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Figure 3. ROSETTA Lung-01 trial locations12

Additional information

■ Although incorporating immunotherapy into the frontline setting has improved outcomes, there is still an urgent need for efficacious treatments 
that can further extend the DOR and improve survival in ES-SCLC1–4

■ Pumitamig (BNT327/BMS986545) is an investigational anti–PD-L1 × VEGF-A bispecific antibody that has shown encouraging early efficacy
and acceptable safety in thoracic malignancies, including SCLC5–8 and NSCLC8–10

■ Two phase 2 studies of pumitamig + chemotherapy in patients with 1L ES-SCLC have reported confirmed ORR of ≈85% and median PFS of 
≈6.8 months with a manageable safety profile in Chinese and global populations7,11

■ To date, more than 2000 patients have been treated with pumitamig across different indications, including lung cancer (Table 1)
■ Pumitamig is designed to target both PD-L1 and VEGF-A in the tumor and TME (Figure 1)

■ Binding to PD-L1 on tumor cells aims to restore effector T-cell function and localize VEGF-A neutralization within the TME. Neutralizing local 
VEGF can normalize tumor vasculature and reverse VEGF-induced immune suppression
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Countries with 
active sites

As of February 13, 2026:
138 sites active.
■ Countries with active sites: Australia, China, 

Germany, Japan, Poland, South Korea, Spain, 
Türkiye, United Kingdom, United States.

For additional information please visit:
https://clinicaltrials.gov/study/NCT06712355 and
https://clinicaltrials.biontech.com/trials/BNT327-03
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Figure 1. Proposed mechanism of action of pumitamig, an anti–PD-L1 × VEGF-A bispecific antibody

Objective
■ This phase 3 trial will assess the safety and efficacy of pumitamig plus chemotherapy vs atezolizumab plus chemotherapy in previously 

untreated patients with ES-SCLC

Trial design
■ Global, randomized, double-blind, phase 3 trial, recruiting patients with 1L ES-SCLC (Figures 2 and 3)
■ Stratification includes presence of brain or liver metastasis per investigator assessment, smoking status, and geography
■ Enrollment for stage 1 (dose optimization) has been completed. At stage 2, patients will be randomized 1:1 to the selected arm 

(pumitamig-plus-chemotherapy or atezolizumab-plus-chemotherapy). Treatment in each arm is followed by maintenance therapy

Key eligibility criteria
• Histologically or cytologically confirmed ES-SCLC
• No previous systemic therapy for ES-SCLC
• ≥1 measurable lesion per RECIST v1.1
• ECOG PS 0−1
• Adequate hematologic and organ function

Primary endpoint
• OS
Secondary endpoints
• PFS, ORR, DOR, QOL
• Safety, incl. TEAEs  and dose delays, interruptions, 

and discontinuations due to TEAE (NCI-CTCAE v5.0)

NCT06712355 (ROSETTA Lung-01; BNT-327-03)

Pumitamig 1500 mg IV Q3W + etoposide 100 mg/m2 IV on 
days 1–3 + carboplatin AUC 5 with a total dose of ≤750 mg on 
day 1, Q3W for four cycles
Followed by pumitamig 1500 mg IV Q3W maintenance

Stage 2 (N ≈ 576)

Atezolizumab 1200 mg IV on day 1 Q3W + carboplatin AUC 5 
with a total dose of ≤750 mg on day 1 + etoposide 100 mg/m2 IV 
on days 1–3, Q3W for four cycles
Followed by atezolizumab 1200 mg IV on day 1 Q3W 
maintenance
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For more information on pumitamig, please find the following posters on NSCLC and SCLC also presented at ELCC 2026

Four other pumitamig posters are available to view at ELCC
(21P, 69P, 426P, 149TiP).

For more details, please see the table with additional information.

Table 1. Ongoing global pumitamig trials in patients with lung cancer

*Partnered with Duality Bio.

Line Combination regimen Comparator Phase NCT ID/Study name

SCLC 1L and 2L Pumitamig + carboplatin/etoposide (1L), 
paclitaxel, or topotecan (2L/3L)

NA 2 NCT06449209

1L Pumitamig + carboplatin/etoposide Atezolizumab + 
carboplatin/etoposide

3 NCT06712355

1L and 2L Pumitamig + B7H3 ADC BNT324/ 
DB-1311*

NA 1/2 NCT06892548

NSCLC 1L Pumitamig + carboplatin/pemetrexed 
(NSQ) or carboplatin/paclitaxel (SQ)

Pembrolizumab + 
carboplatin/pemetrexed (NSQ) 
or + carboplatin/paclitaxel (SQ)

2/3 NCT06712316

Consolidation 
therapy

Pumitamig Durvalumab 3 NCT07361497

1L in PD-L1 
≥50%

Pumitamig Pembrolizumab 3 NCT07361510

2L Pumitamig + docetaxel NA 2 NCT06841055

2L + 
(±AGA)

Pumitamig + TROP2 ADC BNT325/
DB-1305*

NA 1/2a NCT05438329

1L and 2L 
(±AGA)

Pumitamig + B7H3 ADC BNT324/ 
DB-1311*

NA 1/2 NCT06892548


