


CPNM avanzado: 
Quimioterapia / Inmunoterapia

J.M. Sánchez Torres

Hospital de la princesa



A phase III randomized study of Nivolumab/Ipilimumab
vs Nivolumab for prev. treated st. IV SqNSCLC
(OA04.01 Bazhenova L, et al.)

• 252 immunotherapy-naive SqNSCLC: N+I (125 p) vs N (127 p)

• OS (1ry objective): 10.0 mo. vs 11.0 mo. HR 0.97, p 0.82

• PFS: 3.8 mo. vs 2.9 mo. HR 0.84, p 0.19

• RR: 18% vs 17%

• Most AEs were low grade. G≥3: 39% vs 31%

• Discontinuation due to AEs: 25% vs 16%

• Outcomes similar across TMB subgroups and PD-L1 expression levels

 

N+I 

Median in months 

N 

Median in months 

HR p 

OS PD-L1 ≥5 14.1 (5.8-17.5) 12.0 (8.2-19.8) 1.06 (0.58-1.92) 0.86 

OS PD-L1 <5 8.3 (6.0-10.7) 10.3 (6.3-13.5) 1.01 (0.62-1.65) 0.97 

OS TMB ≥10 13.1 (9.3-17.0) 11.4 (8.2-16.1) 0.86 (0.56-1.32) 0.48 

OS TMB <10 7.6 (5.7-10.2) 10.0 (6.3-15.2) 1.08 (0.68-1.71) 0.74 

	
Closed for futility at interim analysis
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A Randomized Phase 3 Study of Camrelizumab plus CT 
as 1st-Line Therapy for Adv./Metastatic Non-Sq NSCLC 
(OA04.03 Zhou C, et al.)

• 419 patients (205 vs 207) – Asian patients nonSq NSCLC

• Carbo-Pemetrexed ± Camrelizumab followed by Peme ± Camrelizumab

• Grade 3-4 AEs: 66.3% vs 45.9%

• Discontinuation due to AEs: 13.7% vs 12.2%

• PFS by BICR (1ry objective) 11.3 mo. vs 8.3 mo. HR 0.61, p=0.0002

Table 1. Responses per blinded independent central review and overall survival in the total study population 

 

Camrelizumab plus chemotherapy 

(n=205) 

Chemotherapy alone 

(n=207) 

p-value 

Objective response rate 60.0% (53.0‒66.8) 39.1% (32.4‒46.1) p<0.0001 

Disease control rate 87.3% (82.0‒91.6) 74.4% (67.9‒80.2) p=0.0009 

Duration of response (months) 17.6 (11.6‒NR) 9.9 (8.5‒13.8) p=0.0356 

Overall survival (months) NR (17.1‒NR) 20.9 (14.2‒NR) p=0.0272 

Data are shown in % (95% CI) or median (95% CI). NR: not reached. 
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HR 0.72

HR 0.58
HR 0.61
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KEYNOTE-021 & KEYNOTE-189: TMB and Outcomes for
Carboplatin-Pemetrexed ±Pembrolizumab for NonSq NSCLC  
(OA04.05 Langer CJ, et al)  (OA04.06 Garassino MC, et al)

Keynote-021

Keynote-189


