b 2 H AR5 X A G M M L e

MEH kRO FAFHFRGEEERERAF R, LE 10019127 B AHER G4, LK
100029)

FESES R951 XEARERE A
DOI  10.6039/j.issn.1001-0408.2020.24.03

XEHRE  1001-0408(2020)24-2961-05

W OE OB AREAVEMBAZHBEREAL . 7. 2AKRBERRG SN FEREA L£EFDA BN HERHAR
HA®RET BREEAEHEAMELEITE 7 Wb A A X, e H X T A M 20025 69 5 5L A 20k %At fe s R
BRF B R, PR B A EMB BTG ZERE AN, SR540. REM RS AN EMB LR REEN
KRR fmH e RADEMAEE L By ARG ARG ERE TolPAE, 28 BB AR NREA
My F AN 2h A AP 2H LA AT B 2 FARE G BRI B Ae A S ARG R AR IR BN 2 R A e R A
w3 B R B R A MG A AR AR 2 RN, & /M R 3 b M A 2h 493 RSN R LA AR, P
£ B Aok T KA o bR HIE T AR R ARE] T A K E BRI R A (2 KRR R AR HIER R,
KB AT A KN E RS A X AR LR B AW, L AR B L RAEEEEERGHIRE., EAYERMT @, LB R AL
HEM FAEF T ST ALA T Z B0 A M HRARRS A2 B A7 AR & A4 028 3R 13308 ; B & 18 x4 4 £
209 B MPLE BRATF) ; da A B A0 B R A M KA 00 T B oy @ B A A IR A, A BUR B R A K e
SO Fa B Ao gy @ Bk — I TP R YA R R i AR SNEATIR, B M AR R B IR R MR R R E A SR RS
A AR 09 s 2 A M 025 89 T B3 o5 &, LR RKIAT A E M RN A2 F 2R e B RN H G-
B, FF 5t B A 2 g A ) B S R A0 T 1R AR B ORIRIE B A 09 R 2 A

KR AR A A A 3 MRS T B M £ E ;B A B

Comparative Study on Regulatory Measures of Biosimilars in China, the United States, Japan and Europe
LIU Yuyan"*, ZHANG Xianglin’ (1. Dept. of Pharmacy Administration and Clinical Pharmacy, School of
Pharmaceutical Sciences, Peking University, Beijing 100191, China; 2. Dept. of Pharmacy, China-Japan
Friendship Hospital, Beijing 100029, China)

W R2£,2019. (2016-03-19) [2020—11-09]. http://www.npc.gov.cn/
(71 hszga, AL R A FdE s S &5 sl SO bR 5 zgrdw/npc/dbdhhy/12 4/2016-03/21/content_1985714.htm.
b2 FE R SE IR ST (D). 2 AR AT, 2008, 43 [14]  MRUEE, HRE, TR, F T [FRZEEG3b
(11):51-61. SNG40 I T E Al 1 SEVERF S D). 2 R
[8] ORACE J. Corporate philanthropy:an analysis of corpo- 2016(2):112-127,188.
rate contributions[J]. J Bus, 1966,39(4) ; 489—489. [15] Z=VEHY. P B3 T 15 Sa Ak S M0 & e et 2E A9 5 1)
[9] A4 RAEHRWG R FERLZRFEHE[DE & R Hem B 7T [D] G IR R Tk K2, 2019.
AR - A B2 AR KA, 2010, [16] PENG DX, LAI F. Using partial least squares in opera-
[10] %9, =%, THE. AR S5 . LT tions management research: a practical guideline and sum-
2008 A7 b [E A B BT VB 1 ISIERFIE[I]. F d mary of past research[J]. JOM,2012,30(6) :467—-480.
ZHE R FHR A SR, 2010(4) :52-58. [17] SRR, VTN, J Ve s P 47l AR A1) e B
[11] Il SRR AR ET BTk A LB WA EVEAK BEEFEIFST « 55T PLS-SEM B3 [ S 43 A 1)
" (D]« TR K27, 2019. RILLZFAFR,2016(5) :79-86.159.
[12] EFFLL, Wt ¥ A R T AR RAE S ARIBGE i K R A58 [T). [18] R4 R, # 1T, i M B YAC pI B B 3 o) Al 255 6 184 114
B F5H 3R TAF,2020,64(8):103-110. BN ESE ] 43 2 &, 2020(15) : 55-60.
[13] @ ARMAERRE FEARESEAEEEB/OL [19] S, PhBIIR , R 3% I 24 0 A8 5 4 B H SE it BIR 5

s LR AE . WESE ) IR 25 °% . E-mail : 13609897275@

163.com

mail :

#IBAF AR EAEZG00, Bk A I BESE 51 - IR IR 2% . E-
zryhyyzxl@126.com

HEZED; 2020 45 31 45 24 1

WA Ay BT [9]. P B 25 5 4 &, 2019, 54(19) : 1626-
1630.

(W F 199:2020-08-24  f&18] H 1. 2020-11-11)

(SRt Hh 7K

China Pharmacy 2020 Vol. 31 No. 24 - 2961 -



ABSTRACT OBIJECTIVE: To provide reference for drug administration supervision of biosimilars in China. METHODS:
Referring to the authoritative documents of the official websites of National Medical Products Administration of China, FDA of the
United States, European Drug Administration and Japan’s Drug and Medical Devices Agency, and comparing their regulatory
measures on the definition, effectiveness, safety and clinical application of biosimilars, the suggestions were put forward for the
improvement of regulatory measures of biosimilars in China. RESULTS & CONCLUSIONS: Although the definitions biosimilars in
different countries/regions were different, they all required that biosimilars should have the same drug quality, safety and
effectiveness as their corresponding reference drugs. The United States, the European Union and Japan required enterprises to
provide studies on the similarity of early pharmacy, non-clinical studies such as pharmacology and toxicology, and clinical studies
on immunogenicity, pharmacokinetics and pharmacodynamics of biosimilars and reference drugs. However, the similarity between
biosimilars and reference drugs had not been required in China. All countries/regions supported the extrapolation of indications of
biosimilars. Among which the United States and the European Union required manufacturers to provide detailed data; Japan only
mentioned the relevant concepts of indications extrapolation of biosimilars, but did not mention the specific data requirements. The
relevant description of the conditions for the extrapolation of biosimilars in China was not clear enough, and its application in
China was still facing great challenges. In terms of drug interchangeability, although the United States allowed the use of
interchangeable biosimilars to replace reference drugs under the conditions permitted by state laws, no relevant biosimilars had been
approved; European countries had different regulations on the interchangeability of biosimilars; but there was no document
explicitly mentioned in China and Japan on the interchangeability of biosimilars. It is suggested that the principle of comparison
should be further improved and strict requirements should be appropriately enforced in ensuring the effectiveness and safety of
biosimilars; in the field of indication extrapolation, more detailed data requirements should be put forward, and the possible risks
after extrapolation should be evaluated scientifically; in terms of the interchangeability of biosimilars, it is suggested to try to
implement the principle of conversion of biosimilars, but it should be used after consultation among doctors, pharmacists and
patients, and drug use safety should be monitored timely. Meanwhile, a sound traceability system should be established to ensure
drug safety of patients.

KEYWORDS Biosimilars; Effectiveness; Safety; Indication extrapolation; Interchangeability; The United States; Japan; Europe
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