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Abstract: Objective To investigate the clinical efficacy and safety of venetoclax tablet combined with azacitidine for
injection in the treatment of newly diagnosed acute myeloid leukemia ( AML) patients unsuitable for intensive
chemotherapy. Methods Newly diagnosed AML patients unsuitable for intensive chemotherapy were divided into
control group and treatment group based on treatment regimen. The control group received 75 mg - m > azacitidine for
injection by subcutaneous injection or intravenous infusion for 7 consecutive days per 28 — day cycle. The treatment
group received oral venetoclax tablet ( dose escalation: 100 mg on day 1, 200 mg on day 2, and 400 mg daily from day
3 onwards) plus 75 mg + m > azacitidine for injection, by subcutaneous injection or intravenous infusion for 7
consecutive days per 28 — day cycle. Both groups were treated for 2 cycles. Clinical efficacy, hematological parameters
[ hemoglobin (Hb) , platelet count (PLT) , absolute neutrophil count ( ANC) , white blood cell count (WBC) ], bone
marrow morphology and cytogenetic assessments ( proportion of bone marrow blasts, bone marrow cellularity ) , liver
function indices [ alanine aminotransferase ( ALT) , aspartate aminotransferase ( AST), total bilirubin (TBIL) ], renal
function index [ serum creatinine ( SCr) ], coagulation parameters [ prothrombin time ( PT), activated partial
thromboplastin time ( APTT) , fibrinogen (FIB), D — dimer ], survival outcomes [ overall survival (0S), event — free
survival (EFS) ], and safety indicators were compared between the two groups. Results A total of 230 patients were
enrolled with 112 in the control group and 118 in the treatment group. After treatment, the overall response rate
(ORR) in the treatment group was 74.58% (88 cases/118 cases), significantly higher than the control group’ s
53.57% (60 cases/112 cases). The complete remission (CR) rate in the treatment group was 49. 15% (58 cases/
118 cases), significantly higher than the control group’ s 26.79% (30 cases/112 cases); both differences were
statistically significant (P <0.035). After treatment, Hb levels of treatment group and control group were (94.85 +18.67)
and (85.51 £17.84) g - L', respectively; PLT counts were (125.51 £35.24) x10° - L' and (78.22 +29.77)
x10” « L', respectively; ANC levels were (4.23 +1.87) x 10’ - L™ and (2.79 =1.16) x 10" - L',
respectively; WBC levels were (5.89 +2.72) x10° « L™" and (6.85 £2.73) x 10° « L™", respectively;. the
proportion of bone marrow blasts were (16.90 +8.98)% and (29.16 = 14.18)% , respectively; the proportion of
patients with active bone marrow hyperplasia were 80.51% (95 cases/118 cases) and 69.64% (78 cases/
112 cases) , respectively;. ALT levels were (58.56 +25.14) and (45.78 +16.57) U - L', respectively; AST
levels were (52.34 £17.07) and (41.12 £17.31) U - L™", respectively; TBIL levels were (31.65 +12.10) and
(25.33+9.12) umol - L', respectively; SCr levels were (84.32 +19.19) and (82.13 £17.55) pmol - L',
respectively; PT were (14.12 £2.42) and (13.78 +£2.29) s, respectively; APTT were (34.12 £5.10) and
(33.22 +4.65) s, respectively; FIB were (3.56 +0.97) and (3.53 +0.81) g+ L', respectively; D — dimer levels
were (0.58 £0.22) and (0.52 £0.21) mg - L', respectively. Except SCr, PT, APTT, FIB and D — dimer levels,
comparion of other indicators between two groups showed statistically significant differences (all P < 0.05). The
median OS of treatment group and control group were 34. 0 and 21. 0 months, respectively; , median EFS was 28. 0 and
11. 0 months. Both median OS and median EFS were significantly longer in the treatment group compared to the control
group (both P <0.05). The adverse event ( AE) incidence rate was 28.57% (32 cases /112 cases) in the control
group and 32.20% (38 cases/118 cases) in the treatment group, with no statistically significant difference
(P>0.05). Conclusion Venetoclax tablet combined with azacitidine for injection significantly improved the ORR,
CR rate, survival outcomes (OS, EFS) , hematological recovery, and reduced bone marrow leukemic burden in newly
diagnosed AML patients unsuitable for intensive chemotherapy. Although associated with an increased risk of liver
toxicity, the overall safety profile was manageable. This combination regimen demonstrates significant clinical value.
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Table 1 Comparison of baseline characteristics between groups

Control Group
(n=112)

Treatment group

(n=118)

[tem

Age (years, x s ) 73.02 +£8. 66 72.68 £8.22
Gender (n, %)

Male 65 (58.04) 71 (60.17)

Female 47 (41.96) 47 (39.83)
ECOG (n, %)

0-1 68 (60.71) 75 (63.56)

2-3 44 (39.29) 43 (36.44)
Risk stratification (n, % )

Favorable 18 (16.07) 23 (19.49)

Intermediate 52 (46.43) 56 (47.46)

Adverse 42 (37.50) 39 (33.05)
BMI (kg+m™2, x+s) 24.35 2. 80 24.24 +2.74
Heart Rate (beats - min ™', x +s) 78.46 £11.57 78.72 +12. 04
SBP(mmHg, x +s) 132.47 £17.42 131.09 £19. 25
DBP(mmHg, x £5) 81.34 £10. 09 82.43 +10.23

ECOG ; Eastern Cooperative Oncology Group performance status; BMI; Body
mass index; SBP: Systolic blood pressure; DBP: Diastolic blood pressure;
Control group: Azacitidine monotherapy; Treatment group: Venetoclax in

combination with azacitidine.
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Table 2 Comparison of hematological parameters between groups (x +s)

Control (n=112)

Treatment (n =118)

Parameter

Before treatment After treatment Before treatment After treatment
Hb (g- L") 69.99 +15. 34 85.51 £17. 84* 68.32 +14.91 94.85 £18. 67 **
PLT( x10° - L") 46.45 +22. 41 78.22 £29.77* 45.57 +£20.22 125.51 +35.24**
ANC( x10° - L") 1.24 +0.78 2.79 +1. 16" 1.16 0. 54 4.23 +1.87**
WBC ( x10° - L") 12. 88 6. 67 6.85 +2.73* 13.21 £7.38 5.89 2. 72*#

Dose and n refer to table 1. Hb: Hemoglobin; PLT, ; Platelet count; ANC: Absolute neutrophil count; WBC: White blood cell count; Compared with control

group at the same time, * P <0. 05; Compared with before treatment in the same group,*P <0. 05.

R3 2 YHRIESFUEENE O

Table 3 Comparison of bone marrow morphological parameters between two groups

Control (n=112)

Parameter

Treatment (n=118)

Before treatment

After treatment

Before treatment After treatment

Bone marrow blast percentage (% , % s ) 65.57 +17.03
Bone marrow cellularity (n, % )
Normocellular 45 (40.18)
Hypercellular 67 (59.82)
Hypocellular 0 (0.00)

29.16 +14. 18* 66.69 +17.49 16.90 +8.98 *#
78 (69.64)* 49 (41.53) 95 (80.51) **
24 (21.43)* 69 (58.47) 18 (15.25) **
10 (8.93)* 0 (0.00) 5 (4.24)"*

Dose and n refer to table 1. Compared with control group at the same time, * P < 0. 05; Compared with before treatment in the same group,*P < 0. 05.

R4 2 HAEMIRIRRI R (2 £5)

Table 4 Comparison of biochemical parameters between two groups(x +s)

Control (n=112)

Treatment (n =118)

Parameter

Before treatment After treatment Before treatment After treatment
ALT (U - L7Y) 32.46 +14.76 45.78 £16. 57* 31.78 +12. 87 58.56 +25. 14 **
AST (U - L7Y) 28.89 +12.26 41.12 £17. 31" 29.31 11. 11 52.34 £17.07 **
TBIL (wmol - L") 18.52 +6. 56 25.33 £9. 12* 17.89 +6. 43 31.65£12.10**
SCr (wmol - L") 76.52 +18. 02 82.13 £17.55* 76.79 +17. 18 84.32 £19. 19*

Dose and n refer to table 1. ALT: Alanine aminotransferase; AST: Aspartate aminotransferase; TBIL: Total bilirubin; SCr: Serum creatinine; Compared with

control group at the same time, * P <0. 05; Compared with before treatment in the same group,*P <0. 05.
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Table 5 Comparison of coagulation parameters between groups(x +s)

Control (n=112)

Treatment (n=118)

Parameter

Before treatment After treatment Before treatment After treatment
PT (s) 13.17 £2. 16 13.78 £2.29 13.04 £2.06 14.12 £2.42
APTT (s) 31.43 £4.44 33.22 +4.65 30. 89 +4.28 34.12 £5. 10
FIB (g- L") 3.21 +0. 80 3.53 +0. 81 3.13 £0.72 3.56 +0.97
D - dimer (mg + L") 0.45 +0. 15 0.52 +0.21 0.43 +0.13 0.58 +0.22

Dose and n refer to table 1. PT; Prothrombin time; APTT., Activated partial thromboplastin time; FIB: Fibrinogen.
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Table 6 Comparison of clinical efficacy between two groups (n,% )

Item Control (n=112) Treatment (n=118)
CR 30(26.79) 58(49.15)

CRi 18(16.07) 20(16.95)

PR 12(10.71) 10(8.48)

SD 25(22.32) 19(16.10)

PD 27(24.11) 11(9.32) *
Overall response rate (% ) 60(53.57) 88(74.58) "

Dose and n refer to table 1. CR,: Complete Response; CRi:, CR with

incomplete hematologic recovery; PR: Partial response; SD, Stable disease;

PD: Progressive disease. Compared with control group, * P <0.05.
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Figure 1  Comparison of survival curves between the two groups

A: Overall survial (OS) curve; B: Event — free survival (EFS) curve
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Table 7 Comparison of survival outcomes between groups

Parameter Control (n=112) treatment (n=118)
Median OS (' months) 21.00 34.00 "

95% CI for OS (months) 14.12 -27.86 30.02 -38.04
Median EFS ( months) 11. 00 28.00 "

95% CI for EFS ('months) 7.58 —14.35 25.14 -30.90

0S, Overall survival;
* P <0.05.

Dose and n refer to table 1. EFS, Event — free

survival; Compared with control group,

®8 24BEARKHIILE (n,% )

Table 8 Comparison of adverse drug events between two groups

(n,%)
Item Control (n=112)  treatment (n =118)
Nausea/ vomiting 4(3.57) 4(3.39)
Diarrhea 4(3.57) 5(4.24)
Neutropenia 6(5.36) 8(6.78)
Thrombocytopenia 7(6.25) 7(5.93)
Infection 6(5.36) 7(5.93)
Tumor lysis syndrome 0(0.00) 2(1.69)
Hepatic dysfunction 5(4.46) 5(4.24)
Overall incidence 32(28.57) 38(32.20)
Dose and n refer to table 1.

B 109 T Tsmen

=== Control-censored
—+— Exp-censored

Cumulative survival

0 10 20 30 40

t/ months



498

v T R 25 PR gk R

A2 M4 2026 4F2 3 (A 450 1))

it

AML E I 2 568 55 WL E IR 2 — , Hok
I R B AF IR T 2 B ,60 X LA RE A L
HHS WG ] 1 60% LA B0 i3k s 5 AR g R A5 A
7%, ok 2 AL G m s AL AL 7 O 2 e ) i 5
FHFBNEIT R o eSS s hn KA BT LA A S B
MR AR YT R, WA IS AR ARy T R AML
BERMEF AT A L AR E T RGN %
WA T RAEH E B R P RS 2, il R S5 B
PR E SR AS L AR UE BR 22T o

AW BN IR Y B 58 74, 58% , 5¢
LRIRR A 49. 15% 34 8 A T BELLIY 53. 57 % A
26.79% . RIS 08 FEK % 34.00 M H , B3
=X R 21,00 S, X F 1S AN R AR
AML 5T 5 A BELEMIGIRMME. M= T85s 1
2 A R BRI B YR YT R 0 R A I 1) B K
ERMEHEE . Hb KM IRIT RN 67.78 ¢ - L7
BERTIE .67 g - L7 X —E AU B T4 IE
AR Y T A IR A, V2 1 200 i B i P AR L B
BN I RR ) T ST A 3 T, R IR M
RS M AE R KU o PLT ML 43.92 x10” - L™
PRI 2 125,41 x 107 « L™, A R B H 1 JXURS: , 45 51
S B R IR AP L A R R R AR
BEW L R R R R . ANC [ B T
=, A BT E AR E R R T EE, B AL
PRIERGL ) S A 28, 306 T ™ J 52 400 1 1 I AR
HHAREREREAEL,

MR hiE R m M B 4k LR 2 5
(B = cell lymphoma, BCL -2 ) #& [ 4 i 1, BB &% 4 5+
PEZEA I BCL -2 S A MPTM T Thae, S
T LS 20 M A R PR P T B, s S Tt
AML 41 38 5 55235 BCL -2 8 [ LAkt 1°, 4 4%
TR A I AT XX — SRR R AR LT L BT L
JOE A A B SR A A A IR Y e B T o 1) e 25
FEAVAE FH FE BT S 1 S i R S A 0 R 1% i g o ) 35
PRI, P 52 240 1 L5 IR D RE  [R) s EL A L 2 1) 4 i
TR 2 2HE A AR S G B R AR, Bk
FE 30 A R 15 A% 7 18 i B 8 3% ek 9 41 o 32 R 1 3%
I8, NREELHES T 1 0L A0 A 0 T, DA S R A
JERCRD O A G T R G AT 25 Y
JEEEREA R 288 B R, (AR ANE A iR AL Ak TT
AR HWRESTH 320497, P45 RLAF I Rk 25

H R S AR A AR — PR SR AT 1A R,
JiLE 240 M0 191 = ARG, 2R R B M, R
W67 R0 B 1 LS5 200 6 v e , e o 1 3 1M 2 RE
MopRaE o (AR 2 4100 B2 A R B
KRR LB ARG T 22 OG22 0 3, 3
W67 I R 2 35 B 8 5 B KU . A BFSE
O [ B AR OIS, A A oy A £ 0 9T 11 DKL
WSk Bt P ) AR G 5L R A B AR T B R &5 JR)
BRYE , ARG I I 22 rp o AT VR BE AL XS B, S I
BEVTI ], SCTEAN[R] H PR 5 A8 ST 8 2 X 4k 4% we far ik
A BTN A OB 22 5, LA S Ay e i 2R 4 b
EYBINESTRCR , SCBLEARS HE R AR IR YT

{EASIRTE 2, A BIE 5T 7 06 2L 1 2 RE 45 A
(ALT (AST TBIL) ¥\ 2 %5 X B2, {H 2 2T 2 fig
S RER G ERER IS E S, X R
P o 156 21 Tl T 7 22 J& T NCI - CTCAE 5. 0 AR i
YT FORRE)  RIBE 2 R LIRS W 12
WY IR, £ i PR S5 B2k o IO B st D R Ml o 22 A
T2 23 ~ 4 G EN RO R AR SR AR T (I 41
6.78% , X HEZH 5. 36% ) , ¥ LU B O 3, HGih
JEAHSCAL T, R A T S0 AR 38 3 I ™ 75
PEUBS: o A FEAE S B AR [l B4k B 5 47 A2 — % JR
BIRAE: « [T 2 TG 50 4l O 0 436 0 ey, B 75 T 1)
FAA B FEA AR A IR, HRZEAT 70 1 815 2
oo A I I 2 rpoL Ay BE A Bl BT R 35
— Rk,

AT HEA SR G BT AL R T AN
SEALALTT HBT 2 B AML G835 RES Ik 25 18 i il %,
IR A b, S AR AT, o et A xR
BT RN R EE IR A SRk, B
AT ELA i PR N A (L, (6745 75 i PR 55 B2k v T
IV H o

S

(1] BRIy, Sk . 2 P A0 M e o ol 4 190 38 97 A F 50 30 e
[J]. JFEAEVERE ,2022,20(6) :547—550,554.

(2] MW, 607, AR, 5% . Z4F SRR B P AR L Y
Wroek g )], bR ,2024,30(3) :522—525.

[3] STUBBINS R J, FRANCIS A, KUCHENBAUER F, et al.
Management of acute myeloid leukemia: A review for general
practitioners in oncology [ J]. Curr Oncol, 2022, 29 (9):
6245—6259.

[ 4] ROMAN DIAZ JL, VAZQUEZ MARTINEZ M, KHIMANI F. New
approaches for the treatment of AML beyond the 7 + 3 regimen:
Current concepts and new approaches [ J]. Cancers, 2024, 16(3) :
677.



Chin J Clin Pharmacol

499

Vol. 42 No. 4 February 2026 ( Serial No. 450)

[5] FEEE,Z=E . BCL -2 #1157 Venetoclax J4 77 214 56 £ (4 I complete remission as a prognostic marker of favourable outcomes in
RESBF T R (0] . Im R 5 9 B 4R A, 2021, 41 (12) favourable — and intermediate — risk acute myeloid leukaemia: A
2980—2986. retrospective study [ J/OL]. J Clin Lab Anal, 2022, 36 (2):

[ 6] Ffi, &8, s . LM IR T B 860 A4 5 0 25 G AR i i €24221. 2022 - 01 - 03 [2025 - 07 - 28] . hups://
kR[], BEZ4 5L, 2021, 000(002) . P. 1—1. pubmed. ncbi. nlm. nih. gov/34979042/.

[7] ARBER D A, ORAZI A, HASSERJIAN R, et al. The 2016 [15] TS AVINE BRIOAK, 25 . s e R am i i = i 1 e s L
revision to the World Health Organization classification of myeloid IR MR IR I M e b 2R [T ], AR s e ik e = A i
neoplasms and acute leukemia [ J]. Blood, 2016, 127 (20): 2023, 33(7) :1094—1097.

2391—2405. [16] AB&, Iesmdl, MORET , 4% . BCL - 2 410050 4 28 36 e 78 MR R 58

[ 8] ZRgl%, sk%g a1 . RETHIZRSAPUR AR R HEXT 1R AGPERR R VA ST TR R R AR R SR LI ], I 7R BE 24, 2022, 62
WEESHE T T 2O [J]. SSHEREZ R, (29) :103—107.

2024,28(12) :36—41. [17]  Bedbsg, ¥k, S . EPEvk Bel -2 S0 ——4e 28 46 e 1

[9] CHEECE, OOl M, LEE S C, et al. A Phase I, first —in — ML TR R LT ], s . ERE, 2020, 29(11) 4.
human study of PRL3 - zumab in advanced, refractory solid tumors [18] YANG Y, LI J, GENG Y, et al. Azacitidine regulates DNA
and hematological malignancies [ J]. Target Oncol, 2023, 18(3) . methylation of GADD45vy in myelodysplastic syndromes [ J/OL].
391—402. J Clin Lab Anal, 2021, 35(2) : €23597. 2020 - 10 —20[ 2025 -

[10]  HPAERRAA L MR AE 7 23 LA K LR . I SVHERE R 1 07 —28 1. https://pubmed. ncbi. nlm. nih. gov/33080073/.

I ClESPE B Sk 40 i 1 1 ) vh 297 6 R (2017 4R R [19]  BERYF, XUFARE , W PR22, 45 . AR AT ye kG BT LM T 167 i 8
(V). AeIfiRa4 2%, 2017, 38(3) :177—182. RE AR E W SR A AR R R AT [T ], EBR B E A,

(1] ™92 INEE BREE . ERFE50IRT 2 &/ MR A ERER 1 1L 2024, 45(2) :178—182.

I R ()], SR R 2 2R, 2022(3) :26. [20] AR, XIPEAR, 80, 45 . BTHLIRT + Bel -2 MHIRNAT &

[12]  PABPEAE o MR 25 o LA (XU ) 240, 128, 2410, PERER M TS E etk (] REEEY,2022,7(10)
& A REAR BT L2 W S IR ST E R T (2022 SERR) [T]. 4—T.

A IR A2 AR, 2022, 43(11) ;8. [21] GANGAT N, GUGLIELMELLI P, SZUBER N, et al. Venetoclax

[13] 8, R, 2. B b yG T7 eV 1 A B 5 P4 A5 with azacitidine or decitabine in blast — phase myeloproliferative
PR AT 544 tE )], Mk FLe, 2024, 45(3) neoplasm; A multicenter series of 32 consecutive cases [ J]. Am J
264—270. Hematol, 2021, 96(7) : 781—789.

[14] WEN X, LI R, ZHANG X, et al. Early platelet elevation after (AX4miE . £ UFE HHE 2025 -09 -22)

P ESTE

A8 U R0 1 40 ] fE 5 S B A P IsE I 24 99
38 1% TF B BB R PR K 01 e v T

5| B:YANG C, et al. Chemically modified and inactivated bacteria enable intra — biofilm drug delivery and long — term
immunity against implant infections [ J/OL]. Nat Biomed Eng, 2026. 2026 —01 — 16 [2026 —02 —20]. https://
pubmed. ncbi. nlm. nih. gov/41545779/.

20 B A W A SRR h i A7 T, 1R T 259018 3 22 DA ST 2 ) R, A4 I A R IR T 1Y T2 B RS
TERE, AP —F DL T SR, BIR T S 55 A0 BT 03P A 3, PR SR A K W 7 TR R 4R A T 18
Wi X BB 221 B 1 1) A T BE A8 L A LR A TRDRM A0 T 2 S A P R b, DT S B el Ja i pHL A S Ak U
AL ) AR WD 25 DR . WD S R ZE GBI D o T 3 I R A B P B 3 S 1 22 5, AN D S ) B
MRERIH S W08 . R Z MU DI AR TR & A IR R A 20, FEAEIRYT & 8 I A BR T LRI AT i
B SR B AR B 78, BeAh, Bk R U5 T AR MR U Y | - K R RS, BRTAS 5
AW R OG B W 20 D, I 588 B SN o e FH KR 0B R A ) SR R R AT B AR N PSR B, SR R A
JTAAR L, B ARG YT B S BE S A RO BRAE WD, AR5 SR A e 07 , A 4 X PO e B A R4
T3 o T ATRBGE T T S PR N 5 AR S O AN TR, L SE B PEAL Y A W N 25 ik ik



