AKX #HH L  Drugs & Clinic 345 F4H 201944 H < 907 +

FEE M2 e s Z K & AEFT bbAE Y st BR A 3R R

P

W, ¥ AEC, kokat, A £ kAERY
B EZRE (ERD BRRAR, JERT 100020

SRR = AR R BEA R, 10T PRFH 110027
BRI (RED FRAF, L 200335

YRR RERS: JRaLR 2=k, bRt 100027
CTTRERF RIS, TR T 510670

wn AW N =

% F. EdEE, . HAR, E S E KA AL TS I ) B SR AT LE ST L Ko WHO JE 1] H APl
Wi BRI RIETT, SRR AR S ABN 2 LTI 5 W IR R w] LG AR W it A PR R s G IRIE IR Yoot )AL TTRRRBITR L KT,
SEAXTELITSE . PRI, 2 th 50 s IR AR Bl 2 bl S D B T B AR L A B R ORISR

KR By, B E R ARV R AN LR B TR EE

hESES: RI5I MERFRSRS: A XERS: 1674 - 5515(2019)04 - 0907 - 04

DOI: 10.7501/j.issn.1674-5515.2019.04.007

Comparative study of the requirements of post-marketing surveillance for
biosimilar drugs and non-comparable biological products of different countries
and recommendation on improvement for China

WANG Xi', JIN Zheng®, ZHU Yong-hong®, YU Mei*, ZHANG Ke-jian’

1. AsahiKASEI, Beijing 100020, China

2. 3SBIOINC, Shenyang, Shenyang 110027, China

3. Roche, Shanghai 200335, China

4. School of Yeehong Business, Shenyang Pharmaceutical University, Beijing 100027, China
5. The South China Center for Innovative Pharmaceuticals, Guangzhou 510670, China

Abstract: In this paper, the management requirements of the post-marketing monitoring of biosimilar drugs in the United States,
Europe, Japan, South Korea and other countries were compared, and the management of non-comparable biological products were
studied in WHO, so as to extract the management elements of the post-marketing monitoring of biosimilar drugs and non-comparable
biological products. Combined with the current situation of China, questionnaire design, research, and expert discussion were carried
on. Based on the comprehensive comparative study, investigation and discussion, the suggestions and considerations for improving
the post-marketing monitoring and non-comparable biological products management of biosimilar drugs in China are put forward.
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