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Lurbinectedin’s & Tarlatamab’s Joint Clinical Assessment Reports 

Comments by Cancer Patients Europe & the European Access Academy 

 
On July 8th, 2026, two further Joint Clinical Assessment (JCA) were published by the European 

Commission (EC), both drugs for small-cell lung cancer indications. 

The first JCA was on Lurbinectedin (ZEPZELCA®), which, in combination with atezolizumab, is indicated 

for the maintenance treatment of adult patients with extensive-stage small cell lung cancer (ES-SCLC) 

whose disease has not progressed after first-line induction therapy with atezolizumab, carboplatin and 

etoposide. The procedure was initiated on June 19th, 2025, the JCA report was endorsed by the 

Member State Coordination Group on HTA on June 22nd, 2026, and the procedural review by the 

European Commission was concluded on July 1st, 2026.1 The assessor was Germany’s Institute for 

Quality and Efficiency in Health Care (IQWiG) and the co-assessor was the National Authority of 

Medicines and Health Products, Portugal (INFARMED). 

The second JCA was on Tarlatamab (IMDYLLTRA®), which is indicated as monotherapy for the treatment 

of adult patients with extensive-stage small cell lung cancer (ES-SCLC), who require systemic therapy 

following disease progression on or after first-line treatment with platinum-based chemotherapy. The 

procedure was initiated on July 17th, 2025, the JCA report was endorsed by the Member State 

Coordination Group on HTA on June 22nd, 2026, and the procedural review by the European 

Commission was concluded on July 1st, 2026.2 The assessor was again IQWiG and the co-assessor was 

the National Centre for Public Health and Pharmacy, Hungary. 

From the CPE & EAA Perspective, a number of points should be noted: 

 

Lurbinectedin: 

According to the HTD the Value Proposition of Lurbinectedin in ES-SCLC is based on a significant and 

clinically meaningful median OS gain of 2.6 months (13.2 vs 10.6 months) and an IRF-assessed PFS gain 

of 3.2 months (5.36 vs 2.14 months). While the EPAR, the Lancet publication, and the HTD dossier are 

based on the data cut-off July 29th, 2024, the JCA is leveraging the data cut-off Feb 12th, 2025. Results 

across the two data cuts are rather consistent. However, in the later data cut the OS gain is not 

significant, increasing the risk of a type 2 error (type 1, resp.) in the later (earlier, respectively) data cut. 

The assessors comment that formal hypothesis testing is not conducted on the later data cut and are 

introducing ‘Hypothesis testing columns’ in the respective tables.  

 

 

 
1 https://health.ec.europa.eu/publications/joint-clinical-assessment-report-lurbinectedin-zepzelca_en 
2 https://health.ec.europa.eu/publications/joint-clinical-assessment-report-tarlatamab-imdylltra_en 
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Tarlatamab: 

The HTD is claiming superiority vs the respective comparator on OS, PROs, and safety. The EPAR 

suggests a positive benefit/ risk ratio but inclusion of education on cytokine release syndrome and 

immune effector cell-associated neurotoxicity syndrome is required in the risk management plan. With 

regard to scoping the real world relevance of 7 PICOs in such last line treatment situation should be 

revisited. Further, it is challenging to single out individual comparators from a multi-comparator trial 

into different PICOs (and request hypothesis testing). While populations A & B follow the ESMO 

guideline, the rationale for populations C & D (i.e., the 6 months cut-off) is unclear. The overlap across 

the various populations is challenging. The comprehensive data set including direct and indirect 

comparisons submitted by the HTD is included in the JCA and the ITCs are largely reported. The 

reported data show a consistent and strong advantage across the various PICO schemes and outcome 

domains, including a positive OS in 5, morbidity in 2, positive PRO in 3 and positive safety outcomes in 

3 out of the 7 PICOs. The assessors comment on a lack of information on subsequent therapies resulting 

in uncertainty. However, considering the very limited life-expectancy and the lack of therapies in this 

advanced condition, the clinical relevance of this recommendation is questionable.  

 

Both JCA reports: 

Only one, or two, respectively, carers and one, or two, respectively, clinical experts were involved in 

the Lurbinectedin and Tarlatamab procedures, and the documentation does not include any records 

on how or even if their input was considered. Thus, expert involvement, which is one of the most critical 

factors for a successful implementation of the EU HTA regulation, was extremely limited. 

 

 

 

Cancer Patients Europe (CPE) & the European Access Academy (EAA) Faculty 
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