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Abstract: Objective To provide practical references for all
participants in drug clinical trials on drug safety risk management and
promote the construction of a more efficient clinical trial safety
management system. Methods Based on the regulatory practice of
40 clinical trial safety risk control cases from the Center for Drug
Evaluation in 2024, this paper uses classified statistics and correlation
analysis methods to analyze the characteristics of safety risk information
from multiple dimensions such as drug types and indications, and
systematically sorts out the response logic of regulatory measures. Results
Among the 40 cases where risk management procedures were initiated ,
distinct risk characteristics were observed across different drug types and
indications. The regulatory measures reflected the principle of matching
the intensity of control with the risk characteristics. Conclusion
Regulatory authorities have adopted differentiated regulatory requirements
in accordance with the logic of risk classification and bottom — line
thinking. The regulatory initiatives have gradually evolved into focusing
on the optimization and full — chain improvement of sponsors’ risk
management systems, providing crucial support for the protection of
subjects’ rights and interests as well as the high — quality development of
pharmaceutical innovation. .
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Table 1 Distribution of risk characteristics of biologics
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CTCAE; Common terminology criteria for adverse events; CAR - T'; Chimeric antigen receptor T — cell immunotherapy; SUSAR: Suspected unexpected serious

adverse reaction; EBV : Epstein — barr virus; DSUR: Development safety update report; HPV; Human papillomavirus.
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Table 2  Distribution of risk characteristics of chemical drugs
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FDA: Food and Drug Administration.
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Table 3 Distribution of risk characteristics of traditional Chinese medicine
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Table 4 Risk characteristics of drugs for tumor indications
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Table 5 Distribution of risk characteristics of high — frequency non — tumor indications ( =2 cases)
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Table 6 Distribution of risk characteristics of high — frequency risk types in non — tumor indications ( =3 Cases)

SR

RS2 A R I W B T T 5E N B F I,
WA 7R N8R By 25t i i , v B A o e i 5 2G4 K P B2 0 Tt
JEREE 5 22.73%  VEPRREE ZRVEMEL ABPEAE T 2GRS S s TR 2 5 R, A T R A R RS R, R
M E % BB 2RI | R I S BRI p a5 2
PR & B YEZTURF R IR BOTHRAY 3 BIRIAN A RS, W5 3 TR Bk AR 51 O T 2 W 1 XL
B KBS 5 0 22.73% WIS B AV L ERGBIE R, N IR R SRR B M XURS: 5 AR I PR AR R SO P XU s TR £
TR AREIR BiPIRE A SUSAR, FDA 457> [) 5 2 4 FA e 45 4
MAiYIPiTE 05 BT A
B XU 3 13.64% Vs JH T £ AL DSUR $R45 R M i (R 3SR I PR 238 DSUR #245)

PIAA TG Y 5% B LA




Chin J Clin Pharmacol

443

Vol. 42 No. 3 February 2026 ( Serial No. 449)

Fofr, Shyalit G AT O 1, 65 2 220 A AR o i Sk E 2
Py A7 T 1) M 76 g o A X o A 0 ol o R A B B
Jit 5 e XU, i 2 i M DA 2 55 XU 38 AN 52
I, AN, B0 RN i — 2D i A 5 A it LA
s I FTRLER AT T At B e RE LR 2 MRS
PG RSO A 38 e T B2 A 1 00, 3R s
S ISE/ SO A7 1) M ABE D7, I 2R AT LA 207 o
X TR AL IS PO HS BLAE B AR i %) 2ok BOPE AR v g
1 TR BT 2 N S5 it . A7 25 ) 1 R AU TR 2
JHFBEPE RSO XU o AN, 410k e 24 ) 2 5 1) I 55
PEIRURS: , #8575 09 SCPHETT (1B 0l PRI 5 58 S8 R
T IR SRS T A5 ) i A s I i i s
S BN 2 R DR )R, DN B 28 0 e JXU I By 9 M
IR, B2l St AR T Bk 5 SO 2 SRR T 5 | R AR
SEFH BRI AR R By R i, 25K s
24 AR T
3.2 EREYEE I PRI 06 e g IXURG Y s i K

PEIE VI 48 3, B Jed 55 FF ek Jgg 3 07 AE PR 9 0
FUTRTT I B R R AU 1 22 S, e A e o A = 2 B
AL, 2024 4 40 YRS 5 1 22 4 v, 18 45 i 8 i
I 8 XU L 2 BOPE I Sy 3 G0 A ) Ak T Ik
Je AN RO SR B IR S, RAET %255 1 ~3 4,
PR B o A o R LA T T U
P A0 2 07 DR RO, AN E SR 45 AL o R
FENT B 24 W Ay 2% D1 22 (Data and Safety Monitoring
Board, DSMB) Fll &AWL & 45 R K55 o 22 4|3 b8
T I ) IXUS: AR 30 T 24 A0 S8 P B 1, T 4
HREERNE, ZRETHA 3 AR, DS
W A ], FER R OGS 2B 7 259, R iT il 3 41 fi
JAAHIC SUSAR, [F] 2 25 )4 7 20 KU, FDA X [m] 28
LT RAEE S o R IR TP 1Y 4 % & R AR
TR A5 B 1Y 58 40 B 55 019 () R, B0 AL ] i 9]
AR RETR 7 Sl N s B L Fr P A E 3 B =
WAL A5 SR AUV [R] 4 , oo B0 M XU e, &
ISP AT 0BT, 00 I 3 ok At Vs 7 1) ™ 2 4
PR 5 L R A2 5 58 3 4l Aty i R BIF 22 39 1) iz 3
1R R s - MR DAL 55 .
3.3 XS ZEEILE S 17 I PRIX 06 & 4 KUK B 25 & i
VA

IR S TR AL B 43 AT, B %0 T 2 e RIS, A
SR EE 5 A XS e 0 5 4 B0, I e 3
25t Z2 A5 A SUSAR SR H I s e i) 5
S 245 )P A XS, 2 s o 110 S 80
TRV FS Tl i, 4n 0] 2 e 45 5 O FH 2 R ) | 22 4 1 M

DU BR B Wl A3 2% 25 e e O T A 25 0 . ™
TSR RS 5, BOEME 1, W 2ok
SR A XU Wi I 5 4 s 4 10 B 0, 59 0 T B0 BT g b B
PEo Bilan, PRI 25 ) Rt i i 25 B3 ek
SUSAR, BRI MM 3 G L) I i 2 75 M/ B
17 081 LA S A S5 B0 96 ], TPk A T R A 4 e s 75
For AR AE T —4F B DSUR H 48 S8 A0 O 43 BT 25
VLR o 258 Hul 2024 4510 H KA B IR 25 )
Il RIS 1 SUSAR 437 5 Ak BRLEE AR 48 T B ) ) th 78
FETFHUMRE 259 SUSAR 12 kA5 SR 91 5 0
J& HOE AT AT B B W 2, A4y
MR S M R R4 , Y40 A 2 XA 8] 43 By 1) o 2
T, B 2 W A 0 0 A A MRS AR R
ST H AT IRLEE Z TR , LA BY T R & B IR
wEEABES Y,

4 g

2024 4F 254 i PR 36 199 18] A9 22 4 Pk XU W A
S, AR TRV R AIE 5 A8 A B B R DS T Y J N
W LA X Z2 B0 XU RS 18 T8 DL RUBS: 48 B 45 7
F R T DS B I B e A R
53CET, BREOR T & S b, SR AL T H
B AR TTE ;0 = KU1 T )i 2 — e KU 45 28
TG B BT A5 I R 58 3 A 5 o T, A0
37 DSMB 45 A2 4 1A 2 I8 Z 2 IR .

2024 411 W A5 S B O O B — XU 5 5 1
BBl 1, A R AR I A XU A AR R AL AL
O Sk B U107 o o R N S
SR A R IR K S 5 s 2
[7i] 5 30 3o 5 Ak AR 4 3 A2 B IR RV 2 ) i R
1 A it AN AN R T LA IR ] A, B Sy FR o
ST 58 15 1R R A IR 7 4 ML A 2 B A 1 4
EM .

SLZ,2024 AR ) WA SRR B, B2 1 XURS: T
il 5 78 4 W 32 3 AN 45 1) T AR B At R 24 )
B T R R B S . ROk, B R T A R
e R A, N T BB K Bl g IXURS: {5 5 704 45, XL
x5 2 o o RSO R 0 R REORG o T RAE R . R
T 25V S DA T 56 B () R A B AR T AT
TG PR 56 22 4 XU 3l 2548 B, i Ak 2 25 B
SOTHT SR T AR B A, R S s R IR R S
@, 5SEERREE T, AL
W& 4 4 5 RUCR I A E 27 .

Sk

[1] ERMEEEHRA GO . TR PG R



444

v T R 25 PR gk R

A2 M3 2026 4F2 3 (AR 449 1)

JyTIn] 22 4 VR BOH DR 4 89 4 ofE R R ) /Y 5E 0 [ EB/OL . JRAFBE i (2024 4F) [EB/OL]. 2025 06 — 19. [2025 -08 -22]. ht-
2018 —04 —27 [2025 - 08 — 22 ]. https://www. cde. org. cn/main/ tps://www. cde. org. cn/main/news/viewInfoCommon/
news/ viewInfoCommon/86be6d655db5 ¢711{e660bef22c3bfl. dObc4836cfc4ch7 c9ecf29ddaa7bebea.

[2] B2 B R 25 5 P 0. CT R A0 (259 R 55 [6] 2B RS s H O ST AAR CHUMYR 25 PRI
i) 2 4 SVPAG 5 8 BEALYE (14T ) B9l 4 (2020 4E55 5 5) H SUSAR 347 5540 BH A T S 0D A58 45 (2024 AR5 42 )
[ EB/OL]. 2020 - 07 - 01 [2025 - 08 — 22 ] .htps:// [EB/OL]. 2024 - 10 - 10 [2025 - 08 - 22 ] . https://
www. cde. org. ¢cn/main/news/viewlnfoCommon/al d42{512a341bc0 www. cde. org. cn/main/news/ viewlnfoCommon/b33b140€9¢071778
79{th79d9119¢c7. 1b3c8dfa6b792clb.

[3] B2y B BR 2 b P G T R AT (W AW ) 2 4k (7] B2 B BR 2 PG T R AR OF 25l IR 4
SRR RS (1017) ) Y3 5 (2020 4245 7 5 ) [ EB/OL]. PO AR 15 S 50N Ay @ 45 (2023 445 59 5 ) [ EB/OL].
2020 —07 - 01 [2025 - 08 —22]. https://www. cde. org. cn/main/ 2023 —12 -01 [2025 - 08 — 22 ]. https://www. cde. org. cn/main/
news/ viewInfoCommon/ afced30{3 ¢45431104b47 a7{3faee971. news/ viewInfoCommon/82a8d924630f4a0 87295bb6a270db1 cd.

(4] B2y B BR 24 P G, ST B A (2 i BP0 2 [81 I G2l ity o B B Ry 245 i W P v OG- R AR (20l PR 6 49
Wl R 0 6 22 A AT S5 KU A B AR AR e (A7) ) B9 li1) 22 AP A SR 20 A AR 48 3 00 (A7) ) A 4 (2023
W% [ EB/OL]. 2023 - 11 - 03 [2025 - 08 - 22 ] . https:// 5516 5) [EB/OL]. 2023 —03 =17 [2025 -08 —22]. https://
www. cde. org. cn/main/news/ viewInfoCommon/d476e3d6680908 www. cde. org. cn/main/news/ viewInfoCommon/837db9784¢3a5499
71aef7937acd69e546 ). 73c34d9cal 662416.

[S] EEIGZy ar A UR 2 5 o 9 e b BT 24 T AR 3K 6 3k (A HE-E=ZM  YFs B H 2025 -09 -22)

A F A

I ves i B AERK - 1 2 Ak IfE N S
R PR b A 11 1 5

g| B :DE GIORGI R, et al. An analysis on the rtole of glucagon — like peptide — 1 receptor agonists in cognitive and
mental health disorders[ J]. Nat Ment Health ,2025,3(2) :214 —228.

Ji i MUOBE ALK — 1 32483 3) 57 ( glucagonlike peptidel receptor agonists, GLP — 1RA ) S $4th F 08 FR 5 AR
JHERE BT B 25 AR 1 — T KR 9 B 1 AR R A, X S 25 Wi A ] 10 e 45 Tl o 28 RO #4153 9
o5 B FAE () M B R R G . ARLEG MRS T T GLP — LRA XJIA AR Wy (i FH i RS s 1 A 15
SR FE BRI | RS R S5 W 1 T i PRRITBIL IR 4R (278 ST S ) Il PRUEHE (96 TAIESY) o b4k 34 GLP —
TRA TEIAFIFIAE RGN th 42 e, VS TE 0P 2 ORAP g Ak vh Dol S RE AR AR B L AP 28 i 5 1K AT
P2 A AR SC B e 2205 PR BE A T TE A ) T SO A0 A DL, 2 03 2 T T i R SIS ) T T S
OIS 7 VT i 22 0 T 0 s



