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LUNG-82 B Although the introduction of immune checkpoint inhibition for the treatment of 1L NSCLC has improved survival, long-term outcomes remain B This phase 3 trial will assess the safety and efficacy of pumitamig plus chemotherapy vs pembrolizumab plus chemotherapy in previously
suboptimal, highlighting the need for more efficacious treatments’ untreated patients with advanced NSCLC (in NSQ and SQ substudies)
RO S ETTA L un g _0 2 . A G IO b al B Pumitamig (BNT327/BMS986545) is an investigational anti-PD-L1 x VEGF-A bispecific antibody that has shown encouraging early efficacy
. and acceptable safety in patients with thoracic malignancies, including those with SCLC2-5 and NSCLC57 Trial design
P h ase I III I I Ra n d o m ized m In advanced NSQ NSCLC with PD-L1 21%, pumitamig monotherapy showed a uUORR of 47.1% and a DCR of 100%; mPFS was 13.6 months® | | - | | | | | |
5 ) m Similarly, in advanced SQ NSCLC, pumitamig monotherapy showed a UORR of 61.5% and a DCR of 92.3%; PFS was immature at the time B Global, randomized, open-label, phase 2/3 trial recruiting patients with previously untreated NSQ NSCLC without actionable EGFR mutations or
_ _ _ of analysis® ALK rearrangements (substudy A) and SQ NSCLC (substudy B) (Figures 2 and 3)
O pe n -La be I Trl al Of P um Itam Ig y B To date, more than 2000 patients have been treated with pumitamig across different indications, including lung cancer (Table 1) B Each substudy consists of a phase 2 and a phase 3 part. Phase 2 has been fully enrolled
_ o B Pumitamig is designed to target both PD-L1 and VEGF-A in the tumor and TME (Figure 1) B I|n the ongoing phase 3 part, ~1220 patients will be randomized 1:1 to receive the treatment regimens summarized in Figure 2
a P D -L1 X VE G F - A B 1S pec I f I1C m Binding to PD-L1 on tumor cells aims to restore effector T-cell function and to localize VEGF-A neutralization within the TME. Neutralizing B Patients will be stratified by tumor PD-L1 expression status (<1% vs 1%-49% vs 250%), brain metastasis (presence vs absence), and
local VEGF can normalize tumor vasculature and reverse VEGF-induced immune suppression geography (East Asia vs other regions). In the ongoing phase 3 part, treatment will continue until disease progression, intolerable toxicity,

withdrawal, trial termination, or up to a maximum of 2 years, whichever comes first

Antibody, in Combination With
Chemotherapy in Patients With
First-Line Non-Small Cell PD-U1 checkpoint ' s

Figure 1. Proposed mechanism of action of pumitamig, an anti—-PD-L1 x VEGF-A bispecific antibody Figure 2. Trial design

NCT06712316 (ROSETTA Lung-02; BNT327-06)

blockade & TS P Key eligibility criteria
_ _ : “.‘, VEGF-A neutralization  Histologically or cytologically confirmed Pumitamig 1500 mg (1200 mg if <50 kg) + carboplatin AUC 5 + pemetrexed
Reverses immunosuppression ks o2
u n g a n ce r mmunosupp 20 Y X stage IIIB/IIIC or IV NSCLC 500 mg/m? for 4 cycles Q3W, followed by 1500 mg (1200 mg if <50 kg)
v Vascular normalization * No previous systemic therapy for NSCLC pumitamig + pemetrexed 500 mg/m? maintenance
* 21 measurable lesion per RECIST v1.1 Substudy A
1 I 2 K i1 4 + Hypoxia « ECOG PS 0-1 NSQ NSCLC
SOla nge PeterS, YOUHJOO I—ee, MUStafa Erman; Stephen V Llua R Y « PD-L1 all-comers ( ) Pembrolizumab 200 mg + carboplatin AUC 5 + pemetrexed 500 mg/m? for
Ben Solomon,® Terufumi Kato,® Shun Lu,” Sanjay Popat,® llhan Celik,° , oo Immune cell infiltration and activation Stratification factors in phase 3 4 cycles Q3W, followed by pembrolizumab 200 mg + pemetrexed
—_— 2 e o o o o 500 mg/m# maintenance
. ; : 2 2 1h 4 * Any PD-L1 status (<1% vs 1%—49% vs =250%
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Pumitamig 1500 mg (1200 mg if <50 kg) + carboplatin AUC 5 or 6 + paclitaxel
175 or 200 mg/m? for 4 cycles Q3W, followed by 1500 mg (1200 mg if <50 kg)

Ugur Sahin,® Ozlem Tireci,® Byoung Chul Cho™3 ~ PD-1

Phase 3 primary endpoint

pumitamig maintenance

W R | f | - PFS assessed by BICR
'Centre Hospitalier Universitaire Vaudois Lausanne (CHUV), Lausanne, Switzerland; *National Cancer An TR | VEGF-A Phase 3 key secondary endpoint (Sstgo:t;g{ g)
Center, Goyang, Republic of Korea; 3Hacettepe University Cancer Institute, Ankara, Tirkiye; ) ¢ ) P ; + 0S

“Lombardi Comprehensive Cancer Center, Georgetown University, Washington, DC, USA; F&48 pumitamig ) Phase 3 secondary endpoints Pembrolizumab 200 mg + carboplatin AUC 5 or 6 + paclitaxel 175 or 200 mg/m?2
°Sir Peter MacCallum Department of Oncology, University of Melbourne, Melbourne, VIC, Australia; . o~ VEGF-Adimer ° E;itilmégslflgator assessed), ORR, OS, for 4 cycles Q3W, followed by pembrolizumab 200 mg maintenance
{ 4 " . ,

6Tokyo Metropolitan Komagome Hospital, Tokyo, Japan; “Shanghai Lung Cancer Center, Shanghai .
Chest Hospital, Shanghai Jiao Tong University, Shanghai, China; 8Royal Marsden Hospital NHS

Foundation Trust, London, UK; °BioNTech SE, Mainz, Germany; '°BioNTech US Inc., Cambridge,

MA, USA; ""BioNTech UK Ltd, London, UK; "?BioNTech Pharmaceuticals Spain, S.L., Barcelona,

Spain; ¥Yonsei University College of Medicine, Seoul, Republic of Korea.
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*Platinum-based chemotherapy will be given for four cycles.
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Figure 3. ROSETTA Lung-02 trial locations?

Four other pumitamig posters are available to view at ELCC Table 1. Ongoing global pumitamig trials in patients with lung cancer
(21P, 69P, 426P, 439TiP).

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

Combination regimen Comparator Phase NCT ID/Study name

SCLC 1Land?Z2L Pumitamig + carboplatin/etoposide (1L), NA 2 NCT06449209

. As of March 17, 2026:
paclitaxel, or topotecan (2L/3L)

184 sites active

Scan the QR code to access the poster online.

Copies of this poster obtained through QR codes are for personal use only and

may not be reproduced without written permission of the authors. M Countries with active sites: Australia, Belgium,

: : : : : China, France, Germany, Italy, Japan, Poland,
1L Pumitamig + carboplatin/etoposide Atezollzu_mab + | 3 NCOG712355 Romania, South Korea, Spain. Thailand, Tarkiye,
carboplatin/etoposide RGSETTA United Kingdom, and United States
LUNG-81
1L and 2L Pumitamig + B7H3 ADC BNT324/ NA 1/2 NCT06892548
DB-1311* For additional information please visit:
Countries with https://clinicaltrials.gov/study/NCT06712316 and
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