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[Abstract] Background and purpose: Patient with metastatic soft tissue sarcoma has a poor prognosis with
median survival time of less than 1 year. Doxorubicin combined with ifosfamide (IFO) (Al regimen) is frequently used
in the first-line treatment for patients with metastatic soft tissue sarcoma. Pegylated liposomal doxorubicin (PLD) is
the liposomal formulation of doxorubicin and has exhibited less toxicity. Therefore our study was aimed to evaluate
the efficacy and safety of PLD combined with IFO as the first-line treatment for patients with advanced or metastatic
soft tissue sarcoma (STS). Methods: A total of 25 chemotherapy-naive patients with advanced or metastatic STS
were enrolled in this study between November 2013 and December 2015. All patients received treatment of PLD
30 mg/m’, d1, plus IFO 1.8 g/m’, d1-5, repeatedly every 21 days. Results: All patients received 1-8 cycles of treatment,
at a median of 4 cycles. Among 25 patients, partial response was observed in 9 patients (36%), stable disease (SD)
was observed in 12 patients (48%) and progressive disease (PD) in 4 patients (16%). The disease control rate (DCR,
CR+PR+SD) was 84%. The median progression-free survival (PFS) was 7.3 months (95%CI, 4.6 to 10.0 months). The
grade 3/4 toxicities included leukopenia (20%), neutropenia (28%), anemia (4%) and vomiting (4%). Conclusion:
Combination therapy comprising PLD and IFO was effective and well tolerated as first-line treatment for patients with
advanced or metastatic STS, which warrants further research.
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Tab.1 Baseline characteristics of patients

[n(%) ]

Clinical characteristic Case (N=25)
Age/year
<50 14(56)
=50 11(44)
Gender
Male 13(52)
Female 12(48)
Pathological pattern
Undifferentiated sarcoma 9(36)
Synovial sarcoma 8(32)
Liposarcoma 2(8)
Leiomyosarcoma 1(4)
Epithelioides sarcoma 1(4)
Desmoplastic small round cell tumor 1(4)
Malignant perithelioid cell tumor 1(4)
Malignant peripheral nerve sheath tumor 1(4)
Fibromyxosarcoma 1(4)
Primary site
Limbs and torso 16(64)
Body cavity 9(36)
Metastatic sites
Distant metastasis 22(88)
Lung metastasis 13(52)
Liver metastasis 3(12)
Bone metastasis 5(20)
Lymphonode metastasis 6(24)
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Tab. 2 Clinical efficacy
[n(%) ]

Efficacy Case (N=25)
Complete response 0(0)
Partial response 9(36)
Stable disease 12(48)
Progressive disease 4(16)
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Fig.1 The median PFS of the patients

22 ARREM

AW 5T T PLDEE S IFOVA YT M W %5 R 1k 4k
RIS B AT A2, TCIR 7 A CHEAE T
KMo 34K RN AL AR AR T B (5/25,
20%) . BRI TR FE(7/25, 28%). FXIM(1/25,
4%)FINKIE(1/25, 4%), A HBREE L, 172



690 MR, 5 RITENERERSRUE2RE RSB SSRFEB I RARNE

P RO ALSE ML/ R Sl AR R
Ko PERBER . FRLGEIE. 201, i
BL. Sk, ODEVRE S DR R
A (4%), 1HEERAT2H(8%), 1905
OBl E201(8%) . P A 3 o A 1R AR
Jrd T L, R AgoR i PR, B A
BER B R F I ILES,

®3 TREAE

Tab.3 Adverse events

[n(%) ]

Adverse events Case (N=25)

Grade 1/2 adverse events
Leukopenia 14(56)
Neutropenia 10(40)
Anemia 6(24)
Thrombocytopenia 3(12)
Nausea 2(8)
Vomiting 5(20)
Constipation 3(12)
Stomatitis 2(8)
Hand-and-foot syndrome 2(8)
Fatigue 3(12)
Allergic reaction 1(4)
Alopecia 16(64)
Dizziness 1(4)
Arrhythmia 5(20)

Grade 3/4 adverse events
Leukopenia 5(20)
Neutropenia 7(28)
Anemia 1(4)
Vomiting 1(4)
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