RS

Journal of Chinese Oncology,2022,Vol.28.No.12

I B~ A BRI IBRIAE/ N R R Jea s Bh 1L I7
EF B FIRERX b mIESZFFRIT
IMpower010 fff 53 f#i3E

ZEELVR £ ¢ 4!
(L R TR 2 g R 2 S s o 5 B (T T IR R e ) , o el 2 e R ik 2% 2 5 o i #F 2 e
WL TN 310022; 2. B E =AM m Pl R e AR M Se it &, 1 iig 200032)

@ ZE .IMpower010 J&t—TFEAL 2 oL FFJChR 2 00 T 53, % 0 52 HE 2658 B 225 0] B 20 it I A
ZHEFIR YT (best supportive care, BSC) X5 B b7 J5 52 2 UIBR (A T B~ A 1 3F /N 41 i Jifi 5 (non-small
cell lung cancer, NSCLC) {7 A% R 42 4P . 2 BEAFIT & 0 S JC i A6 77 3R (disease-free survival,DFS),
BT 3L 35, 0 B MR YT (intention o treat analysis, ITT) A A9 & A2 77 28 (overall survival, 0S) F1%
G2 Ja AR i BRI 1 BE T i 441 (programmed death ligand-1,PD-L1) i 88 40 il 2% 3% (tumor cell,
TC)< 1% . 1%~49% 1 =50% 347 43 )2 . 45 R 7R ,PD-L1 TC=1% 11 ~ILA 3] 35 A, BT A1) 2k it
BT AT BSC,2 4F DFS #4 74.8% vs 61.0%,3 4 DFS %4 60.0% vs 48.2% , "1 {v i 1i 32.8 4~ H
09 DFS S35 8K, 43000 0 i R 353 vs 35.3 1 (DFS:HR=0.66,95%C1:0.50~0.88) . Ar A Bé#Lik I~ A
ST ST 20 43 #7 o BT R R SR04 DFS AT BSC 41, JHJE7E PD-L1 TC =50% i 34 o W 2% 5] 4
KRR ) DFS 3% %5 (HR=0.43,95%C1:0.27~0.68) ,2 4= DFS & 87.1% vs 61.2%,3 4F DFS } 73.8%
vs 48.6% , (e AT, ALY 3 9ol 4 A B350 2 A ZRAR L, Bl ) Bk S hr 41 A BSC 4 43l
N 22%(108/495) F1 12%(57/495) . H&F W5, Bl 5 R BR PRBTAE 24 B R tt v 52 2 U1k
B BT 1 PD-L1 TC=1% 1 ~IA 1 NSCLC 53 i 56 B e 283697 .

AR L A /N0 5 BT R BR ST A B R SR T R AR A R

FE 5 %S . R734.2 X EEFRIZAD A XERS:1671-170X(2022)12-1052-11
doi:10.11735/j.issn.1671-170X.2022.12.B014

Efficacy and Safety of Sequential Atezolizumab versus Best Sup-
portive Care in Patients with Stage I B~ Il A Resectable Non-
small Cell Lung Cancer after Adjuvant Chemotherapy: Interpre-

tation of Data from the IMpower010 Study

LI Hui-hui', LIANG Fei?, ZENG Jian'

(1. The Cancer Hospital of the University of Chinese Academy of Sciences(Zhejiang Cancer Hospital),
Institute of Basic Medicine and Cancer(IBMC),Chinese Academy of Sciences ,Hangzhou 310022, China;
2. Department of Biostatistics , Zhongshan Hospital, Fudan University, Shanghat 200032, China)

Abstract: IMpower010 is a randomized, multicenter, open-label phase Il study comparing the effica-
cy and safety of atezolizumab and best supportive care (BSC) in completely resected stage 1 B~1I A
non-small cell lung cancer (NSCLC) after adjuvant chemotherapy. The primary study endpoint was dis-
ease-free survival(DFS), and the secondary efficacy endpoints were overall survival(OS) and safety out-
comes in the intention to treat analysis(ITT) population, based on programmed death ligand-1(PD-L1)
tumor cell expression (TC) <1%, 1%~49% and =50%. The data showed that in patients with PD-L1
TC =1% stage Il ~I A, adjuvant atezolizumab treatment versus BSC resulted in a 2-year DFS of
74.8% vs 61.0% and a 3-year DFS of 60.0% vs 48.2% , with a significantly longer median follow-up
DFS of 32.8 months, not yet achieved vs 35.3 months, respectively (DFS: HR=0.66, 95%CI: 0.50~
0.88). DFS was better in the atezolizumab group than in the BSC group in all randomized Il ~II A pop-
ulation subgroup analyses, with the greatest DFS benefit observed particularly in patients with PD-L1
TC =50%(HR=0.43, 95%CI: 0.27~0.68), with 2-year DFS of 87.1% vs 61.2% and 3-year DFS of
73.8% vs 48.6%. In terms of safety, the incidence of grade 3 or 4 adverse events was similar in both
groups, with 22% (108/495) and 12% (57/495) in the atezolizumab and BSC groups. Based on this
study, atezolizumab is approved in several countries for the adjuvant immunotherapy in patients with
fully resected PD-L1 TC =1% stage Il ~II A NSCLC after platinum-based chemotherapy.
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Figure 1 Disease-free survival in the atezolizumab and best supportive care groups Kaplan-Meier estimates of disease-free
survival are shown for patients whose tumours expressed PD-L1 on 1% or more of tumour cells (per the SP263 assay) in
the stage Il ~I[ A population(A),all patients in the stage Il ~IIA population(B),and the intention-to-treat population(C)™’
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Atezolizumab group

Best supportive care group

Events/patients, ~ Median DFS Events/patients, ~ Median DFS Hazard ratio
n/N (95%CT),months n/N (95%CI),months (95%CI)

Age f

<65 years 156/287 NE(36.0-NE) 131/287  34.2(29.7-NE) ——i 0.67(0.46-0.96)

=65 years 92/189 42.3(32.3-NE) 97/189 36.0(23.0-NE) —e—] 0.64(0.41-1.01)
Sex :

Male 171/318 NE(36.7-NE) 147/318 36.0(29.0-NE) i—‘— 0.69(0.48-0.99)

Female 77/158 NE(31.3-NE) 81/158  30.1(23.9-37.3) ——i 0.61(0.38-0.97)
Race i

White 162/328 NE(36.1-NE) 166/328 35.3(29.7-NE) b—O—i 0.63(0.45-0.89)

Asian 78/134 42.3(30.5-NE) 56/134 31.4(18.0-NE) —e—1 0.63(0.37-1.06)
Region E

Asiz-Pacific 75/129 42.3(30.5-NE) 54/129 31.4(18.3-NE) l'—‘:—* 0.63(0.37-1.09)

Europe and the Middle East 145/289 NE(36.1-NE) 144/289 35.3(29.7-NE) e 0.64(0.45-0.93)

North America 28/57 NE(24.1-NE) 29/57 35.7(23.9-NE) '—"'0‘—‘ 0.79(0.34-1.80)
ECOG performance status ;

0 140/265 NE(35.3-NE) 125265  30.4(24.0-37.3) e 0.57(0.40-0.83)

1 107/209 36.7(36.0-NE) 102/209 NE(28.8-NE) O—v‘——i 0.79(0.51-1.23)
Tobacco use history

Never 51/92 31.3(29.4-36.1) 41/92  20.5(12.2-37.2) —— 0.63(0.37-1.10)

Previous 163/309 NE(42.3-NE) 146/309 35.3(26.7-NE) P—’*—* 0.54(0.37-0.78)

Current 34/75 36.7(27.9-NE) 41/75 NE(34.2-NE) '—-—--’-—4 1.24(0.58-2.64)
Histology :

Squamous 96/181 NE(36.1-NE) 85/181 NE(32.0-NE) v—+—c 0.78(0.47-1.29)

Non-squamous 152/295 42.3(35.5-NE) 143/295  30.1(23.0-37.2) —— 0.60(0.42-0.84)
Stage ;

TA 85/161 NE(36.1-NE) 76/161 NE(29.7-NE) '_‘__' 0.73(0.43-1.24)

1B 46/83 NE(35.3-NE) 37/83  NE(32.0-NE) —t 0.77(0.35-1.69)

mA 117/232 42.3(30.5-NE) 115232 26.7(18.0-35.3) —— 0.62(0.42-0.90)
Regional lymph node stage(pN)

No 60/106 36.7(35.5-NE) 46/106 NE(32.0-NE) '_'_’_' 0.88(0.45-1.74)

N, 100/194 NE(NE-NE) 94/194 NE(30.4-NE) ——i 0.59(0.36-0.97)

N, 88/176  32.3(24.2-NE) 88/176  21.3(15.7-31.4) e 0.66(0.44-0.99)
Type of surgery :

Lobectomy 186/359 NE(36.0-NE) 173/359  33.4(26.7-37.3) ’—‘—' 0.63(0.45-0.87)

Bilobectomy 15/24 36.7(36.1-NE) 924 NE(6.2-NE) A g 0.78(0.18-3.33)

Pneumonectomy 43/85 36.1(30.1-NE) 42/85 NE(19.4-NE) '_%_"_‘ 0.83(0.43-1.58)
Chemotherapy regimen :

Cisplation plus docetaxel 34/71 36.1(31.3-NE) 37/71 18.0(8.3-NE) '—0‘——‘ 0.60(0.30-1.23)

Cisplation plus gemcitabine 47175 36.1(30.1-NE) 28/75 NE(35.3-NE) —— 1.14(0.50-2.61)

Cisplation plus pemetrexed  84/169 NE(32.8-NE) 85/169  31.4(24.5-NE) '—§—* 0.66(0.42-1.06)

Cisplation plus vinorelbine 83/161 NE(NE-NE) 78/161 34.2(23.9-NE) '—"‘_' 0.55(0.33-0.92)
EGFR mutation status :

Yes 23/43  29.7(18.0-NE) 2043 16.6(6.7-31.4) ———— 0.57(0.26-1.24)

No 123248 NE(35.5-NE) 1251248 36.0(26.7-NE) —— 0.67(0.45-1.00)

Unknown 102/185 NE(36.1-NE) 83/185 35.3(23.9-NE) l—’— 0.61(0.38-0.98)
ALK rearrangement status .

Yes 12/23 30.5(17.1-NE) 11723 37.2(21.3-NE) _— 1.05(0.32-3.45)

No 133/254 42.3(35.5-NE) 1217254 30.4(23.9-NE) ——i 0.64(0.44-0.93)

Unknown 103/199 NE(36.7-NE) 96/199  37.3(30.1-NE) '_‘_ 0.62(0.39-1.00)
All patients 248/476  NE(36.1-NE) 228/476  35.3(29.0-NE) 4 0.66(0.50-0.88)

r T T T TTTT7 T T 17171
0.1 .0 10
+“— —»

DFS . disease-free survival

Favours atezolizumab Favours best supportive care

Figure 2 DFS in key patient subgroups Forest plots of disease-free survival in subgroups with a total of ten or more
patients in the PD-L1 TC=1% stage Il ~I[A population(A) and all patients in the stage I[ ~IIA population(B)"
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Atezolizumab group

Best supportive care group

Events/patients, ~ Median DFS Events/patients, ~ Median DFS Hazard ratio
n/N (95%CT),months n/N (95%CI),months (95%CI)

Age

<65 years 281/544 NE(35.5-NE) 263/544  35.7(30.4-46.4) = 0.79(0.61-1.03)

=065 years 161/338 42.3(31.3-NE) 177/338 31.0(24.7-NE) '_’:_‘ 0.76(0.54-1.05)
Sex

Male 295/589 NE(36.7-NE) 294/589 36.0(31.0-NE) "‘_‘ 0.76(0.59-0.99)

Female 147/293 34.9(30.2-NE) 146/293  30.4(25.1-37.3) —— 0.80(0.57-1.13)
Race

White 307/631 37.1(35.3-NE) 324/631  35.7(30.4-46.4) ’_’_‘ 0.78(0.61-1.00)

Asian 121/227 42.3(30.2-NE) 106/227 31.6(23.9-NE) — 0.82(0.55-1.22)

Unknown 9/16 NE(NE-NE) 716 28.6(4.5-NE)$——&————— 0.27(0.05-1.50)
Region

Asiz-Pacific 116/219 42.3(30.2-NE) 103/219 31.6(24.0-NE) —— 0.83(0.55-1.25)

Europe and the Middle East  270/560 NE(35.3-NE) 290/560  35.3(30.1-46.4) '_‘_' 0.73(0.56-0.94)

North America 55/101 35.5(24.1-NE) 46/101 35.7(23.9-NE) A 1.03(0.57-1.89)
ECOG performance status

0 239/491 NE(35.5-NE) 252/491  35.3(29.7-42.1) o 0.72(0.55-0.95)

1 201/388 36.1(31.4-NE) 187/388 NE(28.6-NE) '_'.'_* 0.87(0.64-1.18)
Tobacco use history :

Never 100/196  30.1(24.0-32.8) 96/196  30.4(24.0-42.1) —— 1.13(0.77-1.67)

Previous 2771547 NE(42.3-NE) 270/547 32.0(29.7-NE) '_H 0.62(0.47-0.81)

Current 65/139 NE(30.1-NE) 74/139 NE(34.2-NE) ——i 1.01(0.58-1.75)
Histology

Squamous 150/294 NE(36.1-NE) 144/294  46.4(33.4-NE) —— 0.80(0.54-1.18)

Non-squamous 292/588 37.1(31.4-NE) 206/588  30.4(24.5-37.2) '—’—‘ 0.78(0.61-0.99)
Stage

A 147/295 NE(36.7-NE) 148/295 NE(31.0-NE) ——] 0.68(0.46-1.00)

B 90/174 37.1(32.3-NE) 84/174  46.4(32.0-NE) '_"_‘ 0.88(0.54-1.42)

A 205/413 32.3(25.4-NE) 208/413  29.7(23.7-35.3) i 0.81(0.61-1.06)
Regional lymph node stage(pN)

No 118/229 NE(35.5-NE) 111/229  46.4(37.0-NE) —or— 0.88(0.57-1.35)

N, 170/348 NE(37.1-NE) 178/348 36.0(30.4-NE) '—0"—‘ 0.67(0.47-0.95)

N, 154/305  30.2(24.0-42.3) 1517305  24.1(18.0-31.4) — 0.83(0.61-1.13)
PD-L1 status by SP263 :

TC <1% 181/383 36.1(30.2-NE) 202/383 37.0(28.6-NE) H*-‘ 0.97(0.72-1.31)

TC =1% 248/476 NE(36.1-NE) 228/476 35.3(29.0-NE) o 0.66(0.49-0.87)

TC 1%~49% 133/247 32.8(29.4-NE) 114/247 31.4(24.0-NE) H’—' 0.87(0.60-1.26)

TC =50% 115/229 NE(42.3-NE) 114/229 35.7(29.7-NE) ——i 0.43(0.27-0.68)
Type of surgery

Lobectomy 335/675 42.3(34.0-NE) 340/675  32.0(29.7-37.3) o 0.77(0.61-0.97)

Bilobectomy 30/47 36.7(36.1-NE) 17/47 NE(6.2-NE) —————— 1.02(0.35-2.98)

Pneumonectomy 72/150 36.1(30.1-NE) 78/150 42.1(23.4-NE) '—0—| 0.91(0.56-1.47)
Chemotherapy regimen

Cisplation plus docetaxel 59/124 36.1(31.3-NE) 65/124 37.3(12.0-NE) D—O——l 0.72(0.42-1.23)

Cisplation plus gemcitabine 77/138 36.1(30.1-NE) 61/138  46.4(23.8-NE) —4— 0.94(0.56-1.57)

Cisplation plus pemetrexed 172/349 42.3(32.8-NE) 177/349 31.4(26.7-NE) i—':&—i 0.84(0.61-1.16)

Cisplation plus vinorelbine 134/271 NE(36.0-NE) 137/271 37.0(30.1-NE) —— 0.67(0.46-0.99)
EGFR mutation status

Yes 49/109  24.1(16.1-36.1) 60/109  24.0(12.2-31.4) r—r-4>—| 0.99(0.60-1.62)

No 229/463 NE(32.8-NE) 234/463 36.0(30.1-NE) et 0.79(0.59-1.05)

Unknown 164/310 NE(36.1-NE) 146/310  42.1(30.4-NE) l—O— 0.70(0.49-1.01)
ALK rearrangement status

Yes 14/31 30.5(17.1-NE) 17/31 37.2(19.5-NE) . 1.04(0.38-2.90)

No 251/507 36.1(30.2-NE) 256/507 31.4(24.7-NE) I—O--i 0.85(0.66-1.10)

Unknown 177/344 NE(36.1-NE) 167/344 37.3(31.0-NE) ——i 0.66(0.46-0.93)
All patients 442/882 42.3(36.0-NE) 440/882  35.3(30.4-46.4) - 0.79(0.64-0.96)

DFS.disease-free survival

r
0.1

T IIIII;II
1

<+—

T T T 11711
10.0

R

Favours atezolizumab Favours best supportive care

(Continued)Figure 2 DFS in key patient subgroups Forest plots of disease-free survival in subgroups with a total of ten
or more patients in the PD-L1 TC=1% stage Il ~l[ A population(A) and all patients in the stage [ ~I[A population (B)"
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Table 1 Safety summary in the safety evaluable population™

A LA E 24> FE MR A SR

Atezolizumab
group(n=495)

Index

Best supportive
care group(n=495)

FRIME 2 R B P A 36 O T 005

Adverse event

Any grade 459(93%)
Grade 3~4 108(22%)
Serious 87(18%)
Grade 5 (2%)*
Led to dose interruption of atezolizumab 142(29%)
Led to atezolizumab discontinuation 90(18%)
Immune-mediated adverse events
Any grade 256(52%)
Grade 3~4 39(8%)
Required the use of systemic corticosteroids® 60(12%)
Led to discontinuation 52(11%)

IMpower010 #F 58 fe 4 1) o 45
7%, SR T A g Y 5 v

350(71%)
57(12%) (Figure 3),PD-L1 TC =1% (AR #i&
42(8%) SP263) I ~IMA AR DFS, fit
AP AR T~ TTA 39 A BERY DES,
ITT ABE( I B~TIA #))19 DFS, i%
3 F LA S AR HEATR 5,
4709%) HARIH—NA G #2255, 5
ﬁz (14 REEAT R 9 . BR T 3 4 DFS
o IR SR 4 SN ITT A RE

Notes:Data are n  (%). *: Interstitial lung disease, multiple organ dysfunction syndrome, my-
ocarditis, and acute myeloid leukaemia (all four events related to atezolizumab), and pneumotho-
: Pneumonia; pulmonary
embolism; and cardiac tamponade and septic shock in the same patient. ¥: Atezolizumab-related

rax, cerebrovascular accident, arrthythmia, and acute cardiac failure.

B AT — A2 3R B 290 2 B 45 3R X
Tl 22 32 BRI oT 2 W 95 B3 T 1) S AR T 2 MR (R 4%
il , RG50S A A1 BH A 14 ARE 5 76 XU 0.05 (55
] F 5] 0.025) K- b 22 35 14 8 L SR s 3 7+
KA WR ARk a EEZ D TEH AN
[ HEATHR A3, 25 A 36 A0 T A ST, AT AT,
PR 38 7%« W OR [l 2 05 85 I R AT A 56,
A HTH — A, A ST N AR R kA
A, YRR S AE T &R S o BT
FEXT AR ST AHR: RS 2SR R 2015 1 o #5708 T 800
0.05 o T 45 536 325 14 e a5 2 43 A G 35 7 = o a2
— B — NS R, Fmk L T IEAS
AT EIAL s , AR AR SFE T8 R AT 1) B
o #BJE 0.05 (RH I BT SR ) o MIF R HE

0S BARJE W BN L 55, H2

Z57T a i, HBREFRL

PR K BEREF T4

Rt =z 4h , IMpower010 F 5838 &1 X LA 4 4~

R R E TR S X EAN2 5 o 55

Be (1 2% 55 B8 LA 10 Power B BIIEYERSE S, A4

KA RETTR N SENT .

PD-L1 TC=1% 1T ~TMA ] A Bf DFS.

Power=90% ,0=0.05, 7131 HR=0.65(34 vs 52),

I ~IA #1 A7 DFS.

Power=91% ,a=0.05, #iit HR=0.73(34.0 vs 46.6).

ITT A\#¥ DFS:

Power=764%,0=0.05, i1 HR=0.78(380 vs 48.7) .

ITT ARER OS:

Power=77% ,a=0.05, i1 HR=0.78(66.0 vs 84.6).
It Tk

(1)DFS &5 4118 . IMpower010 fiff 58 DFS (1 1]

4.1.2

Table 2 Most commonly reported adverse events in the atezolizumab or best supportive care groups™

Atezolizumab group(n=495)

Best supportive care group(n=495)

Index All grades Grade 3~4 Grade 5 All grades Grade 3~4 Grade 5

Any cause 459(93%) 108(22%) 82%)>  350(71%) 57(12%) 3(1%)*
Cough 66(13%) 0 0 46(9%) 0 0
Pyrexia 65(13%) 4(1%) 0 11(2%) 1(<1%) 0
Hypothyroidism 55(11%) 0 0 3(1%) 0 0
Alanine aminotransferase increased 53(11%) 8(2%) 0 16(3%) 1(<1%) 0
Aspartate aminotransferase increased 53(11%) 7(1%) 0 16(3%) 0 0
Arthralgia 52(11%) 2(<1%) 0 26(5%) 0 0
Pruritus 51(10%) 0 0 3(1%) 0 0
Nasopharyngitis 33(7%) 0 0 50(10%) 0 0

Notes:Data are n (%). “: Includes all-grade adverse events occurring in 10% or more of patients in either group, along with corresponding frequen-
cies for grade 3~4 and grade 5 events. “: Interstitial lung disease, multiple organ dysfunction syndrome, myocarditis, and acute myeloid leukaemia
(all four events related to atezolizumab), and pneumothorax, cerebrovascular accident, arrhythmia, and acute cardiac failure. ¥: Pneumonia; pul-
monary embolism; and cardiac tamponade and septic shock in the same patient
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The primary endpoint DFS was stratified
in the three main analysis population

DFS in PD-L1 TC =1%
stage Il ~Il A population
double-side a=0.05

If positive

DES in all-randomized
stage Il ~Il A population
double-side a=0.05

If positive

DFS in ITT population
(stage IB~ﬁIA)
double-side a=0.05

If positive

OS in ITT population
double-side a=0.05

Figure 3 Statistical design

T ZE ST i 5 e PD-L1 TC=1%0 1T ~TA
AFBEH) DFS,HR=0.66 (95%C1:0.50~0.88,P=0.003 9,
M T AT BT B A ) . A — BB A
MR B HMZ )5, IMpower010 i 5% 1 55 — /> 3= 2L
L M~TIA 8 AHE DFS BT RLiEATIE R 48
2o, A5 40 : HR=0.79(95%C1:0.64~0.96
P=0.020 5 @it T WI AT T o FUE ) . FERTN
A FEF A S GE I FH MG | IMpower 010 #F 5% 1
ITT ABERS DFS o ml LAgEAT 1E S G it 24 50 #r , 45
AR . HR=0.81(95%C1:0.67~0.99, P=0.039 5), f
SR P<0.05, fH & T2 W o i 9 45 3L 45 A 4
TR R RS E /N ,0.039 5 1 KK G TR
SRPRME, BT ITT AHERY DFS 45 3R A A 248
Peeny B, I ITT ABERY OS Jo ik vE47 1E 24
MG 2F 00T, A 25 5 o HR RS, B T

HR F1 95%C1, B A AT PAE 1B,

HSR IMpower010 BFFE M GE 27 f B i 7655 —
FEM RN ~TA B AR DFS ik 1 41t
A BA PR GE S (E 2 B 2 1) B B it 8 4 Bl VA T 1Y 35
Joj TETE 5 [ R o [ R AR A2 PD-L1 TC=1%1) 1 ~
A ANBEMAN 2 A T ~TA 8 X B &
S 25 W MUY B LA B 6 Y7 & W UE RS X DFS 1 0S £
SILEATEAL . ESR FDA 32 LI DFS 18 Ky i Bhig
JPR) BB R LN RER OS R B G it 225,
B T4 BA T7 I RAF 5T, OS 11588 & — Ak &
FEEMHFITL S . 7E IMpower010 HF 5882 B4 19 0S
g i PD-L1 TC=1% I ~TMA ¥ A #E OS Y
HR=0.77(95%C1:0.51~1.17) , Fr A B HL4k T ~ T A 1]
() OS i HR=0.99 (95%C1:0.73~1.33) (Figure 4),3X
SRR FAE PD-L1 TC<1% [ ~IA W ARER HR J2&
KT 1M, W2 o 22 (0 ka3 PR &8 40 A HERY
i& N E FDA YA b, b FRATTd AT LA Y FDA
FEVEHT A 58 4 2 3L F BB R A G2
TS TR B SE 2 05 LA PR AR 25 B2 B 4 A % 4,

(2)0S &5 R 1hie . 1F 2022 4 WCLC &1 I,
IMpower010 #F 58 it 5 17 OS &% — W rh 43 Hr 19 45
(Z AT B 0S 85 R_AEIE AT 04T (Figure 5)

M IMpower010 W52 () o 5 7 VT LLE H, B
AITT AR OSERZ 5T o HMES, FIKM
PRSI GE I AR TE, BAA ITT AHERY OS 45
A LLF #E T S5, A LSS S ui B 5, PD-
LI TC=1% I ~ITA B AHER OS Fr A REALAG 1T ~
IMA INHERY OS R R L S, ANRET #i k1
g5, XA AT WCLC AR5 HAa 1TT ARERY
OS 25436 T PAE ., IMpower010 #F5XEFXT ITT A
BERY OS Tl 1 4 MW 438, 1 IRE &5, BRIl
HAREHETITT ANBEAY OS 45 %A 8 8 4 it 24 2

PD-L1 TC=1% stage Il ~IlA population

100 * o T p—

% ‘ ‘TQtQ}... e _ %0
? 60 E 60
:; 40 :5 40
S HR* 0.77(95%C1:0.51~1.17) S
20 20
Neslizumab e
0

All randomised stage II ~Ill A population

—

\“@-ﬁ:,:’ = g

HR* 0.99(95%C1:0.73~1.33) €

ITT population

\'-—~ ——

100 4 s

HR* 1.07(95%C1:0.80~1.42)

Atezolizumah
BSC

0 3 6 9121518 21 24 27 30 33 36 39 42 45 48 51 54 57
Months
No.at risk No.at risk

Atezolizumab 248 241241237234 231225222218 196164126 99 62 40 26 13 5 3 NE
BSC 228220214210205201 196 192185172135110 80 57 32 17 10 7 5 2

0 3 6 9121518 21 24 27 30 33 36 39 42 45 48 51 54 57

Atezolizumab 442 429 428 420416 408 396 386 378 344279203152 97 68 32 17 8 4 NE
BSC 440426416405 396 389 382373361 331258204 143100 55 26 16 10 5 2

0 3 6 9121518 21 24 27 30 33 36 39 42 45 48 51 54 57

Months Noatrisk Months

Atezolizumab 507492 488 478 472463 450439430392315227170108 71 36 20 11 7 2
BSC 498484 473462452444437428415384304236169 121 71 31 19 12 6 3

Figure 4 OS in PD-L1 TC=1% stage Il ~I[A patients,all randomised stage I[ ~I[ A patients,and ITT population
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A Results of OS 1T A: PD-L1 TC=1%" (stage [I~IA)
(data cut-off: 18 Apr ‘22, median follow-up: 46 months)

specified testing hierarchy. “:descriptive purposes only

100
| 82.1%. - o
) 76.8%
_ 78.9% -
S 604 ' 167.5%
: Atezo BSC
3 w0 (n=248) (n=228)
e Events, n(%) 52(21.0%) | 64(28.1%)
mOS(95%CI) NR NR
204
HR(95%Cl)" 0.71(0.49~1.03)
o :
L B o s e e e e S BRI B e e e
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57 60 63 66 69 72
Months
No.at risk
Atezolizumab 248 241 241 237 234 231 225222218 210208 200 195 190 172 140 118 83 56 37 23 12 5 3 NE
BSC 228220214210205201 198 192 185 180 172167 166 158 140 110 95 72 49 27 15 8 7 4 NE
Notes:mOS :median overall survival; NR :not reached. ‘Bv SP263 assav. "Stratified.
Results of OS T A: other primary populations
B ‘ r primary pop
(data cut-off: 18 Apr ‘22, median follow-up: 45 months)
All randomised ITT
(stage [M~ITA) (randomised stage [ B~II[A)
100 10071
80 80
& 607
: 404 Atezo(n=442) | BSC(n=440) Atezo(n=507)| BSC(n=498)
z Events, n(%) 115(26.0%) | 116(26.4%) Events, n(%) 127(25.0%) | 124(24.9%)
204 mOS(95%CI) NR NR 20] MOS(95%CI) NR NR
HR(95%CI)" 0.95(0.74~1.24) HR(95%Cl)" 0.995(0.78~1.28)
0 P value” 0.9661°¢
0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51 54 57 60 63 66 69 72 0 3 6 9 1215 18 21 24 27 30 33 36 39 42 45 48 51 54 57 60 63 66 69 72
No.at risk Months No.at risk Months
Atezolizumab 442 429 428 420 416 408 396 386 378 367 359 344 332 323 287 228 179128 85 56 27 15 6 3 NE Atezolizumab 507 492 488 478 472 463 450 439 430 419 408 393 381 372 328 262203 144 96 61 30 17 8 4 1
BSC 440 426 416 405 396 389 382 373 362 350 337 328 320310279 215178 125 81 42 20 11 9 4 NE BSC 498 484 473 462 452 444 437 428 417 405 391 381 371 357 325253207 148 101 57 25 14 11 5 1

Notes: Clinical cut-off: 18 April 2022. *:stratified. ": no formal testing until statistical significance observed for DFS in the ITT population due to the pre-

Figure 5 The first OS interim analysis
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() _F RS W IE . TR R BR BT AE PD-L1 Rk =
50%# IT~TIA ] NSCLC W20 £ 2 f5: K ) DFS 3k
8, Fi e RN FE A T X — W ALE I IE

2022 4F 4 F1 WU i 98 23 31 1R) 45 6% 1) 7 2H &5
RATHTS IR TR IR AL PD-L1 RIAVEH R 1%~
49%(1) 11 ~ 1A 11 fili 958 58 25 S0 B (n=247) H ,DFS 11
HR 4 0.87(95%CI1:0.60~1.26) . 7E 5¢ A BEHLAL Y 1T ~
I A 39 i e 2 A (n=882) " ,DFS 1y HR 40.79
(95%CI1:0.64~0.96);ITT A # (n=100 5) & 0.81
(95%C1.0.67~0.99) , 1i Cit j& BAF7E EGFR %875 1§,
ALK U728 BT R BR BT vs fefE SCRRIR YT 41 4E PD-
L1=50% i) 1 ~T A NSCLC ¥y L3 8 R & 1
DFS 3% 25 ,HR {24357 0.43 (95%C1.0.27~0.68 ) Fil
0.43(95%CI1:0.26~0.71), F£ T It , BRI 245 0 45 21 g
(EMA) L e = F PD-L1 b 240 it 6 38 = 50% 1)
W EH BEAEIH EGFR 2785 ALK 228 19 i %
F AT UL EMA 75 5tk A s B0 DG 7 9 2% I R 2
SCMAAUAL R GE T2 25 57

1E 2022 4 8 A A IF iyt F i g K 25 b IM-
power010 WFFE & T OS By A B2 28 o), AU AE
PD-L1 [ I8 40 g 22 15 = 50% 1 30 20 F g v, Bl 1)
BRI I R XA OS ## (HR=0.43,95%Cl :
0.24~0.78) .
422 H BB ESL?

i T PD-L1 76 £ 4~ BE 2 F 58 Hh A Eb 4 B i 19
ST RCTOI ANE I 58 R R LY 53 2 A6 3 1%, A
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423 LHEABATKH?
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NSCLC %% DFS ¢RI AR, MH AR LR Z B NARGANAELB WTE—
KA T NSCLC #8677 04 % %h4h . £ PD-L1 Rxeh B &+ LA~
A 1 PD-L1 TC=50% % % 4 B F &% Al 2k £ 3 & 469 DFS 2 %425, £ 1 ~1IA
B PD-L1 TC=1%0M £ 206 mad & N ~MTA EHRABEY 5 2k E 57
2L DFS #4938 % /2 PD-L1 TC 19%~49%#) % % W iX A+ % 4 5f R % 421X 2k
WhWTAHM B EEME, 8T ITTAZ(LIE [BHEL)N DFS £F%4
REAGHFZEL,HRLEAAEXARN OSHAHTFERF PRI HHELA
BB R R B S F AL, S, R E PD-L1 MR TG T
& B PD-L1 4R X F) 69 R B f = A& £5%, B A PD-L1 &k Mtk # 545 2 # 47
M AA R ERRGHBBEFORETRMNEDAFEY; 5HEH MRD #n
NSCLC ## 8 .98 38 57 95 #ALF B 4F, AT EZE 6952, & T UICC/AJCC 48 % 7
MAe 5 8 My £ 5 A B B B FH L m L E B REHALT G F ] o kb
5. B AT ,2022 & CSCO 3% & 4 % PD-L1 TC=1%#% 1 #1 . A # & I B
(TsN,Mo) R G 2 F- o A1) 3k S 3 34T 480 Bh 08 97

M8 % 7k 5 2022 4 5% 28 % 12



