
Small Cell Lung Cancer 
(SCLC) – Lurbinectedin

Low Value Regimen Rationale

	• Lurbinectedin received accelerated approval in 2020 for adult patients 
with metastatic SCLC with disease progression on or after platinum-based 
chemotherapy. The FDA approval was based on the results of a single arm phase 
II trial, using 2 surrogate endpoints : Overall Response Rate and Duration of 
Response.

	• A randomized phase 3 trial- ATLANTIS – comparing lurbinectedin +doxorubicin vs 
Standard of Care chemotherapy failed to show an Overall Survival advantage.

	• Although the dose of lurbinectedin in the ATLANTIS trial was less than the 
approved dose of 3.2mg/m2 and it was used in combination with doxorubicin, OS 
was similar in the B-005 basket trial utilizing lurbinectedin 3.2mg/m2. In addition, 
patients with CNS disease and cardiac comorbidities were excluded from 
lurbinectedin trials.

	• In addition, lurbinectedin comes at the risk of financial toxicity at nearly 70-fold 
greater cost of $42,800 dosed at 3.2mg/m2 every 3 weeks compared to topotecan 
at $620 for 90 days of treatment.

	• More data is required to determine the true benefit for patients treated with 
lurbinectedin.

RECOMMENDED ALTERNATIVES  
	• For platinum-resistant relapse: Topotecan, Irinotecan, CAV regimen, and others.

	• For platinum-sensitive relapse: Re-treatment with a platinum-based regimen.
affordable utilization. 



Data Summary

Topotecan 
Cyclophosphamide, 

Doxorubicin, and 
Vincristine (CAV)

Lurbinectedin 
And Doxorubicin	

Lurbinectedin
Lurbinectedin

Trial ATLANTIS ATLANTIS Study B-005

N 306 307 105

Median Age 63 63 60

Median OS, months 7.6 8.6 9.3

Median PFS, months 4 4 3.5

ORR % 29.7 31.6 30

Median DOR 3.8 5.7 5.1

Dose
Topotecan 1.5mg/

m2 days 1 to 5 
every 3 weeks

Cyclophosphamide 
1000mg/m2, 

Doxorubicin 45mg/m2, 
and vincristine 2mg 
day 1 every 3 weeks

Doxorubicin 40mg/
m2 on day 1 followed 

by lurbinectedin 2mg/
m2 on day 1 every 3 

weeks

Lurbinectedin 
3.2 mg/m2 day 1 
every 3 weeks

Quarterly cost $277 $1,415 $29,340 $46,828

Grade ≥ 3 AEs (%)
Anemia  

Neutropenia  
Thrombocytopenia

 
31.1
69.2
31.1
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37

13.9

 
9

46
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PATIENT SELECTION  
	• CNS Disease

	• Patients with CNS disease were excluded from lurbinectedin Study B-005

	• Patients with symptomatic or progressing or steroid requiring CNS involvement 
disease were excluded from ATLANTIS

	• Patients with cardiac comorbidities were excluded from lurbinectedin trials

	• Chemotherapy Treatment Free Interval (CTFI)

	• IRC assessed ORR was 13% in patients with CTFI<90 days in Study B-005

	• ORR was 20.2% (experimental) vs 18.8% (SOC) in patients with CTFI<90 days in 
ATLANTIS

	• NCCN Guidelines recommend rechallenge with original/similar platinum-based 
regimen for disease free interval >6 months and consideration for 3-6 months
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