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Abstract

The Patent Law of the People’s Republic of China, which has been amended for the fourth time,
clearly stipulates the patent linkage system in Article 76, opens up the further exploration and

SCEF|IF: BG. B RN RN 2 R R S SCEEE W E R D). SRR, 2022, 8(4): 919-927.
DOI: 10.12677/ds.2022.84125


http://www.hanspub.org/journal/ds
https://doi.org/10.12677/ds.2022.84125
https://doi.org/10.12677/ds.2022.84125
http://www.hanspub.org

construction of the patent linkage system for pharmaceuticals in China. The relevant provisions
and supporting policies of the patent linkage system provide a suitable soil for the growth of re-
verse payment agreements in China, and the determination of the criteria for determining the il-
legality of reverse payment agreements can make the implementation of the drug patent linkage
system more smooth. The mainstream review model of such agreements in the United States is the
principle of reasonableness, based on the review of the case itself, but the review factors are vague
and uncertain; the EU conducts antitrust review of such agreements in its territory according to
the Treaty on the Functioning of the European Union, and its underlying analysis model is more
similar to that of China’s antitrust legislation, which is highly referable. For China, it is more feasi-
ble to express the illegality of reverse payment agreements through the legislation of general pro-
hibition, but the exemption can be granted on a case-by-case basis if certain conditions are met. In
addition, the FDA should also actively improve its own bill to promote the development of the
medical and health care system.
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2. AREFEEHES KRB L
2.1. ZhmEFISEEE

24 B R BE B FE A R 0 I ZGME N IRAT B i S & BT 25 & RIAH DG, S T b7 1k )5 ) 25 b
J& BIRAZA A B3 i # L R AR B R 5 22 47 ) 25 T 2 i [1]

i BB e R I T, RN EREEBEIE. BRE. 45 RUFAM. 30 4N HAtHE
LRFILL K 180 Kiidpsl 5. bithed 60 AR, VWRIEERRLL “ RBifE” fEE AR, (HILANHI RS
JE 1.2 T LI A, BRIV R R R NS, H R A 3 [ [ 20 2 i 2 a1 5 A R
) A B AT ROE, JFRuEE T T (Kefauver-Harris) 1&1E28, 25 [ £ 5 A124 5 45 79 = (Food and Drug
Administration, J5H% FDA) [ I IT U522 5K 24 it il i 75 52 S E B 24 it 22 2 PR 280 0 1 R RS it - AT
— 7R, X KA N R 5 B S RS S A, D 2 T (Rl — P iR, R
W20 5 T3 A5 240 SN A $2 7, 255 v R VR a8 B Kb . 1983 4F, Roche ¥ Bolar 12 A 4 HH 4RI
TR S 25 2 BT 6, AR AR T SEI6 G 57 il

NGRS, 153 E R 2508 R R G AL 5 605 A7 ) 25 S BRI 35 50, 1984 4F, AR
TELR (AR 5L RIHERE) , BT (Hatch-Waxman) A%, iZEEMEEN R ELE
MEEAE 2R, JEBR AR A 2 R AR R RS 2 R L RIBT 7, BRI A IR M e o S5 7 A SR
WAL BRI, A VFZ AR 25 N T WL S5 %R (Weak Patent), LAEESZEE “HFIMAMK”
KR L FIEEAAE 2RI, 10 (Hatch-Waxman) 72 5 80l 17 1 25 4l B ik SR A 26 Mk 1) 55 5 R, 14
T Uit E R T, BB U R 25 1E SR 2 L R B RS P N Y, S el v, N s iR
BE kg ARR: RN, BT ERR R G, MERE R, B KR SR R, R SO 2 L R AR A
PRACK FAF, FMEIFEFFZMAER A HE . F AR, PR 251k 5 i i 253 N Thids 2
[ (1 ) 2

(Hatch-Waxman) 2 24477 il 25 0 R 25 B Ry A, HoRe 7 DL R UM A B O 1), 424
Xof BRI 2Bk AT DL DU bz — 56 T I 24 & RIRAS 1 75 B

P IV B2 DABRAR T RN SEERE 05 5 25 FR i, FRIs 3 7R ZL@ A B RN, BRSO AT DAZE 238 %0
1) 45 RPN EREAURL, TRFTHERBURIAE, FDA =11 H WABEItHEZZ), FRAFERELE
U2 R R SR 24 5 R TSR (5 I 245 T AR AL . [, YRR S — AN LA B IV N SEadA) FDA #2
HH T T I 2 A FE SRR AL JS RS = 180 RITT I 1, B T/EM SN, %05 2 Re i i
RRAS VA A SR BRI RS B L g s, [RIk, 22606 T Bl 254 Mk il /e F B K. 2003 4,
MG (BEIFBIACIEEE) (Medicare Modernization Act), 81E T o ¥[8 — R H M DA R 3k ik v A 4% 1)
{525 A a3 5 180 KT 5 AL, I HAETEBEHEMERT 75 F% P A BE L i 7 1 25 ) Aol 2 2 5 AL

B TR G B A TR, SRR B i D (Hatch-Waxman) 25 280 7E A Bz i FE
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Figure 1. Four kinds of declarations in Hatch-Waxman act
1. (Hatch-Waxman) &% HIPH2E AR

(Hatch-Waxman) %% —J7 U ESHT, R4 T IRB 24 SVERN, 5 FRES. 3 e
&, fRdtR st DA R AR E B, Syt 7RI s, B R R G T, dR
T 2] ke AT BAUE, e RIRE R BT T R AR AR K AR JRIEZG 5 ) 24 A TR R B
WG T L REE AT A Z IR IR R

2.2. REZ Y

S 1] 3 A B i (Reverse Payment Agreement), & — F45 B 6 R0 AR Bl 0, SCFROA BE IR SCAF B i
(Pay-For-Delay Agreement)ai [ i Hi3 (Restriction Agreement), &% 853241 (1) R AR =) IEFOIRE T,
B RYRUR r AT B AR R 5 RO URAR BN 80 i 5 BRI L RN A W AR 2 ik 3 ORI 1R 2] 2y 1
FELG A AT, T ORI A AR . WA IR SRS £ U A EE B 24 BE OO AR, — B2
BT, 855 ER G AL I BB, A e R R 2 e AN S, BRI S . IR, 1E
2y il B AZBCIFVA TR T A7 AE B RS )45 75 SRR 2 DA 0T5 1) 25 SE RN T, 0 e AR e
7 L CIEIR” TR SR SO SR PR S AR AL

“CRIFSAT” FIRAGEARRR TG 5, B ESEILERE . VF A B PSS AR I SN (A T
o TN TUEREZ SIS S e A, SRS g AT B R LA BB RC R A, I HLgk G TR IA T
KRR VA A, T 75 R AT ELAR I (e A AN EENTIT S (0 “ S AR A e T 007 11 24 0 4 5 3R A5 O A1
) T 12 52 AR, 32X 07 ) A e T ) — PRI R, 7 5 3 pl Aol ) SRR 4 R 2R Tt 7 1)
iR,
BN KRB CLRIB BB 25K R RIS 25ignm) , 8 (EIRAE) . 2012 /55 6 1, 5 8-12 1.
"See In re Zetia Ezetimibe Antitrust Litig., No. 2:18-md-2836, 2019 US Dist LEXIS 59,469, 45 (E. D. Va. 2019).; In re Loestrin 24FE Anti-
trust Litig., 814 F.3d 538, 550 (1st Cir. 2016).; King Drug Co of Florence, Inc. v. SmithKline Beecham Corp., 791 F.3d 388,394 (3d Cir.

2015).; Time Ins. Co. v. AstraZeneca AB, 52 F Supp 3d 705, 710 (E.D. Pa. 2014).; In re Nexium (Esomeprazole) AntitrustLitig., 968 F
Supp 2d 367,392 (D. Mass. 2013).
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“HEIR BT X SIS A B A RE IS S T R BN R RE R R K AR R AR E
AE ST SR AR A Fi5 075 1 24 Al Vi SER 077 ) 245 1) L T e I 8, AN I Bl 20 AR 8] — e -
BB, Tt fEE EIFARR AR T LA H I S, i T R VR A T 45 R B0 &
1] S A IS A B AR D7 2 W7 AR A L dac i e ]

£ (Hatch-Waxman) %% B T HAEAN IR IV OYSERH KT 25 HE & 3Rtk Ja nT DL A2
180 RAYTHIAM G, SEIR T 55— 5 25 A3k A\ 7 37 9 BE 6 18 B B HAb 5 ) 252 N9 H D, BRI,
ST SEA WA JE AT 2ATAE A SR 24 b v o 015 3 AT R e A A LA B 6], AR AR SEC 1 R RG34,
EBIZBWORES, LGB 2 TS e B A, IR T (BT IURMTE) BB, TR
T2l 25 L REE L 180 KAV S, JRBF LR S 2l 2 (A #R BT ST s,
NN EEE, 2 Mg,

AN, RIS BOF AR BAT e, HE L MR i b e & R A A — R F B, o2
PR RO R L MBI B B, (B [0 SOAT W30 Ai P i e il 01 1) 265 b i SRead RIS T, A% 2 ) plii 2
oA 55 4 5 R S A S R ) 2B B, TR BT F 4R R 2 Al ) 2B T o7, IR 07 24 BT, PRI
2yl Je A, BHAS 2 SR M BEREHI BE H B SED. 1EHT (LRNE) L5, 2Bt kBRI E R Y
SRR T 7 3R S ) SO PRSI 38, B SR B 285 B RIBERE R IR R . M 5588, g
i B S R SO PR G BEAT ), T — NMBOSHAE RObRdE,  DUESh & R R R 5 BT 2
AR RN T .

3. BRER B fHBYLEEEME N E
3.1. EENAERE

AR AR, 0 RAEFESEE BN MR A AR R S, RN A AFDNEBTZ A
7], B aalNiHZ Ak, R FDA $258 LA B IV L RIBk A SR 08T 245 His 05 d 25 4, Stk N
30 N H RAESE R FEUCIHE (45 RN), A Aa]l—fkesm B ARl ARV, FEERAHIE
AR : A A F] R B A SO E T 25 i B RNE S R a5, #E B A R AR TE AT A A F] R
AT BRARIFZEIR A7 1] 24 b T I [A]

R XL A AR R A, (B RIASRE A, AL S 1A SCAT B B A AN R i v
INEARE

1) Hoechst Marion Roussel 5 Andrx 32 i f# 5 [ 32 A5 pi 1

Hoechst Marion Roussel (B T f&ii#R “HMR” )4 7= 697 i LR AL IER 254 Cardizem A ], 143
PERC &R T 1995 2, MR |, Andrx F7 6125 A BI3E58 1 Zi& s 0 i 258 25 Hi, HMR
R i 25N T S kv, fEREREFIAE S Andrx i& AR, 2o RIS 25 $1ih
B A% e, Andrx AR50, HAZNE 180 Ko b % ik Hofh il 25 g, 1EA
T, HMR B2 [ AT —F 364, M 1998 4 7 ARBE AN T /1360, AR IR RIEA4S.

AR GER RO i AR B vk S, 565 75 38 [l B 48 20K L AL Ay 28 W 5 [R) T ad et e 1m) 52
AT AERF T 7 ZE W I S S8 S OR BV E AR G IR R AR Wb 80— T A vk R 1) 3 4 () ) 2B T 0

SEELE: (YRR R A S AT U R ZE W —— R AR S ), B BT SEA(P D)) 2021 458 4 1,
°See Applying Litigation Economics to Patent Settlements: Why Reverse Payments Should be Per Se lllegal, Social Science Electronic Pub-

lishing, 2009.
WO R CZE 2L R R I S A B R ZE TR e —— 2 S5 EIE SR SR AT B (REIRAREED 2018 4E 10 H,
%10 ¥,

See In re Cardizem CD Antitrust Litig., 332 F.3d 896 (6th Cir. 2003).
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AR B i 325 Ji UV T o P2 4% 1) 43 A D7 VAR ST 24 AR 4 1) 5 )2 s R I AR Bl g i L, AH
T EEBE T I 2 HE TR BN BTN T3 M —E i

2) Abbott 5 Gevena i i) J [ 32 A 2

Abbott #& Hytrin (5 FIFEA N, Geneva #2327 5%} Hytrin (K4E 75 20 IR 37 200475 1 25 B i, 2
BT i 2., Abbott A IR FET 5 il 25 =AU, Bk, Geneva HIIE IR FETE A HilZ57E 1998
A 3 F WAt vHE . Abbott Sy TS5 077 il 243k N T i Sk bk, FEXEEE TR 207 1) 245 R EAR AR A J5 55 Gevena
RN, 2958 . ERTBE D 240 i 25 % FUR AR VA 45 A AT BT B — Hytrin 761253 N T4
Z i, Geneva i il A N T3, FEAF 4G 180 KTzl o5 AU 125 FHoAh 477 1) 24 Wil 3 , 1 28 4k, Abbott
& H 3 AT Genevad50 /1370, HEMIDOIEREHIRIZE .

I EEBEAEA S 1 YR T RSO (Y R0, s R A T L PR R SE S R R T
PR A 2B Wi A & R I SCAT e B e fBe B RIA R 1 43 3 4L R HEAB ALY B DL = )
AP HRABARGE FE AT e L, X EE S 5t e I3E Bl 75 Rk T & R = B EGE R . X
M ERE AR “ERITERMRTE” o 7EJRSEH Schering-Plough 5 Tamoxifen [ [ 32 A+ B & 14 h
3 h FiE T IR Y

HIRB 25 R4 B G R A 2 B 2N BRI LR “ BRI, BT LRE R v ENE
(1560 T R B (ERS 29 58 S AR, ST N ORAP A% O i SR 1 FRE (9 55 B FR B, RO & 3 ) JiR
{5145 FIFA R ) SCAT MR T 3 EE AR

3) Schering-Plough 5 Upsher i B f 52 7] 32 A Hipis 4

Schering-Plough & K-Dur f{1&FIFE N, Upsher #2327 4%F K-Dur il Z5HiE, 78 Upsher [7]
Schering-Plough & I& A H] IV J& 45 N, JERTZG A Eria vu s X VAR e e 7 L MR, (HAEIRRETT
JERT, X5 LA SZAT SOy 30E BAf#,  Upsher 4 V5 7E 1€ IPR A _E i AEA] K-Dur 5124, [HR#
Foth 12825 i VT 45 Schering-Plough #8, 1FE A2 #t, Hii Upsher SCANT 53670, SR IMUMAE T2
anVF AT, RTE S SR EAT R BAT XV AT A 6, AN Id Upsher 7E3RA3 AME & G 4% W SCGHEIR 1 77 1 24
T RgEHE 2],

AR 52 AR B = TRy e SR P PR e S DA o A 3] R U4 R e B AN TE AR B v S U )
EVEEN, AR FEARZ G E AR R R Bz Oh B E R R IR, EXMEN T, R
S UE MR A BN REAER, 2SR 2, gl SRR IE B SR B SR 3%
G, WNEREAS TR E R AT A HE N S b, T BB E U i ZE AT A

PR AR AR w52, TEJE R R rh, 36 B Bk B AT 32 OE A% e 6 215 0% 2 1)
SO SGEAT A . TR, S ARt IR AR WA R A B U AT R A B SRR R,
SEJR RN T e RE Y SR A 2 2 75 B R FE R AR . AR ) R 3 1 85 P ) S
A UR ZEWT AT I 7 AR R S s E B FE R BRI, R kb | B B E A R,
ZH BRS8N s 1

3.2. RBIAERE

DR HEL 77 1) 24 A i R 22 7 1 YA o TS o 24 ol T 65 24t P 9 PR B A T R A e 4T 2K
[ i, SO TR BREREHE, RO R TR, RREIHEAE AR AU B AT (R FE 20
726/2004 5 FTELE RIS —HIE, LG 1EAh S VR e HUHELAE BB BT A B N BT 2

12See Valley Drug Co. v. Geneva Pharm. Inc., 344 F.3d 1294 (11th Cir. 2003).
¥See Schering-Plough Corp. v. FTC, 402 F.3d 1056 (11th Cir. 2005).
See In re K-Dur Antitrust Litig., 686 F.3d 197 (3d Cir. 2012).
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mho HH T IA) S8 B — M, DATIRA 0 S 2 I3 5 e A Bty D B A o 24 R e 8 e B A o OR A A
JERR g — e, JEH, I RRCE TR AR 25 R BUE 2 s, R &R E BATRUE ), B
WO AE A R BOR S R AT EEAT 52502 75 RS O L RUR T B A FEA T, 3045477 1 247 i b AN OB 1 2 B
WEETE TR B G AT R, KOKIER T2 LT pms e . 28, B =i 324 5 mT S e =2 21 Uy,
RATT (BREAZTALH 27/2004 ‘S4R4) o IR NI 2R S IR gt T “ = ailm " , JH
P25 45 LR B AT AR SR 1G b Gttt LR — B2, fiflZiRens L RIgE N Y. BRI SE 42
FEARIUAE (R BIZ 1T 2200 (LR IAR TFEU)ZE 101 45 26 102 4%, AR & 32 AR 1 ¥ 2% X BR B
5% P S 1) S AT IS AT SR S R A

FEBE 24T AT A Je 108 550 T 5 R A 0T 245 8 6 R S 1) SCASHIMAL (1 5 ik i B e T T RUIRAR R « GSK
& SRIWCVERE 1 KB ) SE A B SR, B KR . A YT R — R AT S A 7 24,
PH 9% [ 5 22 3 s w0 A F] GSK AT AP IR S [ e i 44 0 “ARFTRVT” EATA . 2016 42 H 12 H, 3%
554 5T 3 I R (CMAYE e, W E GSK 5 M%7 T VT (475 il 25 25 7= Ak BT 480U v 5000
JIPEE R, BERIR AR P AV AE R N E T, X —AT N8 Tyl e W AT 8, JFH GSK il
7 M A . I, CMA X GSK i % 5 ZX A il 24l b UL Tt 4499 J59e85 (1) T3k . GSK
T 52 B TR 25 A = AN IR AR T v e, )9 [l 56 4 B Rk RE (CAT) D Eiff o A G2 R WV e x
58 4 LURIREEXHEH (BRI IT61) 55 101 4. 58 102 25 Metrakih, %R M8 T H IRk BE N X
1) SEASF B A 25 FE A ) T\ o Fa i B O PR B ZE W i3, 9 ELiZes I B R ma 1) R ALl 245 RS R4
FHOGER Y. [RIINE, 33Xt R B2 5t o A T e 1) S AT B S0 75 1T e A4 Bl FH T 32 SCEHB AL 25 H B,
bR &R .

KRV K FH A% o B AR AR R T B A, JF HARIE SR ], vRBE AR R E BT SR TS
DABRHISEG N H I, BB H Z R SAEREES KRR, B haRBZ24 MmNy
WRIES), HADERFEAHCE S Y S Z O TR FE R T SRR NHE, HHE
Bers B, JEAERTE M EE R SGE  R “ H FIRHISE S, EREMIEE T, NEWUFFIFRNE
b, IXFEOE R LR AT, i, TR 2 Al i 175 1) 24 A M YR A 2

KT WHEBE S H ) — LeFbr iy, REZER M AR SIS, HeUIH R L F T (6
T e MAE S8R EH . R, A 0EE DRMMER B R TS 97 Z A SERRAE 2 UhisC X
R, GZANMEAE X i it B SS AME o BJE,  Fe RS M B0 1S K 75 2 9 07 1) 24 il s SR J2 5 (1 15 IS &
JE DS AR N T35 [4]0 VBRI, IX PRI o AN SR T47 1) 24 Ak i A R VR A R B8 R A5 10 R 2. (H
TEARZE T, %05 Z B MERE R R GEMAE 2 HER T 15, RIELHF SIS S 00T
e R RTEG H I, #05R VMR A BA L kS G ORI R DR I e 4 H IR EE, (HAZR R W)
SO SCR RERE (2 25 S ks /NI T B, R kS 4 O ES A, A2 AR RS54 H . BRBRIE
Wt 52 7] SCAST B LSO EE AL B A B o A 1) O QR T R R 5 IR L R R X ), B —
JRI PR

4. PER B EEE M INE

AR N2 fh T FUOOR T 6 [E A58 — KT, Wi @R At A L, EA Mk RZ M
Ay T A A EHAT IR, AR T, RIVE AT FE PSR BB A S U =41, H
WA A1 B 24 [ 3 245 it 2 R 1 203 03 3 39T DA K% 1 P 2 245 ol RO BROEE A R, IR SRR T 410 g 245 £l 5 3R ]
Pt 2 ik 1)L B P SR 24 Aol 5 077 ) 245 Aol 2 TRV B U AR I il Fe e w45 . 728 (LAE) s
15See GlaxoSmithKline plc and Others v. Competition and Markets Authority, Case C-307/18, ECLI:EU:C:2020:52.
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Tt o T BT SR A 5 T 24 it~ A ) 8 9 1t S P 2B DT 1 5 0 S WAL, R 2 S PR B I 2 K b
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