
The addition of low-dose nivolumab to 

R-DA-EPOCH in newly diagnosed 
PMBCL patients resulted in higher rates 

of complete metabolic response and 
absence of disease progression during 

induction therapy. Early discontinuation 

of treatment after achieving CR did not 
negatively affect outcomes.

Summary

Discussion

CR following induction therapy was 

achieved in 80% of patients in Arm A 
and 100% in Arm B (P = 0.012). In Arm 

A, CR was observed in 26.7%, 13.3%, 
and 40% of patients after cycles 2, 4, 

and 6, respectively. In Arm B, CR was 

achieved in 16.7%, 30%, and 53.3% of 
patients at the same time points. Two 

patients in Arm A had a partial 
response. Disease progression during 

induction occurred in 13.3% of patients 

in Arm A, whereas no progression was 
observed in Arm B (P = 0.056). One 

death due to infection was reported in 
Arm A. Early therapy discontinuation 

after 4 cycles due to CR occurred in 4 

patients in Arm A and 5 in Arm B, 
without negative impact on treatment 

outcomes. 

To assess the efficacy and safety of 

fixed low-dose nivolumab added to R-
DA-EPOCH for first-line treatment in 

patients with newly diagnosed PMBCL  
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Immune checkpoint inhibitors have 

shown efficacy in 
relapsed/refractory PMBCL 1.

• Nivolumab + R-DA-EPOCH improves CR rates vs. R-DA-EPOCH alone.

• No disease progression was observed during induction in the combination 

arm.

• Early treatment discontinuation in responders appears safe and feasible.

Methods

Multicenter, prospective, randomized 

phase II study (NCT06188676) 
conducted in Russia from July 2022 to 

December 2024.
Patients (N = 60) with newly diagnosed 

PMBCL were randomized 1:1 to:

• Arm A: R-DA-EPOCH alone

• Arm B: R-DA-EPOCH + nivolumab 40 
mg IV on Day 1 of each cycle

Treatment duration was response-
adapted based on PET/CT after cycles 

2, 4, and 6 using Deauville criteria.

Second randomization (2:1) at cycle 4 

in case of complete response to 

define treatment duration.
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