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[ Abstract] To Explore and analyze the patent dance system related to the registration of biological products
in the United States, domestic and foreign documents were consulted. The background of the US “Biologics Product
Price Competition and Innovation Act” was reviewed, and the reasons, characteristics, and the challenges of system
implementation were analyzed regarding the design of biological product patent dance system that is different from
the chemical drug patent linkage. The patent dance system is based on good faith negotiation between the original
research company of biological products and the biosimilar drug company. The scope of patent litigation is determined
by the patent information exchange process. At the same time, two different stages are designed to enter the patent
litigation, in order to speed up the similar biological products coming into the market, so as to improve the public
accessibility.
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Y %k B P o SRR 2 T 2010 4 i R
R 5 EIT £ ) (“ Patient Protection and Af-
fordable Care Act”) ,BPCIA fE &I dv— 34, I &
T R A il i 5 (A JEAEE R IR 55 7 %8 ) (*“ Public
Health Service Act”, PHSA ), 5 Hatch-Waxman %
ZH 2L, BPCIA AU T AW 20025 Al 5 15
Alb 2z B ) 25 2 P o SR AR SR 2 A LA
T mRE O FHE T ARG Y R AT



T % #2 ( abbreviated biological license application,
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AL AN TE L1 &A1) B s H RS A B L], 765 ZEA
LU E 2 MG A 1 26 25 il 31k L R R AR IR o
3 EFIEEGELENBE
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T, OC T L ) B B ) R A M AL B g 05 B R
2015 4 Amgen Inc. if Sandoz Inc. [20] o Sandoz A H]
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10 o 52 2% ELANHI R R 0 ey ) — AR R, REAR B
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gy, —ERE LT T AEYELI e A AL E
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A= 1 i i A ol 2 0 & MR BRI, W B2 8 A
JTUT UL 4 R 2 A2 A ol R AT L R
TR O 2, A 2 A6 B AE T B B AR B S AR LA
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fRBBE ARG LILMARRH  EAaiEmaE 2 Bk
| | 60d | 60d | 30d 180 d |
I I [ T
’ 204 | 60 d |15/20d |
S 3(A) 7(A) 8(A) Bt b
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fndll % H % Ll

4 EWIIEAR 2 T A A Gy fif ki [8] Al
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[ §i

2019 43 A 5 H, 11 5t Susan Collins (R-ME)
NG T — TS5 (H. R, 4850) , BRCAE My il it & 1) 2%
B 22 ) 77 (“ Biologic Patent Transparency Act” ) | 3
SR RAFVE Al B A Wl ot 2B 7 R ) FDA SR S AT
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T RE(H.R.3991) , (il i itk & M JRin ik 5208
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scriptions for Patients Through Improvements to Patent
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0124 Al AT LA 5K 9 — b 25 9 1 L R R R
20 Ao RATEH BRBFIA BIEE VAT R, 4 AT L
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PO B 3235 B A T A e M) SR B o 2 DA R B 2
TR B L FHR AR, LR L R 25 A W 2R 0
24l R 1Y 2 A AR B e M . BRI AY ST
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