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Abstract Objective: The targeted drug BCL-2 inhibitor Venetoclax(VEN) has been approved for marketing
at the end of 2020 in China, and its combination with hypomethylating drugs(HMAs) has become the standard
treatment of acute myeloid leukemia(AML) who were 60 years of age or older, especially those ineligible for in-
tensive chemotherapy. However., real-world data is limited on the patient population, treatment regimens, and
the efficacy and safety of VEN for AML patients. We conducted a single-center, retrospective study on the appli-
cation of VEN for AML patients. Methods: Clinical data of 52 AML patients who received VEN treatment for the
first time from September 2019 to December 2021 were retrospectively analyzed. Results: (DVEN patient popula-
tion: current AML guidelines recommend that VEN be used in those who are 60 years of age or older, and the dis-
case state is newly diagnosed. In this study, 67. 3% of the patients were younger than this age limit, and 38. 5%
of the patients were previously treated. @ VEN treatment regimen: VEN combined with HMAs is the recommen-
ded regimen in AML guidelines. In this study, most of the treatment-naive patients(78. 1% ) received this combi-
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nation, and the majority of them received VEN combined with azacitidine(64.0%). In previously treated AML
patients, more than half(55. 0%) treated with VEN combined with cytotoxic drugs. 40.4% of the patients had a
higher VEN initial dose than the recommended dose of 100 mg, 30.8% of the patients had a lower stable VEN
dose than the recommended dose of 400 mg; Of the patients who concurrently received azole antifungal drugs,
56.5% received VEN dose modification, whereas the degree of reduction did not meet standard requirements, and
43.5% of the patients did not receive VEN dose modification. @ The efficacy and safety: In the treatment-naive
patients, VEN combined with azacitidine or decitabine both achieved favorable CR/CRi rates(75. 0% and 77.8% ,
respectively, P=>0.999)., which was consistent with the long-term follow-up results reported in the VEN pivotal
registry study(M14-358 study) (71. 0% and 74. 0% , respectively); The overall incidence of grade =3 hematologi-
cal adverse events(96. 6% ) in patients who received VEN combined with HMAs was significantly higher in this
study than that in the M14-358 study. The incidence of grade =3 thrombocytopenia and febrile neutropenia was
lower in the azacitidine-combined group than that in the decitabine-combined group(70. 0% vs 100.0%; 70.0% vs
100. 0%). The incidence of non-hematologic adverse events in the total cohort was 44. 2% , were all grade 1-2 and
no tumor lysis syndrome was observed. Conclusion: In the real-world setting, VEN has been applied to young or
previously treated AML patients, who are currently not covered by clinical guidelines. Most of the treatment-naive
patients receive the guideline-recommended VEN and HMAs combination regimen, and mainly combined with aza-
citidine. Treatment-naive patients who received VEN combined with azacitidine or decitabine could both achieve
favorable clinical response, similar to the results in the VEN pivotal registry study, but serious hematological ad-
verse events are more common.
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