EIREFHUE - B iR P4 BRI 180 H 2848
B > FDA F154%% Eilisr il PIag s Samimg” > SRR LRl i 45 (T ROfR
T R ER IR BER 3 BRtA - RIS R ERIR 5 2 HSH (bottleneck ) **° -
B AR R R R A S AR A SRR B o AR CE
KES G T P - ZRPraink b RSE > RO 2003 SEEAB ARG
WE1% & et O AR A S 2 A -

Q)¥EE®EZE (presumptively unlawful ) FzG

BRI %5 DASORER I 1188 - St 4a M ELOR b A o S (s
SRR A > A R E AR ER BB BRAZ AR T - HFIHA
HBTEERITISRE AR SEH AT P 5 T30 U & R
& > PIREIEIS RTINSO SR R R T SR ELE B AT - BIE4IA
REWRARE (B0 7)) - BFEAEDERE TONZRRRE - %
TEATREZ SRS DA - B {40 RO oo 48 2 SR

25 La. Wholesale Drug Co. v. Hoechst Marion Roussel, Inc. (/n re Cardizem CD Antitrust Litig.), 332
F.3d 896 (6th Cir. 2003).

26 14 at 908-910.

27 21 US.C. § 355()(5)(B)(iv) (2000). HLELTER 2003 - MMA (AR B I LA ML B 55
SARN= (Z) L2 -

% HNHITSCZ 4R » FDA JR ARSI SR A G it — 36 52 2 864 > SREReRR Byt — RUMRRB 3R
T B 1998 SRR IIL—1TECRAI AZE4: 2 IFIIETESER R £ 2003 FEAM < K221 -
FESEIHEEE 180 24

299 Hemphill, supra note 152, at 1594-1595.

210 Holman, supra note 153, at 531-540.

See generally Shapiro, supra note 194, at 391.

212 Hovenkamp et al., supra note 146, at 1750-1751; Hemphill, supra note 152, at 1595-1596. FTC &}
fEZEfHEH—FE 200 #ETh B, 23 E AR - U R ERE » FUAREMZE -

211
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ZAIM > BHAMER A EAAR > BOAEAE B2 ] ? SBe RS A
JEEIZ2 SRR EAMEAE Fi%—fE IR (probabilistic) fEF], *" - ZEHAE Fi
TE—E RN ZA T P - HEPE LN E T REAETA T B S JRARETS
R R 2 i - S R (A PEMRE - HEERE By 5l (try to) FEf ) ZFEAT -
Y o LA > A IR SR R SR AR ATRE M o S PR
FEELE IR R ATRE M (R 50% » SERIER 10 - 2 (ra&AR - 2 BB S RA - B
FIRE N B ES = S T BTG AR NIRRT © 1255 5 FRFRsTRfgi s i - it
(5 ST A B 0 FTRE A 2 STt - FOWAE B R 2 3™« E0L Pl
o BB N E A RE T E ORI R B o MR REZIRTE - BIWH
[FIEE P EERL F—E Z4a 1T -

&F LARSE > BIERSC S RATFAE Z T > S8an HARE A S A ZOKE 80% S
ZIREEIRE > B B B HAEM 100% 25008 - HAlge S ngEmsa T 2 8E - 2
LA A RSN - 28000 > B el petE 2 Bk > ISR E A (T —EE
TR > BRIERT A RE B T 2R R IRT i 2 At & AL R R R M
SHIRE T n i o

SEEAME ISV > — B HEARER S S e R AETARGT - il
HEEEE T BRI 24 S R AR TEAG 1 DUMTHRA Y AREE 1 -
BRI Ry EEAMREGBMATEREN ZAiEE T - BARE A Z B (sl BRI
et - A RE ISR N R 2 B E - HE 2 - EHAE ARSI R TEA T T -
HEETE— U AT SR 2 s IR - & I REs - s FARE 2 A80EE
SEts > SR BIEBSG (T i 2 TV BEE H FE BUR T Z &SR - A RSt T

23 Tan Ayres & Paul Klemperer, “Limiting Patentees’ Market Power without Reducing Innovation

Incentives: The Perverse Benefits of Uncertainty and Non-Injunctive Remedies,” 97 Michigan Law

Review, 985 (1999).

Shapiro, supra note 194, at 395.

2B AR RS G A SR B TTRRT > JRREHIAR K - Hovenkamp et al., supra note 146,
at 1762. See also Schildkraut, supra note 145, at 1037-1038.

2O g HERER AL o 40 Schering FEHh Schering JFAG#EEE A ESI Ryl 45 (T » HE(E ESI VAT
WEFERR S 4 2 Thik o Schering-Plough, 402 F.3d at 1061-1062.

2T s SYECT S o BEFIRE A S A B O TR 25% > ELRF SRR LB 5
2527 25%LIHAEAIAE » SHRETEA 2 R HEE T - See Hovenkamp et al., supra note 146, at 1758-1759.
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BUFREIER > HRMORIE - Ik et N E(ERs - AR R T s -
EENHBZ IR - AT S LE R 100% . ZFEA AT gE e 5
R REMZGN - Al—BE RGN - e 23 5 2 7SR TR Z
WA ATRE ME B BT LIS S0 BE Y T T AEPRAIEES 5 2 R - UL
ERER TR B HEE A A - Bl — HSR R R (NIREE - IR AR E 2 ittt AR i BR 1
Wi o WA REEE IR - MR FAZ HE FERGEHER © (DARFERFT

A2 TR ~ () Z PN Z BEE R B SREASHIBRIE - DI HRE -
4. 8RR ?

e 2 FEEERE > (F 21 B FEm IR o DDA S ER S R i
i < Schering Z ~ ‘EZRFEw 2 Cardizem CD Z » HgERF Al 2 %3 < (writ of
certiorari ) F#EL[E] » $HEEENAB DK I © 485 2013 4F Actavis T - B
LR ESE S - ZHEERBEY RSN 2 EEECERE R - ERASHEEA] > H
SREEE 4y B = E i
H o mEn ARl A NTEE A B EZ IR R - BE > HERE
& FEREGN T A a2 > s > PRI B AR IR TR SR FIRE 0 T T K
HHATEE (unjust) ~ R (unexplamed) 2GRS ) FTRE R BRER AR
H BB Z(E 0K - RS 5 e BRI N E R maa M HRERERA 2 A T
M - W] BB R R R SR A S oy W 5 F s 2 1B - HEOE R R st & E E
B o R T o B AR S A AR A - BBk
HIEANEFER (immune ) 52 FE - BMRESFIREA > ZESBERME 2 P -

*'% Shapiro, supra note 194, at 395. 3% SCAlwR By » 5 {7 AE MR A UM F /N2 RO T G > 2 RIfiR
RImTE A A PR GEEF

219 Hovenkamp et al., supra note 146, at 1762-1763.

20 1d. at 1759. See also Hemphill, supra note 152, at 1596. JEFE » B I AL ESHEER > #80E -
EHF R s 2 RN TR E B AR R 2 AT  EERED AIEEE S mEREC
JRAZ —FE R 0F -

21 Schering-Plough Corp. v. FTC, cert. denied, 548 U.S. 919 (2006); In re Cardizem CD Antitrust
Litig., cert. denied, 125 S. Ct. 2297 (2005).

2 R A E R R T EAEE ) GRS EAS AR - Actavis, 570 US. at
154.

2 Id. at 154-158.
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HR > manEbead AR R et - PIanESME b aTRETRE DUER Bl
HEIPAER - NEETFEHRFEER N NREIAT - @RI ERE > |
BEBETHFAEARE - % BErAbiRERT - FIERIUE 2R E 5
BRI 2 BIIERE - S5 2 BTG o MR A E AR R A
TR B ETRERIEE -

BERHAAB DR —FIA R > B MR - B TR HAEE 24
{5 AOMETARRE > 1Ry SR ik o BT o ILHPE RIS SRS A R

AL r N[ fe s A 20T
E R o

(=) EEILAME Z NEE SR B
L BB KA RSB I d 7]

[ 2003 F- MMA €753 % FD&C Z 8 5, » [ e & 5808 Z N > 55—
BRI AT Z HIE - Bk T AR (forfeiture ) SHEHEH] | DIV R4
i EAEEAGERERAUS LA g — e IR B > @ik B Al s
EHELY > WERGIECERE " G RIRE EHRE - o BE A
frE e A BB - R AR > A -

** Id. at 159.

** Id. at 160-161.

2 Chukwu, supra note 25, at 180. £4 HfFR R - AZEH SIS R - FH LOHE
HIFEAIARTH A » Ann L. Knuckles, “Reverse Payment Settlements: The Ongoing Dilemma after
FTC v. Actavis,” 8(2) Brooklyn Journal of Corporate, Financial & Commercial Law, 516, 533-534
(2014).

21 B R — R - See, e.g., Chukwu, supra note 25, at 173; Kelly L. Moulla,
“Reverse Payment Patent Settlements in Antitrust,” 99 Journal of the Patent & Trademark Office
Society, 708, 721 (2017); Knuckles, id. at 531-532.

BRI o ER L EENERERY T AR LART T - ()15 ANDA EiRFel{4> 75 HEHEsd ANDA
HEgR 2 30 B A » “FHPEE o Qe —FHABEFIERECRERE BoR BFME 5 FA B
fette E SRS ECRR S BAIRE A B TR R E S E e 75 BN » MERT(D)AEER
R R - —H RS AR R B TS SE R - BAEERETR BT o BB
EHARM - 21 U.S.C. § 355(G)(5)(D)()(D).

OB BRI ARSI S AR E S [ JI AR T -
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BESI iR SRR e s A AR B 7 2 5 A FTC K )74 Department
of Justice, DOJ) **» WZELEART IR ERB T A - HEBAR LIS B
o IR EEBIART - EEAFEA (AEEERE A AZER) BBl
JRULI » FDA B GEM P4 SR L 37 T] » S NREFTE(SSY B mI™ -

Wit E B DISE - EERFEE > JUBIEE 2013 £ Actavis FHHRRFT > A/ VAL
BEER R R A H R B RADAET 2003 FEEA T RIEBE G
HEGEEEEHE KBS AGMHED SR - BRI - 8ETE 2 DB U,
SR o H L EERET BT A AR E R R ELAE A R - 8EE

2iEEERE R ZIDEE B

FTC f£ 2006 F 2 PEE P EIC MR - B & SR ARG I R 45 1 i
=20 e RE S D R SUEE 41 2007 FEHEH Y Preserve Access to Affordable
Generics Act HIFEAE A HESTEA Z A - ANDA B35 A5 U2 EHE (F
DISERIR) > SRR B~ RAE ~ RIS SIRE] - B Rk iRmms -
RRFEHER I R AT -

BI{ESAE Actavis ZE1BFEIFE A » 2023 FFEH 2 Preserve Access to Affordable
Generics and Biosimilars Act Ei222 » {Jy7&BEHETE ARG 2 51 > B 27()(2)(A)

B0 21 US.C. §355 Sec. 1112. 3 10 HAMBEE > 155 11,000 T¢I THY civil penalty - I1d. at Sec.
1115.

B 21 US.C. § 355()(5)D)(E)(V).

B2 21 US.C. § 355(G)(5)(D)(iv).

23 Holman, supra note 153, at 573.

BB TSRS ARUE Actavis b JRY DDA H Y SR TS R R
HF Ry 2003 gk IABCLABERIHE m4a (T 2 ESEREE - H NRELFER
2258 A BT HIERASER o See Actavis, 570 U.S. at 151-154.

2% FTC 7 2006 4E ~ 2012 £E# {42815 » Forif M4 (T RIEADEM S SRFILEE /T A - Chukwu,
supra note 25, at 174. HiE—TE0 R R4a (T2 W3R BSOS AR EIRSARE - RS EHE
T4 H i [E 45 0 see Michael A. Carrier, “Unsettling Drug Patent Settlements: A Framework
for Presumptive Illegality,” 108(1) Michigan Law Review, 37, 74-75 (2009).

236 Chukwu, id.

278316 - Preserve Access to Affordable Generics Act, § 3, 110th Cong. (2007).
238

Daniel A. Crane, “Per Se Illegality for Reverse Payment Patent Settlements?,” 61(3) Alabama Law
Review, 575 (2010).
298,142 - Preserve Access to Affordable Generics and Biosimilars Act, § 27, 118th Cong. (2023).
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FRARIE - ANDA BCAEYIFHEE b i aE N B Rl WO TR E (IS BT
LYY o M [EE SRR AR BT PT ER 55 ANDA 27 78 SHEd A WIAR (D BE 5L > BST ~ 3582 -
UG - HERESEHET R o JRRIEHEE (be presumed ) HIRFBEFBERIMEE - 5
27(2)2Q)B)FERI RIS (exception ) » BIEFAE/ELE M AR /I (clear and convincing )
ZEBETER (D AFEE T A5 ) M FERR M RS < pE an R B E - 5
(i) Z P iped (e A T 2 SR A PR A8 AR B (AR RO EE U E S
ABE#E > BR@msiEReE X -

Gr BETem o EEEER 2003 FFECRER MG 2 [ - BRI S sHE T
FAZ BEEMEAE o IWE e i OB F e B A B AYI S UK - i H T
BRI R A E A 2 (AT SR B i B e

(M) EEEZEZHYTeRE

LR R 2 SR NG 2 B8
()BTRS Z TR

K 2019 FEE .2 PHEEHAHLE R - AHR4E 2 REEE R AR - B8
HIRE M BAATY - SEEE (FED 48 R2 9 B ETBIRE - 55 1 EH 4305
BIEIESSEDE b P1 22 PA B (oL LA PI~PA BRHIRE 2 ) - fEHH P4 BRHEERSTT
AEAIEET (56 48 R 12) > SEan B AIHE A BHIEIBAIIR IS Y 45 HNIRIERMETRA (55
481 1355 1 38 Gl 12 (B F 2 Eris s ifs (5548 (R 1355 28) *¥ -
BRI R ANDA ik AR RIRHES 12 (8 7 > 84 B s Waa g s e

(48 Rz 16) ~ KIEME (F 48 FRZ18)

240 Senate Legislative Calendar under General Orders. Calendar No. 20.

MR RRAHL A Y R o SRR EEE T AR 2AE
FENSTAE L - BRSSO AR PR & 288 5 SR E AR Y - A RE I ERENTY AT sE i 1 A
KIZ KB LB BT - AIREEING & R F R R AR R4 R © Crane, supra note 238, at 576.

M ESAX= () -

W REM IR  RIDA SRR SRS EE W « FRRA - EEN e - 15
12 {8 H 239t - HERAER - ERnERETA RO - BRESARES ZHIL - 10
VB FEZ T OO RETRAEREE B - fraAEELE A EHZ Y 12
FAHEREFRFIA 2R WIEERIDERS - His - 2 RPRE - Relg
HERIE o FiEEE 128 0 123-124 -

MORELANIR 2 S EEELA R - Y S E BRI BT S R SRR S
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BT SR [E] (4 > S5 1984 FEEE(E T Tk K EH A1 ANDA SR -
SRS > BT SRR LR E R > W BT AR P4 PR -
MR T - FREA DL e R B £ 77" FARE 1A 356 ANDA 65 Eiifer 2.5
e > WEAEET% - FIEFREE R o CIERER P4 RFAS -

BHSEEAE - PA B T BT SEEFRERERGY - SR REERENE  (HEEIEE 48 (%
795 4 F) BELEEREINE L - AIRRCAIRIE ST - HAvEEE s
EHTHTRCE R TGRS TS o SR AT B B 1L - PR
SFORME > REFIIEERE (EAVEE 60 15 1IH) - it E L s
FHEERERE - WP E L EE™ - BEaR I R -

HFHLE % - S 2023 4E 8 HEABE 38 1 P4 7 BRI —BHIAE R
8 (2% B IVE R HAE ™ o] RS R T - BEEY
FEE S AT R - R ERE RN RS - SAE R L o EANEGSEE

—HREIEEN—F  BRAE MBI B > SEYE 12 AR - 2 R2A0E
e SEEAH RSB IR R HEWE - AR AR R Az - 42-43 (2016) -

S EEEE 25 2T

MO FATEE - BEETE 0 AIEEE 59 0 396 o (REEEEETRIN - IRENTE RGN RS HE hE L
HEE 70%PA E - EEEE TR ESLE VE B L wEHE RS | 0 https:/www.mohw.gov.tw/cp-
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The Intersection of Patent Linkage and Competition Law:

False File Listing and Reverse Payments

Yang, Hsuan-Fu"

Abstract

The Pharmaceutical Affairs Act introduced a chapter dedicated to the Patent Linkage
of Drugs in 2019, leading to an increasing alignment of our country’s regulatory
framework with the patent linkage provisions found in the U.S.’s Hatch-Waxman Act.
Over the several decades since this system was first implemented in the United States, two
major competition law disputes have gradually emerged, either due to the allocation of
institutional incentives or to the existence of legal loopholes. One of these concerns the
abuse of the Orange Book listing system, and the other pertains to reverse payments. To
address these two issues, the U.S. Congress has continuously been amending the
regulations under the Federal Food, Drug, and Cosmetic Act (FD&C) since 2003, and
related judicial interpretations have been evolving. While our country’s new patent linkage
system draws heavily from the latest U.S. legal norms, it has also inherited numerous
competition law ambiguities associated with those systems. Nevertheless, this article still
questions whether the current legal regulations are sufficient to completely prevent these
competition law issues from occurring. Furthermore, it suggests that simply focusing on
prevention may not be the optimal approach and that establishing a solid enforcement
foundation for competition law should be a short-term goal. Based on this, the article
contends that the first step should be to clarify the interpretation of the Fair Trade Act in
various cases, followed by a review of system loopholes and attempts to rectify them
through legislative changes. To delve deeper into these two major issues, by drawing on
the U.S. legal experience, this article aims to elucidate the original purposes of each piece
of legislation and the evolution of each dispute. On the one hand, it seeks to explore the
potential strengths and weaknesses of the current system based on the U.S. experience. On
the other hand, by analyzing the origins of these problems, it serves as a foundation for

future discussions on interpretation.

Date submitted: June 19, 2023 Date accepted: December 25, 2023

* Master Student, College of Law, National Taiwan University.




178 n R R 5 F A

Keywords: Public Health, Pharmaceutical Administration, Pharmaceutical Patents, Patent
Linkage, Pharmaceutical Patent Listing, Reverse Payments, Restrictive

Competition.




