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• Trabectedin is a marine derived antineoplastic agent with complex mechanisms of 
action including cytotoxic, immunological and targeted effects. 

• In 2021, it was approved by the Australian Therapeutics Goods Administration (TGA) 
for the treatment of patients with unresectable or metastatic liposarcoma or 
leiomyosarcoma who received a prior anthracycline-containing regimen. 

• The TGA approval considered the pivotal open-label ET743-SAR-3007 clinical trial 
(NCT01343277), which randomised patients to trabectedin or dacarbazine 1,2 

– Statistically significant improvement in progression-free survival (median 4.2 vs 1.5 
months respectively, HR 0.55, p<0.001) 

– No statistically significant improvement in overall survival (median 13.7 vs 13.1 
months respectively, HR 0.93, p=0.49).

BACKGROUND

1 Demetri et al, JCO, 2016

2 Patel et al, Cancer, 2019 



• AIM & HYPOTHESIS

– The aim of this study was to compare the outcomes of trabectedin in a single Australian 
sarcoma specialist centre to this trial, and to document adverse events.

– We hypothesise that real world disease outcomes would be inferior to the pivotal trial because 
of patient selection 

• METHODS

– Patients who commenced trabectedin for liposarcoma or leiomyosarcoma at Chris O’Brien 
Lifehouse, Sydney, Australia between April 2019 and April 2021 were identified via a pharmacy 
report.

– A retrospective chart review was conducted to evaluate the baseline characteristics, treatment 
details, adverse events, progression free survival (PFS) and overall survival (OS). 

– Relevant comparative data for the trabectedin arm of the ET743-SAR-3007 clinical trial were 
derived from published reports.

AIM, HYPOTHESIS & METHODS



Real World

Experience 

(n=6)

ET743-SAR-3007

clinical trial

Patel et al 2019

(n=384)

Histology

Leiomyosarcoma – Uterine

Leiomyosarcoma – Non-uterine

Liposarcoma – Myxoid 

Liposarcoma – Pleomorphic

Liposarcoma – Dedifferentiated

2 (33%)

2 (33%)

2 (33%)

0

0

144 (38%)

138 (36%)

42 (11%)

11 (3%)

49 (13%)

Baseline characteristics

Gender Male

Female

2 (33%)

4 (66%)

122 (32%)

262 (68%)

Age Median (Range) 56 (43-60) 57 (18-81)

Performance status 0

1

2

0

5 (83%)

1 (17%)

184 (46%)

200 (52%)

0

Previous lines of therapy 1

2

3

4

> 4

0

0

3 (50%)

1 (17%)

2 (33%)

46 (12%)

176 (46%)

99 (26%)

39 (10%)

24 (6%)

Hepatic impairment No

Yes

4 (67%)

2 (33%)

384 (100%)

0

• 6 patients were identified to have 

received trabectedin 

• Baseline characteristics, when 

compared to the pivotal trial, 

demonstrated more myxoid 

liposarcoma but less non-myxoid 

liposarcoma, worse performance 

status, more previous lines of 

therapy, and more baseline hepatic 

impairment. 

RESULTS



• Treatment details, when compared to the 
pivotal trial, demonstrated more baseline dose 
modifications (because of hepatic impairment), 
and less chemotherapy cycles received. 

• Disease outcomes, when compared to the 
pivotal trial, demonstrated shorter PFS, and 
one-third of patients dying within 60 days of 
commencing trabectedin. 

• There were 4 grade 3/4 haematological 
toxicities and 1 grade 3/4 non-haematological 
toxicity. 1 patient developed asymptomatic 
decrease of left ventricular ejection fraction and 
1 patient died of sepsis.

RESULTS

Real World

Experience 

(n=6)

ET743-SAR-3007

clinical trial

Patel et al 2019

(n=384)

Treatment details

Baseline dose 

modification

No

Yes

Unknown

4 (67%)

2 (33%)

340 (89%)

5 (0.01%)

39 (10%)

Chemotherapy cycles 

received

Median

< 6

≥ 6

2.5

67%

33%

4

56%

42%

Disease outcomes

Progression free 

survival (months)

Median

3-month rate

1.25

33%

4.2

56%

Death within 60 days of

1st dose of study drug

33% 7%



• We describe a real world experience of 6 patients treated with trabectedin for 
metastatic liposarcoma and leiomyosarcoma.

• Compared to the pivotal trial, our patients received less cycles of chemotherapy, 
were more likely to die within 60 days of commencing treatment, and had much 
shorter PFS and OS. 

• Worse outcomes could be explained by differences in baseline characteristics with 
our patients more extensively pretreated, having worse performance status, and 
worse organ function. 

• Careful assessment of baseline characteristics is important when counselling 
patients about the anticipated benefits and harms of trabectedin therapy.

CONCLUSION
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