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● Adjuvant melanoma: 
Phase 3 study fully enrolled

● NSCLC: in two adjuvant Phase 3 studies for those 
with and without prior neoadjuvant treatment

● Adjuvant high-risk muscle invasive bladder 
cancer: in randomized Phase 2 study

● Adjuvant renal cell carcinoma: in randomized 
Phase 2 study; fully enrolled

● High-risk non-muscle invasive bladder cancer 
(HR NMIBC): in randomized Phase 2 study

Oncology therapeutics portfolio
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In collaboration with Merck

Oncology therapeutics

Intismeran autogene 
mRNA-4157

Early-stage oncology

New study

Expanding oncology portfolio with additional intismeran indication and new development candidates  

Newly prioritized

Tumor-targeted antigen therapy

● mRNA-4106: dosed first patient 
in Phase 1 study

Cell therapy-enhancing antigen 
therapy

● mRNA-4203: IND open

Checkpoint AIM-T 
mRNA-4359

● First-line melanoma and 
first-line metastatic NSCLC: 
in Phase 2 study
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NCT05933577

https://clinicaltrials.gov/study/NCT05933577?intr=mrna-4157&rank=3
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Randomized double-blind placebo-controlled 

study of adjuvant pembrolizumab with or without 

individualized neoantigen therapy (INT) for 

patients not achieving PCR after receiving 

neoadjuvant pembrolizumab + chemotherapy 

followed by surgery

Stage 2-3b NSCLC patients able to undergo 

surgery without EGFR mutation

Primary endpoint: disease-free survival (DFS)

Secondary endpoints include: Distant Metastasis-

Free Survival (DMFS), Overall-Survival (OS)

Number of participants: ~680

11

NCT05933577

1. Eligibility for randomization: No pCR by  local testing; Completed (R0-R1) surgery; No disease re-baseline image; Participants 

previously treated outside the study with neoadjuvant pembrolizumab and platinum-based chemotherapy and who successfully 

completed surgery with surgical tumor tissue sample are eligible

In collaboration with Merck

https://clinicaltrials.gov/study/NCT05933577?intr=mrna-4157&rank=3
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NCT06305767

NCT06305767

NCT06295809
https://clinicaltrials.gov/study/NCT06305767?term=NCT06305767&rank=1
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NCT06307431

NCT06307431
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https://www.nejm.org/doi/full/10.1056/nejmoa1709030
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https://www.nejm.org/doi/full/10.1056/nejmoa1709030
https://doi.org/10.1056/NEJMoa1802357
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ctDNA-pos NE 10/13 (76.9) 2/2 (100)

ctDNA-neg 0.225 (0.095, 0.531) 8/77 (10.4) 15/33 (45.5)
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