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Background

In CheckMate 77T, NIVO showed clinically meaningful improvements in EFS and pCR v PBO in pts with resectable NSCLC. Here, we report
updated clinical outcomes from the study, exploratory outcomes by pCR status, and ctDNA analyses.

Methods

Pts with resectable stage IIA–IIIB NSCLC were randomized 1:1 to neoadjuvant (neo) NIVO + chemo Q3W (4 cyc) followed by adjuvant (adj)
NIVO Q4W (13 cyc) or neo PBO + chemo Q3W (4 cyc) followed by adj PBO Q4W (13 cyc). Primary endpoint: EFS per BICR. Exploratory
analyses: efficacy/safety by pCR status, ctDNA clearance (CL; detectable ctDNA at neo tx start to no detectable ctDNA at neo tx end) and
recurrence (no detectable ctDNA at adj tx start to detectable ctDNA at last available adj phase assessment).

Results

At data cutoff (26 Apr 2024; median f/u 33.3 mo), NIVO (n = 229) continued to provide EFS benefit v PBO (n = 232) in all randomized pts (2y
EFS rates 65% v 44%; HR [95% CI] 0.59 [0.45–0.79]). BL characteristics, including TN stage, were similar between pts with pCR (NIVO 58;
PBO 11) or w/o pCR (98; 148) and between tx arms, except a higher percent of pts with pCR had tumor PD-L1 ≥ 1% (NIVO). Landmark EFS
from surgery continued to favor NIVO v PBO in pts with pCR (HR [95% CI] 0.59 [0.12–2.91]) or w/o (0.75 [0.51–1.09]). In ctDNA-evaluable
pts (NIVO 76; PBO 64), ctDNA CL rates were higher at the end of neo tx in the NIVO v PBO arm (66% v 38%); pts with ctDNA CL had higher
pCR rates (NIVO 50% v PBO 12%) than pts w/o (0% v 2%). In pts with undetectable ctDNA at adj tx start (48; 44), ctDNA recurrence rates
were lower in the NIVO v PBO arm (8% v 20%); among pts with pCR (NIVO 26; PBO 5), ctDNA recurrence rates were 4% v 20%, and in pts w/o
pCR (22; 39), the rates were 14% v 21%. Grade 3–4 TRAEs were consistent with the previous report (32% v 25%).

Conclusions

In this update, pts treated with NIVO continued to derive clinical benefit v PBO, regardless of pCR status. Exploratory analyses showed
greater ctDNA CL in the NIVO v PBO arm, which was associated with pCR benefit. Inversely, ctDNA recurrence, a marker of disease
progression, was lower during the adj phase in the NIVO v PBO arm, in pts with or w/o pCR. These data, including comprehensive ctDNA
analyses, further support perioperative NIVO as an efficacious tx option in pts with resectable NSCLC.
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