o

Pl

.| P
we s
(E¥SKii:
5N

, =
i
i UL

2021 £ 7 H



o BETE s 1
T RS T B ettt 2
(=) T EARRRRL s, 2
(=) B Fu/sSfa B EA R e, 2
(=) EFrrtEf/s ™ EEANETIEEL 3
S0 RSTERILTD R e, 4
(=) LB e 4
(Z) FBABFD R 4
(Z) T ERR R AARTE oo, 6
(W) EFHEARRNN RSTET s 7
P9 RSTETAR AR oot 7
Fv RSIEYETT oo 8
7Ny RSIBI LB A TR R o 8
+. RSIZHFC LWHEYPHAFF AR RMATEL oo 9
I\ B SR ot 9



N

w

10

11

12

13

14

15

16

17

18

19

M 5% AZ B (Reference Safety Information, RSI) 2
94 F M (Investigator’s Brochure, IB ) H # — AN #4d /\
W, ZR-ATHTEESRRMNAF K. ¥ #H MR RSI
PP Ik PRI B 1A 1B % A B9 BT AT T AR B A BB B A
M, BEXZERE T ALETNSE™F AN RKA (suspected
unexpected serious adverse reactions, SUSAR ) 1] E K 25 & i
B ) 2 i W 3F 8 (Center for Drug Evaluation, CDE )
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g RN g EMTRETRAY (AT 4. ¥
FASHR) ERKIEE B F RSI T, NAAESE
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( International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for Human
Use, ICH) (E2A: I RZ2MEGENEE: Pt fid e X
FoARvEN . CE2F: #F L e 2 E A ED 783 E .
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SARs 1 #] SARs E AL A A U

At s B ot 1 3R Vil
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WIRAES % R P FCRR AR 7

ik & IE k= AR R

Sl AN P B R

7E: SUSAR VW HAEFM™EARRN; RSI 24

3



47

48

49

50

51

52

53

54

55

56

57

58

59

60

61

62

63

64

65

66

5415 8; SAR FELRRN
FP AT F Y L AT E R RORR B A R
Fiu /2 " B AT [ SR T

=. RSIBRI|ER
(—) fz&

RSI B2 A IB & —ANEBEE /N, AR@ A EL R
&r%%ﬁ%ﬁAﬁ%%@@”ﬁﬂ@%ﬁfﬁ%m%%ﬂ
REHEE.

W 1 BB 4 i RSI DA % #0174 & SUSAR 4 H
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MR K B 25 4 0 2 HEARRAEE

(=) AT KX

TP ELRRNUESE AR, HBERAABREL X
( System Organ Class, SOC )7 i , 8 | € Y5 & v 30 [& 5 17] HL)
( Medical Dictionary for Regulation Activities, MedDRA ) £ 37
HRA th ¥ % R 3E ( Preferred Terms, PTs ).
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FRERD (WM T8 ), N REREFNTHEL R
RESEESRE, UWEREHTKEREE (K 2).
K2 UEEERENENNRIL AN T EL R

SOC SARs ZRAE RFEHE (N) =328
Fr# SARs |  E3t | AR AR
SARs & | SARs X
n (%) n (%) n (%)
Bk | JEE | 25(7.6) |0(0.0) |0(0.0)
-
FFIEZ Sk | WABREA | 12 (3.6) | 0(0.0) |0(0.0)
] Y23
7+ &
XIT&% | 9(27) |[0(00) |0(0.0)
&R
% B 7+ 5
N AEBER | WA 133 (10.0) [ 0(0.0) |2 (06)
]

E: SOC % 4%
SAR By % W # B E

B4%; SARs FEALAERRMN; n K&
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ELARRN; (3) ElERRBAEAN B, A ELEREGY
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BATH RSIZ R B 5 4 s /. AT FIEH R B, B4R

AR BRI E (BEEART IR E-A 7. KR /N
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[1] CTFG. Q&A document — Reference Safety Information.
https://www.famhp.be/en/news/publication_of the updated

ctfg ga reference safety information rsi document.
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[2] ICH Clinical Safety Data Management: Definitions and
Standards for Expedited Reporting E2A.
https://database.ich.org/sites/default/files/E2A Guideline.pdf

[3] ICH Development Safety Update Report E2F.
https://database.ich.org/sites/default/files/E2F Guideline.pdf.

[41CDE. 3 F %7 (26415 R ik 5o 30 19 2 -k H4B B 4
& NATERR )T B,
http://www.cde.org.cn/news.do?method=largeInfo&id=3144
49.

[SICDE. X T &M «#F& #1822 B & EM

(AT )Y Wy

http://www.cde.org.cn/news.do?method=largeInfo&id=3cad3
925b893ab31.
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