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[ Abstract] This paper analyzed the relationship between the early resolution of patent disputes and the
patent linkage regime in United States and conducted research on the judicial application of “artificial infringement”
under § 271(e) (2), the disputes and legal reasoning of United States courts in regard to the issues that whether
the Paragraph [V statement is a necessary prerequisite to determine jurisdiction and whether to extend the infringement
object to the later-issued patents. Based on the perception of the function of the mechanism for early resolution of
patent disputes in the United States, the status quo of China’s pharmaceutical reformation policy, its legislation and
legal practice in the field of pharmaceuticals, this paper proposed a better path to build the dispute resolution mechanism
under the ongoing drug patent linkage system in China, that is, to solve the patent disputes between the brand-name
company and the generic drug company in the specific case related to disputes over confirming the absence of
infringement on patent rights, and to provide opportunity for the drug patentees to petition administrative objections.
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MRS H ML , 232 Rk A F] 7 /) ANDA 3 A
WA 2 R B A BT WSk 2 bR (R B 2)
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Waxman 12 58 1Y 1 58 oy, 7688 5 5 b 2R 47 B0 2 A
B2k L A EE R P I BE AL, — RO, T2y
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B[] I 42 52 A0 O & A 115 B, TE 5 & 2B ) ANDA
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:7E NDA 3 A [R] I 5t $12 52 Fir A & R A5 B A B 52
MR, JFRLE , AN SR JE7E NDA gt LS A B s &
FIALHY , L AN AT FE$ 32 T L AL Z H R 30 d
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(later-issued ) o M4 2 HE ML € , — B0 25 4 S g
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F 4 FENA 5] AR R BEHER R, DIAT 250
FT LR ML, h FDA (925 5 4R {2 %
WA, DT A A5 LAR R A 5 UL O A AT R ik 5 T
REAFLASEEE . AR5 271 (e) (2) 302 PR B & FI AL
AN 5 Ao BB Z i@ o BT A7 7E Bolar fii] 4b
A RILAE , D7 0 245 4 b b T 1T St R A AT Sk 3 4k
AE o, T 8O AR T 28 147 R 19 30 B
BR45 . 1 Ah 005 o 245 4 300 T LA 8 24 5 4 T ok A 7
X JELAIE 245 4 Bt ) i B ik = 2 A BT R R Y
“ORET X 2 HSE T AR S BRI H A B M KT BT
o 55271 (e) (2) M2 16 ¥ 1 45 7 05 il 25 4
Bolar 7] 4§ KRN 7E & F) 21 3 1 £ 2 87 1k b i 72 )
R B T2 T, S A 24 4 R L R AN £ 4 W] vk
T BR AR O JH PR 3 ML 36 R B0 ) 2 A T HE AT R
A 2 R R R A R 25 OC R AR AL, SC R g5 F- 1 A9 A (R
PR, I HLAE B X J R ALY R I i, 96 [ ik
s 7840 7% 18 T e 07 ) 245 £ 15 ISR 26 4 SF- 45 114 Jit
W), W5 FUA AR S BR A Bk B 6 o 3 L
B O SEAL GAR AT R i R RIA N R 25 22 B
155 25 4 A T B AR S AL AT

NS ] A vk S Y R O R vk B # 1] T Bk
Lo I R B B RE ZR 35 FHEE 271 (e) (2) 3K, i8R &
A S T fige e, O AR AR 2 BHL IR 7E 3 A T
Vi 38 =2 BT, AN S B D & FIA Y iAo
[7] 16 8 B8/ 4R A 1) i 0 AR, T 45 204 45
KRB R B2 S T G R
1.4 BEHBRANSNTESZESLREREES
BEHREGEE

5 £ AT B AR TP AT LA O 2 & AT AL
MLy R R AL 2 — o AR O & R 2 23 L E)

Chinese Journal of New Drugs 2021,30(16)

PR AL P AT TR R, O PR T 4R R 4
il BE R A7 S DR & 45, B 51 R 35 I B % & A
i 2 1 R R AR AL
1.4.1 XUJ5 & & (inter partes review , IPR) f25 H A
BAENERT BT aE (6 E & WL %) (America
Invents Act,AIA) F 2012 5L, P 5] A T X% F
LR FAUG B AT BCROBE RE e, R 2 S 2 AR 6
AL R R AT PR, T B TR L R R, Bk
M, X 26 F8 5 4 4F PR AL S & # ( post-grant
review , PGR) Fi 25 Mk J5 2 & # ( covered business
review , CBM) , Jf i &[5 & #1 B 45 Ja) (USPTO) T J& #Y
LR ¥ 5 I JFZ= 51 & (Patent Trials and Appeal
Board ,PTAB) $47

Horbr,CBM S22 & )BT X 1l 7 125 % A it 52 i
J I A0 B 24 )3k LR ) L T PR BR ) i 07 %
MBAUGE 9 At N 7E L AR ALZ Bl
9 A JE B AU S H Al 25 = N HAE$E ) TPR
FEF LA SR & & L R TR, Rtk TPR 2 H el FH A
W3k 1, 1 /& X Hatch-Waxman JIF 385 3 (09 27 i (8 5
TR A B R o ATA TR L 1 Bk R & R T Y
A7 BORE P S 4 ) 24 A S 43R 15 A SR B, S stk b 4 o
2y 2x ke £E 1) PTAB $2 H % ) J0 &L H SRR Pk R B¢
P i g1 6 B A% ANDA 5418 A 47 i 24 i AT
i 1R L A

X IR PP 605 TR O i 25 4 A4 i B i 8 m 1
— R, T B Hatch-Waxman 1) X - JF 4 1] 45
il 2454 At AR 4l Hatch-Waxman 35 %8, 78 — & 1%
LR Ui 2y b AR AT DU SRk B E S LR
ToR ., SR, 24 & I B 4 b Y 2 2y ik e LA PR
B A AU o 3 — B4 Y S IR AE T, % T 0 i 24
T HE T 5, 5 A 2 B AR 1Y TSRO I AR [, TPR
FFEA W EMILE . —J7 i PTAB 17 BUE AU
Az I 1) AT LA SE 4 i O 2 A 4R, O3 — 5 T IPR
AR T PRAE A AR, AR L E AT BUCRRE Y
M H I K B PTAB A H P 19 I 8] AN 25 5 18
ASAT RS M Xk B G R JC AR R i s
YE S 7 I A 25 TR 22 /0 A5 AR 9k 2 30 S T R,
PTAB 1) TR % K5 AL P e 35 J1 6T, H
ANDA RV % 5 86 2 35 B 6 2% 500 J7 36,
Hb A — AT BT Y X AE T 28 IE BT AR 9 43 T
£ PTAB (947 B WO, U 23R A2 T8 70 1Y
JIEHE ( preponderance of the evidence) ” UIF B , 1 7% ]
RART 7 ) 24 A T ) H DXk B 4R T i L
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A ViR 71 893EHE ( clear and convincing evidence) ™,
1.4.2 IPR 27 H A HE B & A BE 5 6 R iy X
K IPR B2 7 RY 2 A0 3 e B4R A ROCR 2 S 3
Hatch-Waxman 12 52 it @1 15 19 % | 20 2y 5300 =) vk fi
TRAL T HE R IE T, 0 3 — 25 1 45 R 1 L R o 4
i BE ThBE & 45 Z I BR % . IPR B2 5 0 05 i 25 4 $ 43t
TR RUR VA A B fil K BT R AE IR Y AT AR
R B K i BUAS PTAB (1 Jo R & 4tk , ) B
it 2R3 TR AT 2 A 4 Hatch-Waxman ¥ 58 fr
EAMRIRAR] . 55— J7 T, IPR 25 T 4 & A 4 £
il B2 A T B RO R . 3 Y 10 55 157 201 R VL 2 2 [
L ) e ) R e % AL o i G S Y O D, — EL I [R]
RORPATHE % H R DI BE W T BE 2k 25 0 RIEHLE
WERAESR I TPR R Z H 82 5, 18 R A sl 3 b F)
gt A OG5 [v 4 DXk g 4 1 JC R0 5 | IR Y, DUk B
MIFE PR A Bl kTS5 R PTAB S P o HA A
OUT W h s e A AT P 2 A b Rl R R R . AR
Hatch-Waxman 3£ 2, FDA %} ANDA py & #Ht &N K
YRIA ML I B SR 30 4~ A, ik & R 2 2 i
YT BA G BN R) 07— HLJE 3 TPR R P U A A AR
g 2L 1E R sl A A PEAN RN 29 B IR (H X AR W] B
FEOFR A LR A 9 TEAE 30 D H N
3 B e o AR X AR AL T, FDA AT DL 6 4t 7
ANDA, 3111 S5 B0 F) B 32 ) B2 Ky 20 2y i e Ae Bl
ZHT B T E IR R
1.4.3  SE[E 2y 5 L A B4l BE py R e e % Bt
Uiy figg ke ATA 141 24 i L H1) i 4 ) R SF A 14 &R B9
[ R, A7 2 5 538, PTAB Al LA HOW 24 58 730 47 4l 1Y &
A (discretion) , 73 4 A B0, 6 48 7047 € 1Y
ANDA 5| % & 4 il iy i #2 v Ja 3 PR #2 )%

e Ah,2018 4E B2 /E & Hatch-Waxman 3% %8 #2 %
ANZ—WZ WG Orrin Hatch, fERAE MR AN Z —

f T — T A9 48 IE %2 ( Hatch-Waxman 5¢ % ¥ 7%
%) (Hatch-Waxman Integrity Act, HWIA) , 2 %K [9] i}
IPR & 5745 o i B IR 1% 52 i), I 48 &2 Hatch-Waxman
WA T HALH T . HWIA 230383 %%, 5
15508 SRR AR, O 3 452X I HT TPR 2 15 #: 0
UEZF AT R o s 2 Z0BLE T O TR 1k
IPR 2 F sk 20> 24 it 77 37 5 4 A0 4] 24 3 1 5B A9 ik
it , 38 3o O VR AT BOTE R g A R s i e B 2
) F) O 2%, A A B 458 T - 10 24 L R e
BEARIMTE , HWIA #E , ANDA B35 AT 56 IV B
P I Al F B A 25 D7 24 1 R HLR R AN
24 IPR B PGR 355K , AT Bk MR Bz 43 Hh T 51 A
KL A, B HWIA BRI ANDA W32, HBETE
Hatch-Waxman 2% % 42 fit i 3 A ok =) 05 % 42 A
ATA 2 AT BOERROE h #R L — M A7 . 2019 4F 2
H 6 B, iZ%558Z 2 ® i, il # i Bos A4
AR RS A BE R A Y R H R A T
B 7 v P Y L B B, AE Sl A 2 5 o A OOF
AN
2 REARETEMNYHLBRHMROILEERAELHR
E/R TN

Fo (& F ) T 2008 AR5 3 YABTT I Hg hn 1
Bolar ] /b 4558, Horb, 55 69 455 T & , 2
PEAT B AP A A R ) R R R R 2
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