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VIOLET 
A UK Multi-Centre RCT of VATS Versus Open 

Lobectomy for Lung Cancer 



Less pain 

VIOLET 
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FLAURA - Primary analysis: progression-free survival 



 

FLAURA - Final analysis: overall survival 



 

FLAURA – Second-line treatment following progression 



CBNPC EGFR – Etude RELAY 

D’après Nakagawa et al. Abstract 9000 

Objectif principal : SSP (évaluée par les investigateurs)  

SSP par revue indépendante (HR = 0,671 ; IC95 : 0,518-0,869 ; p = 0,0022) 

50,7 % 

RAM + ERL PBO + ERL 

Médiane, mois 19,4 12,4 

IC95 15,4-21,6 11,0-13,5 
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71,9 % 

HR = 0,591 ; IC95 : 0,461-0,760 ; p < 0,0001 

• Evts : 122 versus 158 
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CheckMate 227 Part 1 Study Designa 
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N = 1189 

PD-L1 
expression< 

1% 

N = 550 

NIVO + (low-dose) IPIb 

n = 396 

Chemoc 

n = 397 

NIVOd 

n = 396 

NIVO + (low-dose) IPIb 

n = 187 

Chemoc 

n = 186 

NIVOe + chemoc 

n = 177 

R 
1:1:1 Key Eligibility Criteria 

• Stage IV or recurrent NSCLC 
• No prior systemic therapy 
• No sensitizing EGFR mutations or 

known ALK alterations 
• No untreated CNS metastases  
• ECOG PS 0–1 

 

Stratified by SQ vs NSQ 
R 

1:1:1 

Database lock: July 2, 2019; minimum follow-up for primary endpoint: 29.3 months 
aNCT02477826; bNIVO (3 mg/kg Q2W) + IPI (1 mg/kg Q6W); cNSQ: pemetrexed + cisplatin or carboplatin, Q3W for ≤ 4 cycles, with optional pemetrexed maintenance following chemo or 
NIVO + pemetrexed maintenance following NIVO + chemo; SQ: gemcitabine + cisplatin, or gemcitabine + carboplatin, Q3W for ≤ 4 cycles; dNIVO (240 mg Q2W); eNIVO (360 mg Q3W); 
fTMB primary endpoint analysis conducted at January 24, 2018 database lock in subset of patients randomized to NIVO + IPI or chemo; alpha allocated was 0.025; gAlpha allocated was 
0.025 overall (0.023 for final analysis) 

PD-L1 
expression≥ 

1%  

Part 1b 

Part 1a 

Treatment until disease 
progression, unacceptable toxicity, 
or for 2 years for immunotherapy 

Secondary endpoints (PD-L1 hierarchy): 
• PFS: NIVO + chemo vs chemo in PD-L1 < 1% 

• OS:   NIVO + chemo vs chemo in PD-L1 < 1% 

• OS:   NIVO vs chemo in PD-L1 ≥ 50% 

Independent co-primary endpoints: NIVO + IPI vs chemo 

• PFS in high TMB (≥10 mut/Mb) populationf 

• OS in PD-L1 ≥ 1% populationg 



Primary Endpoint: OS With NIVO + IPI vs Chemo  
in Patients With Tumor PD-L1 Expression ≥ 1% 
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NIVO + IPI 

Chemo 

NIVO 

Part 1a 

NIVO + IPI 
(n = 396) 

Chemo 
(n = 397) 

Median OS, mo  17.1 14.9 

HR 
97.72% CIa 

0.79  
0.65–0.96  
P = 0.007  

No. at risk 

396 341 295 264 244 212 190 165 0 NIVO + IPI 153 
397 358 306 250 218 190 141 126 0 166 Chemo 

145 
112 
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56% 

63% 

40% 

NIVO + IPI 

Chemo 

33% 

Minimum follow-up for primary endpoint: 29.3 months. 
NIVO + IPI dosage was NIVO (3 mg/kg Q2W) + IPI (1 mg/kg Q6W). Subsequent systemic therapy was received by 35% of patients in the NIVO + IPI arm and 54% of patients in the chemo 
arm; subsequent immunotherapy was received by 6% and 43%, respectively. 
a95% CI, 0.67–0.94. 
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OS With NIVO + IPI and NIVO + Chemo vs Chemo  
in Patients With Tumor PD-L1 Expression < 1% 
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NIVO + IPI 

Chemo 

NIVO + chemo 

Part 1b 

186 164 135 107 92 74 49 41 0 62 Chemo 0 5 12 19 29 35 

177 159 139 119 102 88 67 60 0 78 NIVO + chemo 0 1 9 23 40 48 

187 165 142 120 110 100 87 80 0 NIVO + IPI 73 2 8 19 34 59 69 

51% 

60% 

59% 

23% 

40% 

35% 

NIVO + chemo 
Chemo 

NIVO + IPI 

Dosages were NIVO (3 mg/kg Q2W) + IPI (1 mg/kg Q6W), and NIVO (360 mg Q3W) plus chemo. Subsequent systemic therapy was received by 44% of patients in the NIVO + IPI 
arm, 41% of patients in the NIVO + chemo arm, and 53% of patients in the chemo arm; subsequent immunotherapy was received by 4%, 4%, and 36%, respectively. 
a95% CI; b97.72% CI; cP = 0.0352.  

NIVO + IPI 
(n = 187) 

NIVO + chemo 
(n = 177) 

Chemo 
(n = 186) 

Median OS, mo  17.2 15.2 12.2 

HR (vs chemo) 
CI 

0.62 
0.48–0.78a 

0.78 

0.60–1.02b,c 
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ORR and DOR for NIVO + IPI and NIVO + Chemo vs Chemo 
in Patients With Tumor PD-L1 Expression < 1% 
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51 / 187 n / N: 67 / 177 

27.3 

37.9 PR 

CR 

2.1 

25.1 

1.1 
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36.2 
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NIVO + chemo 

43 / 186 

Chemo NIVO + IPI 

DOR by BICRa 

Dosages were NIVO (3 mg/kg Q2W) + IPI (1 mg/kg Q6W), and NIVO (360 mg Q3W) plus chemo. 
aMedian time to response was 2.8 mo with NIVO + IPI, 1.7 mo with NIVO + chemo, and 1.5 mo with chemo. 

NIVO + IPI 
(n = 51) 

NIVO + chemo 
(n = 67) 

Chemo 
(n = 43) 

Median DOR, mo 
95% CI 

18.0  
12.4–28.6 

8.3 
5.9–9.4 

4.8  
3.7–5.8 1.7 

NIVO + chemo 
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No. at risk 
NIVO + IPI 51 45 37 32 28 16 15 24 19 12 6 4 0 

Chemo 43 29 11 9 9 2 1 5 3 0 0 0 0 
67 59 40 26 19 10 7 13 11 7 4 1 0 
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NIVO + IPI 

Chemo 

NIVO + chemo 

Part 1b 

25% 
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32% 
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40% 

16% 



OS With NIVO + IPI vs Chemo in  
All Randomized Patients (Regardless of PD-L1) 
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NIVO + IPI 

Chemo 

Part 1 (1a and 1b) 

NIVO + IPI dosage was NIVO (3 mg/kg Q2W) + IPI (1 mg/kg Q6W). Subsequent systemic therapy was received by 38% of patients in the NIVO + IPI arm and 54% of patients in the 
chemo arm; subsequent immunotherapy was received by 5% and 41%, respectively. 

No. at risk 

583 506 437 384 354 312 277 245 214 NIVO + IPI 226 188 125 60 17 3 0 
583 522 441 357 310 264 190 167 147 228 Chemo 122 76 34 11 1 0 

NIVO + IPI 
(n = 583) 

Chemo 
(n = 583) 

Median OS, mo  17.1 13.9 

HR 
95% CI 

0.73  
0.64–0.84 
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