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ADJUSTMENTS

Quality of life

Serious and disabling adverse effects

e More serious and disabling adverse events
observed

Other adjustments

Trabectedin

FINAL SCORE

CURATIVE

Overall Survival / Disease-Free Survival / Pathological Complete Response

NON-CURATIVE

Overall Survival

Progression-Free Survival
Non-inferiority (Improved Quality of Life or Reduced Adverse Events) / Response Rate

Overall Response Rate / Duration of Response

Overall Survival / Disease-Free Survival / Pathological Complete Response

INFORMATION

Tumour type: Sarcoma

Therapeutic Indication: Treatment for patients with advanced soft-issue sarcoma,
after failure of anthracyclines and ifosfamide, or who are unsuited to receive these
agents. Efficacy data are based mainly on liposarcoma and leiomyosarcoma patients
Experimental Arm: Trabectedin

Control Arm: Dacarbazine
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