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Part 1a

PD-L1
Key Eligibility Criteria RXPreasion
+ Stage IV or recurrent NSCLC z 1%
* No prior systemic therapy N=1189
*+ No sensitizing EGFR mutations
or known ALK alterations [ ~=========-=°<=
* No untreated CNS metastases
« ECOG PS 0-1 Part 1b
PD-L1
Stratified by SQ vs NSQ expression
< 1%
N = 550
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NIVO + IPI®
n = 3%

Independent primary endpoints:

NIVO + IPI vs chemo'

« PFS in high TMB (2 10 mut/Mb)
population’

+ 0SinPD-L1 2 1% population?

NIVO + IPI®
n= 187

NIVO*® + chemo*
n=177
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NIVO + IPI NIVO + chemo Chemo

(n=187) (n=177) (n = 186)
17.2 15.2 12.2
0.64 0.82

0.51-0.81 0.66-1.03

100
Median 05, mo
80
X HR (vs chemo)
60% (95% Cl)
%
60
& 40%
v %
P 35%
40
20
0 -+ T T t T T T t T T
( 12 1 24 27
Months

No. at risk

{IVO + IP!
+ cher

“Le NIVO + IPI

NIVO + chemo

Bl= + CheckMate 227 part 1=4FiBHE#H PD-L1 RIFMI 1% BEERRAE TS

HA o 45 EER » PD-L1 RIBAMNEZEN 1%
SEVERRATEERE » E—RERERRAR
N=FF AR E{CEALE S 33%tE £
22% > st EEREFETREMEE21%
IERERRFER 2.2 B > EBERERIE
I > DECEIEECEANEER 54%H
BERES THEZHEE » HY 43%2%%
B - MEEMBRFERME (Duration of
Response, DOR) 735! ZNIVO+IPI 48 23.2 1@
B ~NIVO#H 15.5 EH ~ Z#1{bEH 6.71E
B ERTEBERRABRTES R AR
HEAM PD-L1 RIE/NFE 1%895EEE (&
=) R RAR=FRERERELREMHT
7 34% bk 15% > FstETREEEEET
B 36% MERFTERBE 25 A
NIVO+IPI 4B 18.0 fE8 -~ NIVO+ {t#&4H 8.3
B8 ~ ZE(CE4E 4.8 B8 - bR > &
BEENERTEEECERERRARE > &
i PD-L1 RIRENSIE > #AEFBIZHRIE
BT HERIR AR c BB =02 —HRERRE

254

AEARENEE > TEZAE=FRMNA
MERFEDRRII R FE o thSh 5 7 PD-L1 RIFE
{EAV4EEE > PD-1 &1 CTLA-4 fASRVEE %
BREEENEELRTEH o AFTEEE
RENEZEEHNEBEFTENTE » HEER
#1777 conditional landmark analysis > #
RREKBAERENEANRERETHHE
WA EIRNER (E) 0 BREAZH
R aRRERAESNMERAEIRAE » ALt
EIERERENER A D MEREFRERS o 1
post-landmark analysis B945R 2438 > PD-
L1 KIXER 1% > foaRE/NMERAERIRNS
#ERZLL_ERY responders » 5% NIVO+IP| &
REAEN=FFERIE 70% > BEFMEE
MH=F1F/EFME39% ; 72 PD-L1 /AL 1% B
FEHLERIFENESR > #X NIVO+IPI
SR GRRN=FFEZRIE 82% » BEHME
A= F177EFME 25% HE NIVO EHHEE
B 43% ZRGE °c ERZE2MHIED > AKX
ASCO #F&RMICheckMate 227part 1=FiBHt



IE/ NP

PD-L1 2 1%

Post-landmark
1-y:

y
90% Post-landmark

2+y: Post-landmark
3y

70%

76%

0S (%)

No. at risk

NIVO + IPI

0S (%)

PD-L1 < 1%

Post-landmark Post-landmark
1 2-y

s CheckMate 227 part 1 post-landmark analysis LEE R A& S THaHEE RENEENERES

A

B WRAZRRTHNARKE - FLt -
NIVO+IP| &R aRESFNER+HERE
19%E FDA EE# PD-L1 RIFEKRIN=
1%BRE EGFR 3¢ ALK EREEEMNRAE
BUIENERMEEENE A% o 1t
CheckMate 227 AR EEHEE > &
BRERERAIFVERMEEENEREE
SEEA  EREAIE PD-LIRIBERS 1%
EB{EEEMELE > BRRaE R PD-L1 RIFE
g > EREF R ELEAE BRANBER
fE > FREEBFEERRULER - WHREE
HEEEFRAEIER > AL > NIVO+IPI &%
AEEE R IR EAIE VR A E R E RN
{EERENMERE - BENRRBARTIRE
SRR E KR AIREE RENESE
REANFEHE » BREMABAENAI%E
BN EBEERAEEEEEKR > BR
ARG RBEAEBRNIEFE > sEME
T o CheckMate 227 HE&KBBEE R EAE

B GIE NV R R E R ANBERR
f& » WIERTFE ; HLt CheckMate 568
part 2 E—FHE » FREREAREAHA
[REZAVERE > BAMRAAEAS - Bt
EEHENER T > CheckMate 9LA E—
%%ﬁ%ﬁ%%E;‘S%éﬁﬂiﬂﬁl%ﬁﬁ’ﬁt% » ¥t
PN BB RERE o E—D 5
w2 Al » 2020 ASCO HREAI=X »
5 B 26 HZEE FDA &% CheckMate 9LA 1%
ENIVO+ IPI+2 cycles BIEERIEA AR DA
fRAYREEY PD-L1 RIFIZEMERNIEEMIE
INHERE AR 5 — AR R RAVIEEE > thERIET
RN RE S AHRRF o

CheckMate 9LA B—{EFEH# D ECHIE =
HAERPR SR » RSt (BR) 0 FERAGRY
A7 E NI VAR ERE - X
BREXAZGUHRAE TEARIER
(primary endpoint) &ZREF/EH > BEWL

255



Key Eligibility Criteria
+ Stage IV or recurrent NSCLC
* No prior systemic therapy

* No sensitizing EGFR mutations
or known ALK alterations

+ ECOG PS 0-1
Stratified by

PD-L1% (< 1% vs 2 1%),
sex, and histology (SQ vs NSQ)

n =361 NIVO 360 mg Q3w + IPI 1 mg/kg Q6w
+
N =719 Chemo? Q3w (2 cycles)
Chemo* a3 (4 cycles)
PR L] With optional pemetrexed maintenance (NSQ)

Until disease
progression,
unacceptable
toxicity,
or for 2 years
for immunotherapy

Primary endpoint
+ 0§

Secondary endpoints

* PFS by BICR®

* ORR by BICR®

» Efficacy by tumor PD-L1 expression
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Non-Squamous NSCLC Squamous NSCLC
NIVO + IPI + chemo Chemo NIVO + IPI + chemo Chemo
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Minimum follow-up: 12.7 months.
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1. Suresh S. Ramalingam et al. Nivolumab +
ipilimumab versus platinum-doublet
chemotherapy as first-line treatment for
advanced non-small cell lung cancer:
Three-year update from CheckMate 227
Part 1. J Clin Oncol 38: 2020 (suppl; abstr
9500)

2. Martin Reck et al. Nivolumab (NIVO) +
ipilimumab (IPI) + 2 cycles of platinum-
doublet chemotherapy (chemo) vs 4 cycles
chemo as first-line (1L) treatment (tx) for
stage IV/recurrent non-small cell lung
cancer (NSCLC): CheckMate 9LA. J Clin
Oncol 38: 2020 (suppl; abstr 9501)

258



	期刊-第13卷第4期_部分43
	期刊-第13卷第4期_部分42
	期刊-第13卷第4期_部分44
	期刊-第13卷第4期_部分45
	期刊-第13卷第4期_部分46
	期刊-第13卷第4期_部分47
	期刊-第13卷第4期_部分48

