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[Abstract] Objective To explore the efficacy and safety of orelabrutinib combined with R-CHOP
in patients with high-risk nongerminal center B-cell (non-GCB) diffuse large B-cell lymphoma (DLBCL)
with extranodal involvement. Methods This retrospective study was conducted on 35 patients who were
seen at Guangxi Medical University Cancer Hospital and were immunohistochemically confirmed to have
non-GCB DLBCL, had an International Prognostic Index score of 3 - 5, and confirmed to have >2
extranodal involvement on PET/CT. The treatment comprised the standard R-CHOP regimen combined
with oral orelabrutinib (150 mg/day) for six cycles. In patients who developed neutropenia or grade 3
neutropenia with fever during treatment, administration of prophylactic pegylated granulocyte colony-
stimulating factor 48 h after the end of chemotherapy was started on the next cycle. The endpoints included
overall response rate (ORR), complete response (CR) rate, progression-free survival (PFS) time, overall
survival (OS) time , and safety assessment. Results The 35 eligible patients enrolled had a median age of
53 years (21 - 72 years) and a median follow-up time of 28 months (12 - 36 months); 19 patients had
double-expressor (DE) status. The ORR was 88.6%, and the CR rate was 68.6%. The 2-year PFS and OS
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rates were 68.6% (95% CI 54.0% — 7.2% ) and 87.5% (95% CI 76.7% — 100% ), respectively. The 2-
year PFS rate was significantly lower in patients with DE status than in those without DE status [ 54.4%
(95% CI 354% - 84.2% ) vs. 85.2% (95% CI 68.3% - 100% ), P=0.048]. Serious adverse events
included febrile neutropenia, pneumonia, and atrial flutter, but no treatment-related deaths. Conclusion In

patients with high-risk non-GCB DLBCL and extranodal involvement, the combination of orelabrutinib

with R-CHOP regimen had good efficacy and manageable toxicity.
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