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Analysis of the Regulatory Policies Progress of Biosimilars in Foreign Countries and Its Enlightenment to
China

JIU Li, HE Xia, LI Wei(School of International Pharmaceutical Business, China Pharmaceutical University, Nan-
jing 211198, China)

ABSTRACT OBIJECTIVE: To explore the development status of regulatory policies of biosimilars in foreign countries, and to
provide reference for perfecting biosimilars regulatory policies in China. METHODS: Comparative analysis was conducted, con-
cerning biosimilar regulations and directories which had been issued by WHO, EMA and FDA, in aspects of biosimilars definition,
the choice of reference drug, quality studies, non-clinical studies, clinical studies. RESULTS & CONCLUSIONS: Three common
points found in foreign regulatory policies were that: firstly, discrepancies were allowed between biosimilars and reference drugs;
secondly, the comparison was itemized between biosimilars and reference drugs on safety and effectiveness, in order to guarantee
the reliability of quality research; thirdly, clinical and non-clinical studies were reduced with a premise that similarity is confirmed.
Given China’s current situation, several parts of policies should be improved, including stressing pertinence of reference drug selec-

tion, refining preclinical and clinical study directories and establishing supporting system after listing.

KEYWORDS Biosimilars; Regulatory policies; Comparative studies; Improvement

AR, BRI T R K 2014 4R B R Y
10424 b v A 7 AN 2 A il i, T A 3% 600 4236 5T,
V5 R 45 IO A= 0 i AR AN 58 4 A TR 9 AR 28 L 2,
WF A LR 24 A s 254 L AR T80, — T, Bl 45 [l s
25 TR S IR K AE 25l A DL 3A  193 T
oM 22 W BURS SRR 5 59— D T, DI A= P ol o e Ak 2 ) 31
K AN YR RIER T TER N, 5— BNy
FAEAZG ML 1 N o7 S B R AR 4 A i 454 T
B FEDRAL B B B A AR N R
W) He2e MR RO o AL GE R A2 0 ) 25 1) WE 8 BUR A
5 T A 2SN 2 B WA, TR e ek i HE 5 R A BB S 3k ke
WA 251 & S EA TR

Har, A DA LU(WHO) WK SEE L H A gk ik
[ | R 2555 5 22 A B AL LU E R A T A A9 A= 20
245 TN o R SR 24 B BB RS (CFDA) L T
20154F 2 A 285 &4 T (EW ML B L S5 ARS8 TR
N GRAT) Y (LT R FRCEE TR0 ), s 3 i A A 2l 2
WA ORI R . A SCHLTE 3BT [ A1 2 0 25 (DL 24 B 0 R0
FISERE I, S5 T EDHNE H A e SR, % 3% 1 (e 5

* AR WEFE T 5 FHA B . E-mail : 1048532047@qq.com
#OEAREER B BP9 o] B2 P B 5 BT PR B
Ji . E-mail : cpuliwei@163.com

- 8- China Pharmacy 2016 Vol. 27 No. 1

M HE— 25 fe L
1 EMEBAREX

AR 24 4 7 SO T TR M A IEASRE P  E 1
PR TR, 24 [ 52 5 2 AT Q] S A Bk b 4% A AR ]
LRI 2598 R (EMA) BLAE , “ AP 2540 ™ i (Biosimilar prod-
ucts ) A2 B 2 ARHL Y 2E Py il i 48 DURR, PR A5 273 ek
MR IR b, FEY) R 7 S8 AR S e A 25 5 T R
T AR SEE FDA FLE | “ IS 285 11779 (Follow-on pro-
tein products ) S TE I PRAE TG M2 U o> AT AR 22 5, (5
527 b AR B 2 L™ e AP Al B R
A G R L 25 5 B R

HT I AT L [ P A0 A A 245 10 SCRAT DL M i 3
P (1) BT 2 ARG HEHE I A= il g AT S, 2% e e Uk
IR L 2 I AR L) CHEHE B9 A= W AR S 225 X R T AR
FALZY 5 I A= P ) AR RO 22 A b HAT AT 2 i (2)
FVE5 CAHEUE R A W] i AR 22 57, 2% TR S8 SUE IR,
IR AV 5 SRR W A7 A — T 2 57
2 EINEMEMHBRZRIVIK

DR R A S L T A 224 A BOR I 214, )
TEAFRIT 221> [E XA LU A= W) 28 D) 24 W A BOR A R
BRI o W0 B R A 4R AT 1 A P 2 2 B L
£1,

HEEZG 2016 4F55 27 B4 1



x1 MOBERIAREGHENRUGERICE
Tab 1 Summary of biosimilar regulatory policies issued by
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