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Background:

Acute myeloid leukemia (AML) is a highly aggressive hematologic malignancy with a poor prognosis. The
‘3+7’ regimen, combining anthracyclines with cytarabine, remains the standard treatment for newly diagnosed
(ND) AML. However, ongoing clinical research is exploring to combine the third drugs with ‘3+7’ regimen to
further enhance effectiveness. For patients with relapsed or refractory (R/R) AML, there is currently no
established standard treatment. Mitoxantrone hydrochloride liposome (PLM60) is a novel nano-drug that has
promising pharmacokinetic properties and prolonged survival in animal studies compared to conventional
mitoxantrone. Several studies have validated the anti-tumor effects of PLM60 in AML. This article provides an
update on the latest data in the real-world application of PLM60 for AML.

Aims:

To comprehend the practical application of PLM60 and evaluate its safety and effectiveness in AML clinical
practice.

Methods:

This was a multi-center, non-interventional and ambispective cohort real-world study (ChiCTR2200067172).
Adult patients with confirmed ND AML and R/R AML according to the 2016 WHO criteria except acute
promyelocytic leukemia (APL) were enrolled. For the retrospective cohort, treatment with at least one cycle of
PLM60 regimen was required. The primary endpoint was composite complete remission rate (CRc), and the
secondary endpoints were overall remission rate (ORR), relapse-free survival (RFS), overall survival (OS) and
safety.

Results:

As of 21 February, 2024, we analyzed 239 eligible AML patients (median age was 47 years,51.5% for male) who
received PLM60 regimen between January 2022 and November 2023. There were 211 (92.5%) patients of de
novo AML and 17 (7.1%) patients of secondary AML. Cytogenetic and molecular examination results were
available in 79.1% patients, in which FLT3 was the most commonly mutated gene of 12.1%. The median dose of
PLM60 was 19.0 (range 5.9-33.8) mg/m2.

Among 117 ND patients, the overall CRc rate was 84.6% (99/117) and ORR was 91.5% (107/117), while the CRc
rate and ORR after induction therapy was 75.6% (34/45) and 88.9%(40/45), respectively.. Among 122 R/R pts,
the overall CRc rate was 45.1% (55/122), ORR was 55.7% (68/122), while CRc rate and ORR after induction
therapy was 41.6% (42/101) and 54.5% (55/101), respectively. MA (PLM60+cytarabine) regimen was the most
common regimen of induction therapy, with a CRc rate of 86.7% (26/30) and ORR of 93.3% (28/30) in ND
patients, while a CRc rate of 54.5% (18/33) and ORR of 63.6% (21/33) in R/R patients. Other promising

induced regimens including FL/CLAG-M (fludarabine/cladribine+ MA+G-CSF) in R/R patients (CRc/ORR 62.5%
(5/8)) and MAV (MA+venetoclax) in both ND (CRc/ORR 100%(5/5)) and R/R (CRc 62.5%(5/8), ORR 75%(6/8))
patients. Other efficacy indicators such as RFS and OS will be reported after a long-term follow-up.

The hematological grade 3/4 TRAEs including thrombocytopenia (64.4%), leukopenia (63.6%), neutropenia
(60.7%) and anemia (48.5%). The most common non-hematological grade 3/4 TRAEs were pulmonary
infection (5.9%). The overall safety was acceptable and manageable.



Summary/Conclusion:

The PLM60 regimen had an encouraging efficacy and showed a manageable safety profile in AML patients.
More effective regimens are worthy of further exploration and verification.
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