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General treatment paradigm in Metastatic STS 

• Anthracycline (Ifosfamide) 1st line 

• Gemcitabine-Docetaxel 

• Pazopanib 

• Trabectedin 

• Dacarbazine 

2nd line 

• Off labels 

• Clinical Trials 

Post 2nd 
line 



Summary of ASCO 2015 

STS 

Untreated 

Doxorubicin 

vs 

GEMCITABINE 
DOCETAXEL 

Doxorubicin 

vs 

Doxorubicin + 
OLARATUMAB 

Previously Treated 

ERIBULIN  

vs 

Dacarbazine 

TRABECTEDIN 

Vs 
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GeDDiS 

Presented By Beatrice Seddon at 2015 ASCO Annual Meeting 



Background 

Presented By Beatrice Seddon at 2015 ASCO Annual Meeting 



GeDDiS trial Endpoints 

Presented By Beatrice Seddon at 2015 ASCO Annual Meeting 



Patient inclusion criteria 

Presented By Beatrice Seddon at 2015 ASCO Annual Meeting 



Dose selection 

Presented By Beatrice Seddon at 2015 ASCO Annual Meeting 



Trial Design 

Presented By Beatrice Seddon at 2015 ASCO Annual Meeting 

Total 257 randomized 



Patient characteristics 

Presented By Beatrice Seddon at 2015 ASCO Annual Meeting 



Compliance to trial treatment 

Presented By Beatrice Seddon at 2015 ASCO Annual Meeting 



Compliance to trial treatment 

Presented By Beatrice Seddon at 2015 ASCO Annual Meeting 



Progression-free survival 

Presented By Beatrice Seddon at 2015 ASCO Annual Meeting 



Overall survival 

Presented By Beatrice Seddon at 2015 ASCO Annual Meeting 



Conclusions 

Presented By Beatrice Seddon at 2015 ASCO Annual Meeting 



A Randomized Phase 1b/2 Study <br />Evaluating the Safety and Efficacy of Olaratumab <br />(IMC-3G3), a Human Anti–platelet-derived Growth Factor α (PDGFRα) Monoclonal 

Antibody, with or without Doxorubicin (Dox), in Advanced Soft Tissue Sarcoma (STS) 

Presented By William Tap at 2015 ASCO Annual Meeting 



PDGFRα Implicated Role in Cancer 

Presented By William Tap at 2015 ASCO Annual Meeting 



Olaratumab 

Presented By William Tap at 2015 ASCO Annual Meeting 



Open-label, Multicenter, Phase 1b/2 Trial 

Presented By William Tap at 2015 ASCO Annual Meeting 



Statistical Assumptions (Phase 2) 

Presented By William Tap at 2015 ASCO Annual Meeting 



Safety Overview (Phase 2) 

Presented By William Tap at 2015 ASCO Annual Meeting 



Cardiac Adverse Events and Changes in Function (Phase 2) 

Presented By William Tap at 2015 ASCO Annual Meeting 



Overall Tumor Response (ITT) (Phase 2) 

Presented By William Tap at 2015 ASCO Annual Meeting 



Progression-Free Survival (ITT) (Phase 2) 

Presented By William Tap at 2015 ASCO Annual Meeting 



Overall Survival (ITT) (Phase 2) 

Presented By William Tap at 2015 ASCO Annual Meeting 



Subsequent Treatments  

Presented By William Tap at 2015 ASCO Annual Meeting 



Conclusions 

Presented By William Tap at 2015 ASCO Annual Meeting 



Randomized, open-label, multicenter, <br />phase 3 study of eribulin versus dacarbazine in patients (pts) with leiomyosarcoma (LMS) and adipocytic sarcoma (ADI) 

Presented By Patrick Schoffski at 2015 ASCO Annual Meeting 



Eribulin: a novel microtubule dynamics inhibitor 

Presented By Patrick Schoffski at 2015 ASCO Annual Meeting 



Study design and objectives 

Presented By Patrick Schoffski at 2015 ASCO Annual Meeting 



Primary endpoint: OS 

Presented By Patrick Schoffski at 2015 ASCO Annual Meeting 



Preplanned OS subgroups analysis 

Presented By Patrick Schoffski at 2015 ASCO Annual Meeting 



Secondary endpoint: PFS 

Presented By Patrick Schoffski at 2015 ASCO Annual Meeting 



Additional efficacy endpoints 

Presented By Patrick Schoffski at 2015 ASCO Annual Meeting 



Summary of AEs, based on CTCAE v4.021  

Presented By Patrick Schoffski at 2015 ASCO Annual Meeting 



Most common post-study therapies 

Presented By Patrick Schoffski at 2015 ASCO Annual Meeting 



Summary and conclusions 

Presented By Patrick Schoffski at 2015 ASCO Annual Meeting 



A Randomized Phase 3 Study of Trabectedin or Dacarbazine <br />for the Treatment of Patients With Advanced Liposarcoma (LPS) or Leiomyosarcoma (LMS) 

Presented By George Demetri at 2015 ASCO Annual Meeting 



Background 

Presented By George Demetri at 2015 ASCO Annual Meeting 



Historical Overview of Trabectedin<br />Clinical Trial Experience 

Presented By George Demetri at 2015 ASCO Annual Meeting 



Randomized Phase 3 Study of Trabectedin vs Dacarbazine (ET743-SAR-3007): Study Design and Status at Interim Analysis 

Presented By George Demetri at 2015 ASCO Annual Meeting 

N=452 



Interim Analysis of Overall Survival  

Presented By George Demetri at 2015 ASCO Annual Meeting 



Final Analysis of PFS <br />(Investigator Assessed) 

Presented By George Demetri at 2015 ASCO Annual Meeting 



Post-Protocol Anticancer Therapies 

Presented By George Demetri at 2015 ASCO Annual Meeting 



Conclusions 

Presented By George Demetri at 2015 ASCO Annual Meeting 



My take: 

1. Treatment naïve setting 

• Doxorubicin remains my 1st line 

• Olaratumab interesting but phase III studies needed 

 

 

2. Pre-treated setting 

• Eribulin: survival benefit interesting but questions 
remain 

• Trabetedin: Phase III evidence to show PFS benefit 
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GeDDiS trial objectives 

Presented By Beatrice Seddon at 2015 ASCO Annual Meeting 



Summary  

Presented By Beatrice Seddon at 2015 ASCO Annual Meeting 



Open-label, Multicenter, Phase 1b/2 Trial 

Presented By William Tap at 2015 ASCO Annual Meeting 



Summary: Improved PFS and Duration of Disease Control Observed With Trabectedin 

Presented By George Demetri at 2015 ASCO Annual Meeting 


