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B M¥kE = 3,000/ mm?® M D iFHEkEL = 1,500/mm?
AESOEY Z90g/dL (BRI TRALV-IRMBRT 14 BLIRIZEIMEIToTLVENIE, )
M/)vREE =10 % 10%/mm?
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SRR T 202143A16H
Completion date 16 March 2021
SEAEREBIER 258\

Result actual enrolment 258

FRRIRDRMREDHER
2

ARl 75 55 (71-90 %) (CE B£:76 £5%(71-90) . CI #%:75 £%(71-87)) . 1451
(. 514 198 A (CE #:100 A, CI #:98 A). %4 60 A (CE #:29 A, CI #:31
AN).PS0AY62 A(CE B¥:33 A, CIE:29 N\).PS1 H¥157 A(CE #:77 A.Cl E:
80 A).PS2h%39 A(CE #:19 A, ClE$:20 A) THo1=,

Baseline Characteristics

Patient Characteristics

CE (N=129) CI(N=129)
Age Median (Range) 76 (71-90) 75 (71-87)

Gender Male 100 (77.5%) 98 (76.0%)
Female 29 (22.5%) 31 (24.0%)

PS 0 33 (25.6%) 29 (22.5%)

1 77 (59.7%) 80 (62.0)

2 19 (14.7%) 20 (15.5%)

ERERFARD T H A2
Cr-#TIKRICET 1%
#H

AERERBAIA 1 #0ILJCOG1201 L TFEBFREITON . EEREARESLAE. IBEFEAR15
FEELT013F12AMSEEFA BRSNS, LHL, BERR—ANFBILF-R—RE
LERTEMoT=1=8. 2016551 BIZTORGED A 3—4 L —THEREL . BERETHE
MEESAMEIL T (BB Tver. 1.2),

20164E8 A . F1 | EEMT AT . SEIHEERS Dprimary endpointDHFHTERAES
=L, SFIE~NTEITLT =,

20184F9 A | 2 FFREMTAMThH AL, SHERDMGH RSB T,

ZDi%. REROA YA XHRETSN ., 201943 B #RH H1E80%—T0% ZFIF.
T BB EFEE3T0N—256 A IZZEE L 1= (BETver20),

FEBSRH256 AIZEL. 201946 H14B (&35 T L -,

Participant flow | 258 randomly assigned |
129 assigned Arm A (CE) 129 assigned Arm B (CI)
(including in the efficacy analysis) (including in the efficacy analysis)
No Cx (n=1) ‘ No Cx (n=1)
| 128 received chemotherapy | | 128 received chemotherapy |
Ineligible (n=3) [« > Ineligible (n=4)
Y
125 received chemotherapy 124 received chemotherapy
(including in the safety analysis) (including in the safety analysis)
RIREDFREIRRDOEL MiESMIICERFTKRY 24, B LRSI CIBFCTLYZ L MER TH o1,
& LR ERRE O ARRAESE AN A (CERE: 1 A, CIEF: 2 N) [CHAE LT, ABEIKAHIREL

[CEBIETIA, BRI Z L HFETI A, BUMSEIZ K AHIETTIATH O =,

Adverse events
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Arm A: CE (n=125) Arm B:Cl (n=124)
Gl |G2 |[G3 |G4 |®» Gl |G2 |G3 |G4 |®»
G3 G3
Leukopenia 5 36 | 61 | 13 | 592 | 16 | 52 | 12 8 | 16.1
Neutropenia 1 9 32 | 77 | 872 | 11 | 33 | 40 | 17 | 460
Anemia 33 | 47 | 31 4 | 280 | 36 | 49 | 15 1 129
Thrombocytopenia 49 21 21 13 | 272 | 68 | 20 12 4 129
Febrile neutropenia - - 14 12| - - 11 9.7
Anorexia 36 | 15 | 10 80 | 37 | 24 | 23 0 | 185
Nausea 20 | 12 3 - 24 | 29 | 2 6 - 48
Any infection® - 10 12 1 104 | - 8 13 1 113
diarrhea 17 2 1 0O | 08 |36 | 21 | 11 0 89

*Any infection: bronchial infection, lung infection, upper respiratory infection, bladder
infection, mediastinal infection, pleural infection, and urinary tract infection

TRD:

CE (n=1): lung infection

CI (n=2): lung infection, sepsis

T EFME B R UEIRETE
MEB DT -2 RS
LS

AEHRERTIE . BHEDprimary endpointé L TEETFRIMIZEREL . 95%EFEXED
3 & T, CEE D ETRHARMIP REZF 1050 A LREL . CIEFDZNAY35H B LEIDH
EID DEBMEEIRETL =,

CERMD EFFHARIFP RIE(Z120H A CIEED EFEARIPRIEL 1320 ATHY. C
BEDCERE Txtd B/ \H—KEbI30.848 (95%{EHEXRE, 0.650-1.105) (F{EIP=0.11)T
HY . EHEHEA IS o1,

Secondary endpoint Cép 5 HEHE T A f7 HARE [ R{ETCERE: 44 A . CIEE: 49H
RAT®HY. CIE¥MCERH x5/ \H—F k(%0851 (95%(EFEXFH, 0.664-1.090) . Z5h
&1 LCERE:59.7% (95%{SRERXE 50.7-68.2%) . CIEE: 64.3% (95%{SHEXE 55.4-72.6%)
(MfAlp=052) THo1=.

Outcome measures

The primary endpoint was overall survival.

Overall survival (n=258, all eligible patients)

ol b Arm A Am B |
R
b
h\"
0.8 \
N\
I'..
P s \
= Logrank two-sided p=0.2784
5 : R i .2
s 0.1
= \
=] |
0.2 Y
: d—i—-‘_‘ + 4
+
0.04
Arm A 129 104 65 a2 15 ] 5 1 1 0
ArmB|_129 108 70 37 20 11 g
T T T T T T T
0 1 18 24 30 36 48 5¢ 60 [

Months after randomization

ts censored  MST  95%LCl 955UC]
14 15 12.0m ), Im 13.Tm
13.2m 11.1m 14.6m;

‘:rl B 1

HR 0.848 (95% confidence interval (CI): 0.650-1.105) (one—sided P=0.11)

Progression—free survival is 44 month and 4.9 month in CE and CI arms (HR 0.851, 95%
CI0.664—1.090). Response rate is 59.7% and 64.3% in CE and CI arms (two—sided p=0.52).

R EAY

Primary endpoint Céh 5 4 FEARIL ., AR D £7FHRIhR{EAN120H A . BEFD
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AT R{EA1320 A T, B CRITZIBRITH o 1=H, /\H—K k(%0848
(95%{EFEXE]:0.650-1.105) THY . BHEIEFFIEASN T, SEiEEREY | VIRamE
~NDIZHEREIIIKAEL TCEEETH D,

Brief summary Efficacy tended to be favorable in carboplatin plus irinotecan arm, but there was no
statistically significant difference in overall survival. These results indicate that
carboplatin plus etoposide is still a standard treatment in elderly Japanese patients with
extensive small—cell lung cancer.

NFEFEH 20214E6 5 ASC0O2021
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