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Rationality evaluation and safety analysis in clinical application of adebrelimab
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Abstract: Objective To evaluate and analyze the rationality and safety of adebrelimab in clinical use, providing a reference for
standard clinical application and management. Methods All medical records of patients treated with adebrelimab at Hefei Cancer
Hospital, Chinese Academy of Sciences from April 2024 to October 2025 were collected. Patient demographics, medication
information, and data on the occurrence of adverse drug reactions were statistically analyzed for clinical medication rationality
evaluation and safety analysis. Results A total of 32 patients were included. From April 2024 to October 2025, adebrelimab was used
for 126 cycles, all administered as 1 200 mg iv. Clinical application involved seven different tumor types. Usage was compliant with
the drug label indications in 19 cases, while 13 cases involved off-label use. Inappropriate combination therapy was identified in 24
cases. The incidence of immune related adverse events (irAEs) to adebrelimab was 78.13%, with the incidence of serious irAEs being
18.75%. The main irAEs were hematologic toxicity, digestive system symptoms, and systemic symptoms. Univariate analysis showed
a statistically significant difference in the incidence of irAEs between the adebelimumab treatment with 1—2 cycles and 3 or more
cycles. Conclusion In real-world clinical practice, adebelimumab exhibits inappropriate usage, including off-label use and
inappropriate dosage or administration. It is recommended that healthcare institutions strengthen the comprehensive medication
management of immune checkpoint inhibitors. Clinical physicians should emphasize standardized medication practices and safety
monitoring of irAEs, while pharmacy departments must enforce strict prescription review and medication evaluation requirements.
Together, these efforts will ensure rational and safe medication use for patients.
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Table 1 Baseline characteristics of patients

B IR R B MR/ %
P 5 24 75.00
S 8 25.00
W% <60 11 34.38
=60 21 65.63
AR kg <60 9 28.13
=60 22 68.75
KPS/4y =80 29 90.63
<80 3 9.37
Bl SR H 11 34.38
X 21 65.63
TR 5 H 8 25.00
I 24 75.00
R 5 H 4 12.50
X 28 87.50
BT L H 23 71.88
¥ 9 28.13
FZ RS A <3 12 37.50
=3 20 62.50
IRIT R —LRIBTT 10 31.25

TR K UL BIRTT 22 68.75

O-Ge it ENA 1 A EE FEENRAR TR ©-H12 %
SRS P45 L) BT ) 1 391

(D-body weight was unavailable for one bedridden patient during
statistical analysis; @-number of treatment cycles refers to number of

adebrelimab administration cycles.
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73 DUR| Bt PRI ¥ & SCLC . JE /)N 4 i il Ja
(NSCLC). a5 7 ANEFr, 762 5 ut B 153 B
WEMIA 19 61, (HEE 59.38%, 2452511
0 %, TCENUEHZRA 13 61, Sk 40.63%, I
HH BT 45 DUR BTG PR IE SRR A B L L2 2.
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Table 2 Indication-based use of adebrelimab

v BRI T 200 mg; A 9 BLEFAUEAE 1 XFT43
TR BT, (HEE 28.13%, 14 BlEEE L ZHCNE 3
JA 1R, &9 Bl EEFRFE AR ID AR 2K, (HiX 23
il s SebR R 24 1R BE 21~80 d R&, HEfn Bk
FERE AL IRRT A DUR A a 20 . BRG 2507
T, 745 UEEH F e BRI 4 DR BB A B Al
IR 8 i, HAhBRA 2GR 23 24 4,
it 75%. R4S DUR] S gtim AR V2 S 1S O L3 3.
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Table 3 Dosage and administration of adebrelimab

HEMERS PR S B KR L%
252578 &K 2 100 mg 32 100.000
UK B3 LIk 14 43750
AR 28.125
AL 28.125
A A2 ARG A2 8 25.000
BCA H AT YI(E 2Ry 11 34.375
HRIT)
B AR m (B A ERRAYT) 7 21875
BeERR RIS (B g dEeayT) 2 6.250
e 4 12500

AR WGIRRI  Bl% MRE%
FFE U RIERGE SCLC 19 59.38
TCIE MAEF 24 NSCLC 6 18.75
iR 2 6.25
T 2 6.25
[ZE] 1 3.13
ilER=gr 1 3.13
il 1 3.13

23 [FERFBERZEMEEN

329 3 LA 126 IR 24, R AE TR 2 irAEs
(A 25 B, KRN 78.13%, Hh 3 Ll b
BEARKNA 6B, KEFN18.75%, Wik 2 Mk
DL BRI RN 21 B, RAEEN 66.63%,
WA R SONE A LR A 1 (43.75% ) WAL RGUEIR
(43.75%) M4 BIEIR (34.38%) 2%, WA “IRA]
BE” 1A 15 B, “HAIRE” (112 48 Bk . Fif43 DUF]
BPURAE irABs A4 R FE 4> ORI VR
SRILE 4. 25 B irAEs U EE T, 20 4K
Il R R IR RS PE 25T e TG R HAR
5 PR B a2k U LR IR R 45 SR JE i 3R A
24 ARRRZMEZRSH

1 I 8 FH BT A DUR] BP0 AR AN RO 25
B BE AT PR RN, AR R
RBTE . BERRGOW . WO R, PRI sE . BUTR. A
7R A F 25 S5 R4 TR BRAS R R A
P B B A (P>0.05) . [l 238 FH 24 4 30
oA R R AN R SLLERT A5 DR 1~2 JE
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BT 75 ULR) BB EL irABs FRISZMA R 22700 Lk 5.
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Table 4 Grade and evaluation of irAEs caused by adebrelimab

AN RBNREAEVENY Fra g/ 61 =3 2t/

RS Nk BICR AT RE/ATRE) (/%) (%)
Qi A 5 S ALY N7 o G5y S ) O | RANY 18 P | AR = N 1/13 14 (43.75)  5(15.63)
WLRGAER BRORIE, o, WXk, KEXEME, 1875 0/14 14 (43.75) 0
A BEAR Z71, ME, k& 1/10 11 (34.38) 0
JFF I 2314 REBRAIEEL W (ASTYNERRAILERE (ALT) 7t 1/6 7 (21.86) 0

&, SRR R/ E T S
P b aE P FORIRTh e iR, HORIRDIGE AL, FORMR R 5/1 6 (18.75) 0
i A R, K% 2/1 3 (9.38) 0
B A B P REHE 0/2 2 (6.25) 0
AU B TR0 MRS, b, RS, =8Hw (TG) & 1/1 2 (6.25) 0
MWEHEE S SURNERE 1/0 1(3.13) 1(3.13)
&M TR 1/0 1(3.13) 0
W RS ENE R 1/0 1(3.13) 0
R O R I — i O A E 1/0 1(3.13) 0

AR BRI PN B8 (AR ATRE/ATRED REAEA R RS SRIRTE AR AR AT RE A IR0 m] RE 115
“Number of cases with adverse reaction correlation assessment/cases (probable/possible) refers to number of cases assessed as having a “probable” or

“possible” causal relationship to the drug, respectively.

®5 FEIFERETRENAFEWER I

Table S Analysis of correlation factors in irAEs induced by adebrelimab

AL ES 52 KA irAEs B8 & /%) P P

el 5 17/24 (70.83) 2.99 0.08
‘8 8/8 (100.00)

oI =60 15/21 (71.43) 1.60 0.21
<60 10/11 (90.91)

R & /kg =60 16/22 (72.73) 0.95 0.33
<60 8/9 (88.89)"

et H 7/11 (63.64) 2.06 0.15
o 18/21 (85.71)

SRS H 5/8 (62.50) 1.52 0.22
X 20/24 (83.33)

R H 3/4 (75.00) 0.03 0.87
I 22/28 (78.57)

T H 16/23 (69.57) 3.51 0.06
X 9/9 (100.00)

TBIT R — 10/10 (100.00) 4.07 0.05
TR KU 15/22 (68.18)

HIT R <3k 7/12 (58.33) 4.40 0.04
=3 18/20 (90.00)

BA 2 A H AT 25 (A 4ERRIR T 15/19 (78.95) 2.65 0.45
AR (F R2igERasT) 6/7 (85.71)
AR by O B digERiia T 2/2 (100.00)
2 2/4 (50.00)

TGRSR 1A BRI AT

“Body weight of one bedridden patient was unavailable for statistical purposes.
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H B ERBAGRE X EARRN, FET kb Al
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EN 7N =y el )] N R ARl =R R
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JE£T CAPSTONE-1 #ff 745 5, NMPA T~ 2023
2 H 28 HAXAERIBTAS DUR B b B F5 R0 e fl 45
DUF| g4 i 20 mg-kg ™', B 21 K425 1 Ik Chen
S UOV38 3o of B 75 DU B0 (%) Ak 245 AR 80 77 % B i
IRTRIL, EE B AR R KN B R
FL T £ 55 i b ok BT 45 DR BT B R 2 B
AR BN, HIE AR IE B I PR 23 P BFR 2R B 5
Ty B ER-ON T N B A UUR ) 2 R i Ll
2R - TR B 2R N TR (AUC) R P B4 B
57 sk e A 2 S L GE i R OCHG,  BR HR
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