REFEHAEETA 71
=RA~T (RIBTFHEZ)

(BR7E4 « A7V —AREFE 20 mg, 7P —RRHFEHE 100 mg, A7 P—
AR ERE 120 mg, A7V — R K EE 240 mg)

~EHE~A 7T 54 PREEM (MSI-High)
R LR - ERE~

S22 A8 (Ff445 AUET)
JBAFEE
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1. 1IZU I P2
2. AANOFE. (FRET P3
3. ERIRRE P4
4, FERIZOWNT P10
5. H&EGXREMDEE P12
6. WHIZEEL THETNEHH P13



1. IILBIC

RIS OF M  ZRMEDOREROTZ DI, U SCEFIZE S W2 E AR D
BND, 6T, TEORFREMOESRIC LY | FUREZS e & OHH0 7 8RR
FFERMDPARBENDLHF T, 20 DOEEKNZ FICHLER BT TR 5 2 & PR
PR & 72 o TR Y RIEMBGE S & YR O BT EE 2016 CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHNERNEOHERAORE(LHEZXSL Z L L ShTnd,

BOFE R SR ST, SRR 2 T 0 7 7 A ADRBEE D ES L & B S IR
RHZENDD, DD, HMEROLZEMEIZET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L 7B I B 2t & D 2 & AN AHE /e — 1 O B i 7= 3 R SRR BE i A
THZEREHEETHD,

L72Bo T, RKIA BT A 2 Tlidk, BBBEREL I E TR/ LA TN D EFIEFH -
BHE RN S-S & | DU ORI O il 70 5 2 HEE T 2 8L b B e Bk & %
HROEEFERE T,

I, RIA BT A %, MSIATBAE NEIE G BRI OHE, AR ANRR
ERAR IR s . —MAERTE N B ARERIR NRHE & R OV At FE N B AR RS2 O )
Db EAER LT,

R L 7p HEIRS, « AT VR AREHE 20 mg, A7 U — RS ETE 100 mg, A
DR IR EE 120 mg, A7V — RS EE 240 mg (— %4
=AN~7 GBI TH#Z) )

KR ERDIREINE « DSAACFHRER ITHE U - 1R UIBR R RE A T - R O mMEE ~
A7 aYT T4 bRZEM (MSI-High) A3 2505 « EE

MEERHEROHE - @, RAIZIE=Ar~7 (B rfiz) & LT, 118 240mg
% 2 W IR I 1 7] 480 mg % 4 i FEI IR C SRR E T 5, A
U A~ GBIEH#z) EOFHT 2581, @%E . mRAIZIX
=R~ 7 (BiarH#iz) & LT, 118240 mg % 3 i E R
T4 BEHEFET D, TO®%, =R~ 7 (Ba#kz) &L
T, 181240 mg % 2 MR X1 1 18] 480 mg % 4 3 R I fE C A
WEHET 5,

Bl N OE ¥ DB TS

(23%)

MSI-High % &3 25 « EREICRE T2 v — R A SE IR S0mg (—i%% : AU A

~7 (BETH#Z) ) OBREIIBE., AELKOHE

2hBE XX D B DAL ICHEE U IR UIBR R RE A A T - R O EME ~ A
7 aYT T4 NAREEME (MSI-High) ZA9 55505 « B

AELEONH&E: =AY (BEriiz) EoftAIicksn T, &%, BRI
AY A~T (BEaf#faiz) & LT1al 1 mgkg (KE) %2 3@
[FIRRE T 4 B SR ET 5,

2



2. AHNORK. VERBF

F 7Y — R T 20 mg, [RLAEEE 100 mg,  [FAGEETE 120 mg K& ONF] s ifsiE
240mg (—#4 : =AN~7 GBIEET#Z) o DAT. TRAL Lno, ) i, /M
MTEMASHEAX LYy 7 24 BTV AL =AY —X 27 A7 (BMS) #)
235PA%E L7 & K PD-1 (Programmed cell death-1) (ZX%F3 5 & M IgG4 £/ 7 v —F /L4
KTh s,

PD-1 1%, &M L L72Y 38k (T A, B MR N F 2 7% 7 —T fifn) KOVE
BRI R BT 5 CD28 7 7 X U — (T Ml OIEMHAL Z i BhHIZ IE & AUZHIE T 2% 2
T ICBRT 2R AR TH D, PD-1 IFHURIRRHIILIZIEELT 2 PD-1 U K (PD-LI1
K OVPD-L2) EfEA L, U SERICMEINES 7L R LTV o REROIEE L IRREZ
BIZFHRET L CTWb, PD-1 U W RiFHURE MBI B b O & 22 G/ 588
LTk, BMERAMREEE) LU LB TS PD-L1 OFEBL L IEDELF
HM & OMICADHBEBRN & 5 Z & HE I TWws (Cancer 2010; 116: 1757-66)
F 7o B JE S CIXAREE T AN EET DA v X —T = a2 H >~ (IFN=y)
IZ& > T PD-L1 OFIANFEE I N, BB L EEMARIZI T D PD-L1 ORI LI O
ALEHIR & ORI EDOFBIRRN & 5 & DHE S & % (Sci Transl Med 2012; 4: 127-37)
X 51T, PD-L1 Z 3Rl RHE S B8 AT, FURRRA CDS BHME T Miia o Hifa &
FEME AP S 525, PLPD-L1 HUAT PD-1 & PD-L1 & OfEAZET D & Z O
EEEENREIE T 5 Z EDNRENTWD, D Z LMD PD-1/PD-1 U Y REEEIX, 2
AR HURRF A e T MM OWEBEEZ BT 5HFD—>o L LTEX LT
Do

AN, FEHRBROFE R S PD-1 OMasEE (PD-1 U 7 RFEAHEIE) ITREE L.
PD-1 & PD-1 U T REDREEZILET S Z LI2X 0, BATURFFRN e T kDI
PEAL K OV AR IR k9 2 AR TG M 2 58 5~ 5 2 & CRefci e PuiEgsh iR 4 k9
ZENHERR STV D,

IS OFEN S | AFNTEMEER ) 2 B 2R EIC R0 55 b0 L MIfF S,
KRG - BB 2Rt L UToERIRERBR 2 0 L, AR, ek & OO ed
i,

AFNOVERMSFC IS B OIS X DRIERZEN S b b, EE L TIC
BLOAREMEDN B D, AANOE G R ORE#ITIEL, BFOBIEL 04TV BEDNR
D BT AITIL, B U5 U BP0 ik & RRBR A FF D AN & Edfs L Chil
G172 8RR 21TV B OSIE RS X D EIERA NS b 5 HA 12T, BIRRE RV
T UARIOBG DY) IR IE Z AT O BN D D,



3. BRERBUE

DS AACZFIRIEAR \ CHEFE U 7= IR OIPR AN BE 72 AT - R O BBEE~ A 7 a7 F 4 bR
ZEME (LLF. TMSI-Highl &9, ) 267 55685 - BEEORBRHIFM 21T > 72
F R EERRBR DR & T,

7238, [MSI-High #6758 1B LT, [PCRIEIZ XY MSI-High & HIE iz
BE #EXNT 554 (Bk#) (21X TMSI-High (PCR %) A4 584 L&KiL L. DNA
LAy FEEBEEDIEFE L T D Z ERERBINT-BELZEXT 205G (A% . 7T
725 TPCRIEIZ X Y MSI-High & HIE Sz B Uikt (LLF,  [HCY
EWVD, ) JEICE Y I Ay FEERERE (LT, TdMMR] W9, ) LHESH
T BT 55812013 IMSI-High 2 F 7 2 85| &Rt L7z, IHC {EIZ X 5 MMR
AL & PCRIEIC LD MSI D —ERIT 96.6~98.7% " TH D Z LENRHE ST
AV

(2]
VAN I FHERER (CA209142 #BR) 072
(A B )

{LBRIEIE D & 5 I UIBR R RE RS T « ¥ dMMR % X% MSI-High (PCR
W5 S BT DR - BRI 74 Bl A2, AAI 3 mygkg % 2 WS T A
U7z, FEIHMEEA TH DR (RECIST A4 K74 > 1.1 MUz < BB ET
EERIEIEIC K 558828580 (CR) XIEEZe%h (PR) ) OFERIE. 31.1% (95%EFFIXH :
20.8~42.9%) Th -7,

(=D | indor Naralane M et al.: J Clin Oncol. 2002; 20: 1043-8, Bertagnoli Monica M. et al.: J Clin Oncol. 2009; 27:
1814-21, Ferguson Sarah E. et al,: Cancer. 2014; 120: 3932-9, Wang Yang et al.: J Mol Diagn. 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197-203

2 CA209142 REROEHD 2 — LD 5 b, ALFEIEFIED & % MSI-High % 49 2 55 - B0 % 55 &
Lzam— MBI D AABEMBERERLORAN L A V) A~T (B z) & O HREREORRIC
DT REH,

) D7 ALY Y Vv RPUEMIEEH L OOAF4 U 77 F L UIA U ) 7 5 B AR & ST |
DU OB O H D BE NG L S,

GE) JESEAL AT IC 35 L IHCHRIC L 0 2 2~ v FEE # > /327 Tl % MLHI, MSH2, MSH6 /3 PMS2
DT IPDORELTRBD B2 NG EIZ AMMR &CHE STz,

UES) i &V HhH SN DNA ICBWT, S BEEO~ A 7 BT T4 h~—h— 2RISR L+ 55
A, 2FEU LO~—T—I2o0W T, 6 U Lo~A 7 aYT T4 h~—h — %4 L T 5%6
21 30%LL Lo~ — A1 —I22\ T, PCRIEIZE Y A XD RE P SN 7235412 MSI-High & HE X
77



#1 BEBEBAYDERVENR (CA209142 HER)
(RECIST ver.1.1, AT SREN, IBRBEEMEE, 201648 A 10 BT —F b v b4 7)

A IE (%)

r1>>

74 {51! 53 {512
52422550 (CR) 0 0
%Bﬁﬂ%*ﬁ (PR) 23 (31.1) 19 (35.8)
@7 7E (SD) 29 (39.2) 21 (39.6)
1 ﬁ (PD) 18 (24.3) 10 (18.9)
ERIRNE 4 (5.4) 3 (5.7)
7% (CR+PR) 23 19

(2%@3% [95%IEHEXEI™] (%) ) (31.1 [20.8,42.9] ) (35.8 [23.1,50.2] )

D BRIERRAT R, %2 BRMERENT R RER O 5 B Al X Y MSI-High (PCR) 2#H 7 %
I EDMER S N7, *3 : Clopper-Pearsoni%

(KFIEA Y A~T (BinHiz) EoffH&RE)

{BBRIERE D & 5 Y IR YR RE 2 HEST - R D dMMR #% 3% MSI-High (PCR
W) Y BT D5 - B RE 119 Bl 28I, AK 3mgkg KA B Y AT (&
R 2) 1 mg/kg Z R BIZ 3 AN T 4 BLAGEERE L7, K3 mgkg % 2
IR CRdiiEE Lz, EEFMIEE Th 58805 (RECIST 4 K71 > 1.1 fRIZH
D AGRERERMHEIEIC X 2588285 (CR) XUEE4 2% (PR) ) OfERIE. 54.6% (95%
{EHEXR : 45.2~63.8%) TH o1z,

#2 BBEBAPDERVENR (CA209142 FHEBR)
(RECIST ver.1.1, AMERITREN, WRBEEMEE, 2017 7H6 BT —F Iy b4 7)

B L4 A Bi%k (%)

=
l‘>

119 ™! 62 151]*

524228%) (CR) 4 (34) 2 (32)

o7 (PR) 61 (51.3) 37 (59.7)

Z & (SD) 37 (31.1) 15 (24.2)
# 17 (PD) 14 (11.8) 6 (9.7)
i A~ BE 3 (2.5) 2 (3.2)
7£%) (CR+PR) 65 39

(Bh=R [95%EFXRE] (%) ) (54.6 [45.2,63.8] ) (62.9 [49.7,74.8] )
*1 o BT R RER], *2 - AT SER O 5 B, POHRAEIC L Y MSI-High (PCR) 2 HT 2%
Z MR S B, *3 ¢ Clopper-Pearsoni%:




[Z241]
VEANE I FHFRER (CA2091423k8k)  1F2)

(AF P )

AEFEZRIT 7UT4 5] (95.9%) IZRO B, 1EFREE L ORRBEENEE TERVWASE
HGL 5174 Bl (68.9%) ZFRD BTz, FEBLHEN 5%LL LORWERIZTERD & BV T
HoT,

#£3 FREMEN 5% EORBIEA (CA209142 3B  (ZZAMMEITSHSER)

HERIRHE BilE (%)

FEAGE 74 1

(MedDRA/J ver.19.0) 4 Grade Grade 3-4 Grade 5
2EIEH 51 (68.9) 15 (20.3) 1 ( 1.4
B ke E

THI 16 (21.6) 1 ( 14) 0

L 7 ( 95) 0 0
— % - EFEER X OGO

I 5 17 (23.0) 1 ( 14) 0

I RE 5 ( 6.8) 0 0
B AR AR AT

U ox—E8n 9 (12.2) 6 ( 8.1) 0

AST B4 5 ( 6.8) 0 0

ALT #40 4 ( 5.4) 1 ( 1.4 0

72T —EEm 4 ( 5.4) 2 ( 2.7 0
R KOV T RRRE

& O PEIE 10 (13.5) 0 0

9% 8 (10.8) 0 0

R INIRZ SN A2 5 ( 6.8) 1 ( 1.4 0

B2 R 4 ( 5.4) 0 0

¥, RESUHRRIE/ 2 A 3F—6 5] (8.1%) . AFHEREREE 6 5 (8.1%) . FhikfEE 5
% (6.8%) . FUIRMGHERERSE 5 5] (6.8%) . infusionreaction3 il (4.1%) . BEHEREMRE
361 (4.1%) . KM - /NG - LD THI 3 4 (4.1%) | EEORFEREE 141 (1.4%) |
RIS RERERE S 1 151 (1.4%) M OWER 161 (1.4%) 23580 bz, £7-. FVEMERGZE S,
HAEAEE A, DA, Mgk, LBUBEIRIE. FFARA. IF4. m(bMEE &, TNEAEHEE
PR, Mk - BERRR . FRARIMASZEARE, B MRES, mEKREREMERE. MZ, 5&
I RS, DR B H I OYEFLIZERD B2 b o T2, ARIVER S BRI B
% (WRREMRT 2E5T) 2E0EHEREZRT,

(KHFIEA VY b~T (BlaFfz) LofEHxE)

FEELIT 118/119 #1 (99.2%) (2388 Hiv, 1RERIK L O RBEURNEE TE WA
EEHAT 87/119 B (73.1%) (2R BTz, FEELRMN 5%l EORIERIZT RO LY
Tholo,



#z 4 FREEN 5% EORBIEA (CA200142 3B  (ZZAMHENTSISBER])

BRI HH BilE (%)

FEARGE 11941
(MedDRAV/J ver.20.0) 4> Grade Grade 3-4 Grade 5
2RIEH 87 (73.1) 38 (31.9) 0
Mgk LY > REE

2 ifn 8 ( 6.7) 3 ( 25) 0
A=

FOIR B BB T E 16 (13.4) 1 ( 0.8 0
FOR R HE TUHERE 13 (10.9) 0 0
E e

T 26 (21.8) 2 ( 1.7 0
G 15 (12.6) 1 ( 0.8) 0
i3 8 ( 6.7) 2 ( 1.7 0
I - 8 ( 6.7) 1 ( 0.8) 0
H A Hz A 6 ( 5.0 0 0
— - EFFEER X O SO RRE

bt 21 (17.6) 2 ( 1.7 0
FEEN 18 (15.1) 0 0
I 9 6 ( 5.0 1 ( 08) 0
A VTN PR 6 ( 5.0 0 0
R AR i A

ASTHINN 17 (14.3) 9 ( 7.6) 0
ALTHIN 14 (11.8) 8 ( 6.7) 0
Y —F B 10 ( 84) 5 ( 42) 0
R L Ok hEE

BHEHR 10 ( 84) 1 ( 0.8) 0
B R R B X O SRRk

BA &R 6 ( 5.0 1 ( 0.8) 0
PR R R

SEIR 7 ( 5.9) 0 0
MER R, HESEs & OMithR RS

Jitifig ¢ 6 ( 5.0 1 ( 08) 0
FEJE 3 OV Rk 5

Z 9 FEIE 20 (16.8) 2 ( 1.7 0
Fe 95 13 (10.9) 2 ( 1.7 0
B iz s 8 ( 6.7) 0 0

k. HURMBEREREE 24 B (20.2%) . ATREREFETE 23 # (19.3%) . #hitRIEE 16
B (13.4%) . FERBUHREMEIE/ 2 A3 —13 ] (10.9%) . FVEMERRE 7 41 (5.9%) |
RIFSAERSE 6 (5] (5.0%) . FIRIFSAERETE 6 5] (5.0%) . FEFEDRIEHREE S #] (4.2%) |
infusion reaction4 31 (3.4%) . KEZK - /DMK - EED THI 4 6] (3.4%) . T HEAHERE
b 3 5 (2.5%) | JIF4¢ 3 5] (2.5%) . CoERFESE 151 (0.8%) . AiM#k - BfifEEZ 1 451 (0.8%)
M OVESE 11 (0.8%) 3588 iz, F7-, EIEMME G, Ok, Mk, 1 BRI,
JFARA, B LML 26, FRMARZEARE, EE R MikkEE, mMERERIEGERE, HiZ, 5
oS, MRS, BEALITRD b o Tn, REWEAEIRIITIEESES (FFER
TERT 2 ET) 2 B0EHERE =T,



(M- AHE]

AR OREMEYBETT L ZFHA LY 2 2 b—3 a3 42k v, AK 3 mgkg (K
H) XX 240 mg % 2 WG TS LIBROARR O Mg iR ER S S iz, ZOf
R KK 240 mg G U 7ZBROBEE R, AH 3 mgkg G L7 BROBEEE & L HK
LTz~ & THlsnZbon, AARNBEICEBWTARMERHE I TWDH
% AR (10mgkg % 2 BRIEIRE TR S) CAAIZ RS LI-BROgRE R & ik LR
oyl (THR) . M T, EHOBEICKIT LT —ZICEKSE, KA
3mgkg (KE) XiE 240 mg % 2 HFFIFE THG- L 7ZBROARK OURE & & A0 3%
2 & OREZ R ARG LUGTE T VAMEE X, YEBEIZ W TR T
R, ERRoME - HEOR CHER NVZEMEICHAM R ER T2V E TRIENT, &
72, MSI-High 43 2555 - EIGEEE OT — 4% 2 & - RHENRpERET T v, Bl
BEBEOT —ZICEDSEMEINTRBEISET VAW 2 E 2. AH
3mglkg (KHE) Xi%240mg &A1 BV A~7 1mglkg (KE) % 3R TG Lz
BRI IR 7 22534 Ulen EHER S Tz,

R5 FAOEKWBE T A—F

ik - e | O Crinais Cougats Comsss Connss Cousss
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL) (ng/mL)
3 meke Q2W <35~52§ '7608) (10.17?'264.5) (17.21‘,"333.9) (75.1)1,3171) (27.612,'107) (42.717,'?27)
240 me Q2W 61.712,?03) (15~22?'354-6) (25-31‘}'4:7.8) (10;,5254) (41?57,'51;58) (62.11(,)9187)
10 melke Q2W (14;,9;19) (51.62f'739.2) (79.93),'?14) (33?,9232) (18421,1 1) (23;7286)

El:%'fﬁ (5%)?_:—'\,95%/'%) N Q2W : zﬁFﬁﬂﬁﬁﬁﬁ%\ Crnax : *ﬂ@&g'f&@%%ngquﬂ%g\ Chmind14 : *ﬂ@j&’ﬁ:"f&
14H E a:%”—é%'f&mﬁ%q](’%g\ Cavgd14 : ?)3@1%'55-%145 H if@ﬂii‘@ﬂﬁ%t{]@%g\ Cmax,ss . Eﬁ%%ﬂl
%H'é%%ml{jﬁ;qu%rg\ Cmin,ss . Eﬁ%ﬁﬁéi%ﬁé%{&ﬁl%qﬂﬁﬁ\ Cavg,ss . Eﬁ%ﬁﬁ&i%”’é#ﬁi@m?ﬁ
P

oz, RFORERMEYBRBETVEAFH LY I ab—2a il b, KA
480 mg % 4 I M RIME TG SUIREAGR O FYE « &% TG L7 BEOARAF O ik i
FEEDRRFRT STz, T ORER, KAl 480 mg % 4 HERKIE TG LB EFREICS T
LG FIRE (LT, [Cagss) &V, ) 1F, AHl 240 mg % 2 HE IR TG L
TeBRD Cavgss CHRIT D & PHIS N (FFR) o Flo. KAl 480 mg % 4 HE[FERHIFE T 5
LB O EEARBBICHIT D m Mg FIRE (LT, TCrass) &£V 90 ) 1E, AH| 240 mg
% 2 WG CHEE L7ZBED Chuaxs & L CTEEZ R T E RIS B OO, HAA
BEIZBW AR ER SN TWDHE - HE (10mgkg 7 2 BFRERTHRE) T
Bl a5 UTZBED Coaxss & B L TIREZ R E PRI (FHR) , Iz T, %o
FEIEICRB T 5T —ZICHES &, AAKI3mgkg (KE) it 240mg % 2 @B, #L<
EAH 480 mg % 4 WM MINE TR G L7-BROARK OBR TR & & A T etk & o
AT DIRESEE T VPR S L, YREBEICOW TR TSR, EREO
i - HEOB THIMEL V2222 T v & PRl ST,



K6 AFOEMERLRNT A —F

v - B Crnax Chmind28 Cavgd2s Cimax.ss Crnin.ss Cavess
(pg/mL) (pg/mL) (pg/mL) (ng/mL) (ug/mL) (pg/mL)

S meke Q2W (352 '760-8) <16-25750-3) (21 321 f3.9) (75.&?71) (27.612,'107) (42.717,’?27)

240 me Q2W (511%103) <23§?§21D <30252i19> (102?354) (41i2§58) (62i?%87)

50 mg QAW (10;?307) (15%3;;/9 (37iS;;u8> (14?}236) (27Zii37) (62i?%87)

10 mglkg QW (145322) (86.959,.?32) (10},1 ?48) (32;,9225) (18421,1 gos) (232,7277)

il (5%, 95%5) . Q2W : 2iAMIREIFE. Q4W : 4MAMEIRINE. Cmax @ FIEIHE G4 0D & ML i A
Cumindzs : PIEIEE 528 H BIZF 1T D FARIMIE IR, Caveazs : #IEIHE G428 H B & TOIIMIE PR E .,
Cruaxss © EHIRRBIZIUT D = MLIE IR L, Crminss © EFIRMBICE T D I MEIIE FHEEE . Cavgss : & HIREE
(2R 2 R i R



4. FEFRIZOWT

AFN OB G- DN H 72 BE &2 - FrE L. AFoF 512 ;DE%@E TEFRZRB LT
BRIZHRHET 2 Z ERMER D LFOO~Q@DFT X T &= Tkl THEHAT
RXTH5DH,

O MEFRITHOWVT

D1 Fid (1) ~ (5) OVWTIIEYT IR THD Z &,

(1) BEAFBRENEET 503 A2 REEEILSURBES (FE RS A B FGEEEIL AR
Hitek A3 A B2 LI RURE . MU A A BRI 7R &)

(2) FrERERERDE

(3) HBENTEAEDFRE T 20 AT (03 ARHEEIE TR, 23 AR
W 1REBE, DA EREER e &)

(4) ARACFRIEEZRE L, ARG L FRIEZRR 1| USRS L s R
2 Ok FEAEITSR D R H & AT > T 2 fiak

(5) PUEMEREESAILL G HEING O sk K AR D M 24T - T D itk

O-2 M - BN OALFHRTE K ORINE S8 BURF OIS 53 72 ik & R 2 R [
il (FROWTNNIEE T DEM) 23, SR ORFNCET 2RO BEMEE L L
TREINTND Z L,

*

o [ERIRFFISER 2 FOPWHEZE T L72RIC 5 FLLEO D ATBIROERIRIHE &2
ToTWHZ &, 55, 28U LT WARYREL L LIEERRIESZEOIHME %2
ToTWHZ &,

o [ERIRFFESE 2 FOWBIHHE ZE T LI2&IZ. ka0 ASMREZ 5T 5
FELU LD LI FOEM 2T o TN D Z L,

o [ERNEFFEUSH% 2 FOYHHEZIE T L7-&IC 4 FLLEDOKKEREZAG LT\ D
Z &, OB, 3FELLEIE., HIbESE O D A SRYPRTE & G e E b g T OB IRAHE &
IToTCWVWBHZ L,

© BENDOEEMFREBRDOMEHICONT

AR A 1 B BRICAEF 9 2 LA DS E S v, BUERAZED D OIFHRE D, A0 - &
é‘@’%ﬁ?ﬁ‘]‘%?&@ﬁ@ﬁ&m:%“ X D IRt AEFRNEAE LIS OWE
R FEPHLATON D BRI E->TND 2 L,

10




® BUER~DORIGICDONT
®-1 fEsx A B4 % B

BV PERTR R O BB R BIEA T L72BRIC, 24 FERIESIERIAHI O T, 2%k X
(TE R I N T B L2 AERICIS U CABREEL L O CT O FIER ORI &
FILREOFRERIY B D, EHITHISATRER AR A E > T2 Z &,

@-2 ERNEEEHICL H2AFELMNHICHET 2 EH,

DAZIRICED 2 M OB 2 A T A EREEFEDPRWERE=21V 7
EHEOIERDOAY ) —= T EHATOEIRE & fFHZ G TE 5 F— AEFRIKH 23V
ESNTWAZ L, B, BiEHEICHOWT, NABRE EZDOFEICHSIAmENT
WhHZ L,

@-3 BHEADOZWrox NI LT

BIVEA (MEMEMZEEIZIN 2 EEAEDAE, Odk. Tk, BT RARE., KIBX.
MBS, BEEO TR, 1 ABERA, BUERTK. ITAE, ITisneRasE . Tk, mfbminse
K. FAIRIBEEERE S T RMAMEREMREE, rhiklEE, BEE, RIEEE, Wk, BEEOKL
JERRE, FFRIMARZEFRE, infusion reaction, HEFE7cMygkmE, MERERIEMERE, Fik%.
Bede . WL DFPEROS . IR EME, DS (O FEME) - RIK - DM |
REFEREE, IS ML, BEALE) 1Tk LT, YikhEak U B R O BF P2 AT 5
R & HEE L (BUERA ORI L THRELM O EEZ TN &M H D =
E) L EBICHEY) R ALEDS TE ARG ESTWS Z L,

11



5. REMBRLLRDBE
(A2 L B9 % F 1]

@

@

TROBFIZBWTAFIEME G L OAK L A B A~vT (BETHIEL) & Of

A5 OFIENRREN TS,

o BAALFERIERITHEE L IRGUIBR AR R ST - R OEHE~ A 7 aYT T
A MRZEM  (MSI-High) A3 2546 - B EE

728, MSI-High #3252 LoV TCiL, =R~ (Bl fiz) oar =
A WiE (IGE4 - MSI AL~ & (FALCO) ) ZHWTHERT D Z &,

TREICEE Y T 5 BFITH T D AFN OG- K OfE AT IEIZ OV T, REIOF 2

WALENTELT, AFOBEGG L2270,

o TV I D URHEMESA XYV T TFUROA Y T IR
IRFZ X DIRIRE D I B

o iTRAHBIREE

o AYV AT GEETHfz) USAOTEEMELES & OFH L TGS S b BE

(ZzefEicBd % HH]

@

@

TRUCHEU T HEREICOWVWTIIARBORENED L INTWDLZ Enb, 51T
F oA ARG
o AHNDOREITI R UIBBUE DR ERE D & 5 BF

TBRATOFMIC IV T FREICZ ST 2 BH IOV TIT, AR OHRGIFHLE S

D, A OIRFRERIUL A 2 WG EITIRY | HEEICAKZEN T2 2L 2BETE D,

o HEMMZEEOEIH XIIB LD H 5 B

o MR AR CHVE R 2 58 D B K ONE B M o Hlc S i gk 2 <0 S e 1 i ¢
FEDORINZRIEMEZA LD IR B D B

o BOMEERBOAD, UXEMERZE L IXHFEMEO B CaEREEOBEERE O
bDHEE

o ERERBMEE (&R A 5T) Ob D EE

o OB EEAT L BE

e ECOG Performance Status 3-4 " 7 H 34

(6)  ECOG o Performance Status (PS)

Score

o o
JEFR

0

< MR LJEBTE 5, B E [F U HHAEESHIRZ <725,

PR E LUEBNIHIR S 228, BATATRE T, BAIEEE > TOEEITIT O LN TE D,
A N e

BATAMRECTH D OH DEY O Z L 13T X CTRIAEEBMEEIT TE 20, B D 50%LL EiX~ > R4 Tilh 29,

BONTZESOHEOEY OZ L LHTERY, BAFO 50%L L2~y R+ T,

E-S RS R S]

LB RV, BOOHDEY OZ L TERY, B2y RpfFFTlmI4,
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6. BEZELTHEEITREEIH

O IRASCEFITINZ, BEERGEES D IRAET 2 ERFMEIT D & ARHF O FeME & OV EffE
RO 7O B w2 o B L Co bR« 2 L,

@ JRWBALAICIENL D B ULE OFIEICH MR a2 HoaitA L, [E 215
ThoEETHZ L,

@ ERBEHO~RT AL MZDONT

MEMEMRERD LoD ZENRH DD T, RKFOEKGIZH T > Tk, BKIE
AR (PR RIS, ik, FEEVE) OMEFE R OSSR X A O %, Bla 145
AT 2k, Fio, BEIR U THES CT, MiF~— —%0iE 4z £ 2
Z &,

AFN O EIZEE D infusion reaction (2 2 TEARFIZ 72 %D TE 5 UE
HxAT> 7 ECBt 2 2 &, £72.2 [B1H AR O AHAI$ 5-FF1Z infusion reaction
NHLONDZ L bHDLDT, KFERE R OAFEGHHE T HIT A Z YA
YEWET %, BEFEOWREE 2B T 52 L, 70, infusionreaction &
FEHL LI A IR, AT oMK QYRR ERICIEE S 5 TRE L 0Bl
T5Z &,

FRIRBERERR S . T EAEREREE R ORIBFEERH 5oiLd 2 &03H 5D T,
AFN D ¥ 5B hERT M O G-I I E IR N sténeia & (TSH, I##fE T3,
R T4, ACTH, I 2o —VEORIE) #4252 &,
AFNOFEEIZ LY | WEOREFINTERRE T 5 L& 2 BN DHER 2 RREHIE
DHLOLNDZENHD, BENPRBOOLNTGEITIL, BELLEFRIIS L
B 72 ek & Rk 2 e O Al & i U Cl bl A BRI W 21TV B o
FOGT X 2 BWER 2N g0 2551213, AFIORFES TP IE | K OEIE BB 7R
NWEVRIORGEEZZET DL, Ied, BIBEERLVEOREIZEDAEIE
MOYEEDTRD HNRWGEITIE, BT BE A /VE o LSO 52 8l oo 1B n
HEET D,

BeGA&T %, BOEM N OHE I ARGE L T O REIERBRRELT 2 Z 83 H 5720,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 RUBEIRI (BE | AUBEIR 2 5 de) b bbb, BERWES 7Y R—2 &
ICEDLZERHLOT, M, Eul, MRHFEOIEROFEHC MAHE D -7 12+
SEETAHZ &, 1 RN LN SE TR G2 HIEL, 4R 8
HlOF 5 E DY L AEZITH Z &,

BUENT 2. AR, ITHREREE . ITR. B{LEEERRH DN ZLnd D
DT, EHIIITERERE LTV, BEOREZ H3ICBET 52 &,

@ AKFNOEERABRICIBWT, HERBES 24 BT 6 M Z & F LRI, 125
M EICERMEDFME 21T > TV Z & 2B ARG I E B A
TRHROMEREITH Z &,
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EEERHEEST A RFA v
=R~ 7 (BinFr#Z)

(BR7E4 « A7V —AREFE 20 mg, 7P —RRHFEHE 100 mg, A7 P—
AR ERE 120 mg, A7V — R K EE 240 mg)

~ BRI~

S22 A8 (Ff445 AUET)
JBAFEE



ER/N

1. 1IZU I P2
2. AANOFE. (FRET P3
3. ERIRRE P4
4. Jigklzo>WT P14
5. H&EGXREMDEE P16
6. WHIZEEL THETNEHH P18



1. IILBIC

RIS OF M  ZRMEDOREROTZ DI, U SCEFIZE S W2 E AR D
BND, S5, IHEOREEMOMEAIC L0 | FURESR G 72 & OFH0 72 5L E R
FPEZRBDARIND T T, 2O OERMNZ EICHNERBFITRMLT 5 2 L BBED
PR & 72 o TR Y RIEMBGE S & YR O BT EE 2016 CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOMHORE(LHEZXS Z L L ShTnd,

BORVERAMFERR L, KEIERASCL 2T 0 7 7 A VDBBEEOEIRSL & D IR
RHZENDD, DD, HMEROLZEMEIZET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L 7B I B 2t & D 2 & AN AHE /e — 1 O B i 7= 3 R SRR BE i A
THZEREHEETHD,

L7eRoT, KA T A4 Tid, BABERELZNE TICHELN TV EFITH -
BEE RN S-S & | LT O EIR GO il 70 (5 2 HEE T 2 8L b B e Bk &%
TR O EEHE R~ T,

I, ARIA BT A %, MSIATBAE NEIE N EREIR OIS, AR HENRR
BRI o, —AFEETE N B RS IRNBHE S, FrEFEEFNEENE N B R EE T2 O W
Job EERR LT,

RGe L 7 BEIRS, - A VR ERE 20 mg, A7 U — R SEETE 100mg, 4
— R EIEEE 120 mg, A7 Y — R IR 240 mg (— %4 - =
=7 (Bl FH#z))

REERDPMETAER - ARIGUIBRARGE AT « PRI D RIERE
RIEFEB T DI AR L

REERDMEROHE . <ARIGUIBRREEHEST - FFORIENE >

W, A=A~ T BB Z2) & LT, 1[\240mg

Z 2 BRGSO 1 [B] 480 mg % 4 3 R RIE CATEEET 5,

fOFEEMIEEA & O 25613, @, RAIZIZ=A1r~7

(Bl z) & LT, 1[H240mg % 2 BN, 115 360 mg

% 3 B FEIREIRR S 1 ] 480 mg % 4 3 [ s CRim it 5,

< BRI BT DIFE BRI >

HWE, RAZE=Rr~T7 (B #iz) & LT, 1[E 240mg

% 2 R RRE ST 1B 480 mg % 4 IR CARERET 5, 7=

L. BEHMT R VAMETET S,

L /INBPSEL T kR US4

et
(5
=
Sl
M
o




2. AHNORK. VERBF

A7 — AR R EHE 20 mg, R EE 100 mg, AL ERE 120 mg K OVRLAHE
FE240mg (—f4 : =R ~7 BB, LT, TRAL Evo) id, /NEE
MTEMASHEAX LYy 7 24 BTV AL =AY —X 27 A7 (BMS) #)
235PA%E L7 & K PD-1 (Programmed cell death-1) (ZX%F3 5 & M IgG4 £/ 7 v —F /L4
KTh s,

PD-1 1%, &M L L2 38k (T A, B MR N F 2 T % 7 —T fifn) LKOVE

BRI R BT 5 CD28 7 7 X U — (T Ml OIEMHAL Z i BhHIZ IE & AUZHIE T 2% 2
T ICBRT 2R AR TH D, PD-1 IFHURIRRHIILIZIEELT 2 PD-1 U K (PD-LI1
K OVPD-L2) EfEA L, U SERICMEINES 7L R LTV o REROIEE L IRREZ
BIZFHRET L CTWb, PD-1 U W RiFHURE MBI B b O & 22 G/ 588
LTk, BMERAMREEE) LU LB TS PD-L1 OFEBL L IEDELF
HM & OMICADHBEBFRN & 5 Z & HE I TWns (Cancer 2010; 116: 1757-66)
F 7o B JE S CIXAREE T AN EET DA v X —T = a2 H >~ (IFN=y)
IZ& > T PD-L1 OFIANFHEEI N, BB L7 EEMARIZI T D PD-L1 ORI LIk
ALEWIR & ORI EDOFBARRN 5 & DO#HE S & 2% (Sci Transl Med 2012; 4: 127-37)
X 51T, PD-L1 Z 3Rl RHE S B8 AT, FURRRA CDS BHME T Miia o Hifa &
FEME AP S 525, PLPD-L1 HUAT PD-1 & PD-L1 & OfEAZET D & Z O
EEIGEREIE T 5 Z ENRENTWND, DI L&D PD-1/PD-1 U 72 RERE&IL, 23
AR HURRF A e T MM OWEBEEZ BT 5HFD—>o L LTEX LT
Do

AN, FEHRBROFE R S PD-1 OMasEE (PD-1 U 7 RFEAHEIE) ITREE L.
PD-1 & PD-1 U T REDREEZILET S Z LI2X 0, BATURFFRN e T kDI
PEAL K OV AR IR k9 2 AR TG M 2 58 5~ 5 2 & CRefci e PuiEgsh iR 4 k9
ZENHERR STV D,

IS OFEN S | AFNTEMEER ) 2 B 2R EIC R0 55 b0 L MIfF S,
BiEmEE NG L UBRRBRZ B L, A, Rtk OERERHER I N,

AHNOVEREFAZ LS < B DORE N L DEWERZ%N S 5 b, EEXIIETIC
BLHAREMEN D D, AFNOE G H R OEE#ZITIE, BFOBELZ 01470, BEDR
D BTG AITIE, BB LT FRICIE U= MR 22 ke & B85k 2 R DR Ah & s L Ciil
GIZRBERIR W 21TV, IBE OSERISIC K D EWER NS 2551213, BIBRE AL
T UHIOE G LD RE Z1T O LERH D,



3. HRIRPGE

O AACFPRIER I\ THEE U - ARIGYIBR R AEZR T - BRSO REE ., ORE®BICBIT 5
WML, KOO L HRIERIGIE ORIR IR RE /2T - B8 ORIEE O7KGRREC
I 2 AT o 72 B2 EERRER O lE 2 T,

[ 5hE]
O [EERLFEZE B (ONO-4538-24/BMS CA2094737%5%)

7 oAb BV 2 VU RPUEMIEE A N OV T T 8E 2 G DO RAL IR IR ISR S X
A OARTEEIRANRE 72 AT ST FF78 D FE e FE 38811 (A AR N B 27401 % & e, AH|
RE193M . SHRAELOSM) At BRIT. # ¥ RPUEMEIEER ( F& & vk ik
R U HAXR) R E L CARHI240 mg 4 238 [ RIS CAEEE LT & 2 oa &
Otz et Lz, EEFEEE ©H 2 24 MM CLF, ToS) twvw)H, ) (i
il [95%(EHEX[H] ) 1%, AFIFET11.17 [9.99~13.73] & H . %I HE#E C8.54 [7.20~9.89]
HATHY | REFEIRRECR LG FERICEBERIEEZ R LT (¥ — KE0.79

[95% 5 #E X 1] : 0.63~0.99] . p=0.0381 [JE%llog-rankfiE] )
¥ NE XX RLKIPIZ OV TIXTS mg/m? & BRI R TErRN LG, X7 U Z BT D0 T,
100 mg/m? & 7R 2191 7 L L LT, %1, 8, 15, 22, 20K U36H HIZEHRNFZGT5 2L & &

77
1.0
0.9
0.8 —a— AHIE
0.7
_O-- Y88
G o-- JEREE
% 05
0.4
0.3
0.2 Shmea
--oeooe - 5
T @eng 2R RS R oy
0.1 .
e L 5}
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36
at riski E7FEARI(A)
AFE 193 170 158 139 120 105 89 77 65 55 38 20 13 10 6 4 3 0 0
POzt 195 182 157 116 100 79 66 55 48 39 26 16 11 6 2 1 1 1 0

K1 OS ® Kaplan-Meier Bt (ONO-4538-24/BMS CA209473 FRER)



@ [EEIEFEE MR (ONO-4538-43/CA209577745k)

WTRIE PR LT I K 0 W B PR5E 2282 (LU, TpCRY W95 ,) @D B
TR T2 B O BE794 5 (HARNBFE 63 BilxEde, AKIRE 532 i, 77
YAREE 262 Bl) EXRHRIC, T TR ERRE LTARHK] 240 mg & 2 BHEFE T8 A (16
), 20% 9 BIHE @ EIHEELGO 2 EFEZ) 206 480 mg & 4 1 IR A E

(&K 12 WAM) L& 20FIMER DL LB Lz, FEFHMIEE Th 5
AAFHIR] (PR [95%(EHHIXH D) 13, AAIRET 22.41 [16.62~34.00] WA, 77 &R
TET 11.04 [834~1432] WA THY . AAMHIT 7 VAREEH LIRHFRICAH B IE
FExRLE (A — R 0.69 [96.4%(E#E XM : 0.56~0.86]. p=0.0003 [J&5!| log-rank f5#
Eo

*1 ALEFRIEDO LY A 2 R OV BR#E1E1L. National Comprehensive Cancer Network (NCCN) X &
European Society for Medical Oncology (ESMO) DA KT A LAHE U 7= AR ER 0> 3 i [E] 313 sk
BT DIEMEIRIR AT D) 2 & & &z, T L, (PRI ASRUERESEAZ S5 LY A v
st

*) ¢ T4 OB TR TS C. American Joint Committee on Cancer (UL F. TAICC) &5 ,) RSy
H (B TR 12ESL ypTl LEX T ypNI BLETH D Z & EEFR I,

*3: MIEIZWIRE IS AJCC o 8 (B8 7 b)) 12355 < BRPRS A D8 SO I oo £ (S B A FR<)

T EE B A& I &3 DR LB XTI S AN bz,
4 FIRIC LY ER S SRR S U BE AN ST,

09 { 1 —— K HI#
08 { ™ -o-FS5uRE

Bt HE S0

0.2 -

0.1 -

0.0 T T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

AFIEE 532 430 364 306 249 212 181 147 92 68 41 22 8 4 3 0
77t REE 262 214 163 126 96 80 65 53 38 28 17 12 5 2 1 0

X 2 ERAFHIE O Kaplan-Meier BB (ONO-4538-43/CA209577 3ER)




® [EREILFRSIAERE (ONO-4538-50/CA209648745R)

(L FIERTE IR ORIRYIBR AR RE 22 AT - A8 O RIEREEFT970 ] (HARANESE 394
lzgte, KF+A Y L~772 (LT, INIVO/IPL] &9, ) #3256, AHKI+~7
AT T T UK AT T F Gt b RES (LU, INIVO/Chemo) &9, )
FE32L M, AT VRNV ATTF o rwai b5 E (LLF, [Chemol &\
9e ) BE324 ) Z 41T, Chemo Z X E LT, NIVO/IPI J2 T NIVO/Chemo DA%
PR OVZ M A Et Uz, EEFHMIE B X, tumor proportion score™ (LA N, [TPS) &
VWD, ) ZI%ERICE T D EEEA M (LI, [PFS) &9, ) KR0S TH Y |
BIREHMMEE & S ITT £HICEBIT 5 PFS KON 0S st Sz, FDfE5., TPS=
1%EERA K ONITT £MICEB 1T 5 0S 12T, NIVO/IPI B K T NIVO/Chemo #f13% Chemo
FEZRE L. WA B RERE 2R LTz,

1 PR IR A 1T B\ CRAE B RS I RRE B (RICRE R ME) LBk S,
KEIWR, RES~DH LR EEERED R VEE N R & S,

¥ . A 1A 3 mghkg (KE) % 2 BEIBIE. (VU A~7 GHfsFH#2) 18 1mgky (KE) %
6 WM C AR Lz, DHRRERICBO TR, AREENICES L, (B A~ (GG
TAHURZ) IEAFI OB EHT H S 30 5 EORIEE BV TR G & Bith LT,

*3: 48 AE 1A 7 vE LT, AAILIE 240mg % 2 BN, 74 8a T 20 800 mg/m¥ H %4
PA VO LIHENS5HEET GHRM) . VAT TF 80 mgima &Y A 7D 1 HEICE
RN G- LTz, AHI AL PRIEE R B ISR ST 25013 AR 2 B 5 L, 74Tl
B AT T F NIARFNOEER T 236 30 5L ERIRZ B\ TG 2B LT,

4 JEIBHLERICIS 1T B PD-L1 2 %81 L7 M a8 5 b 5514 & Shiz,

1 APHEOKE Q0214 1A 18HF—FH > b47)

TPS= 1%*E ] ITT 4£H
NIVO/IPI #f NIVO/Chemo #f Chemo # NIVO/IPI # NIVO/Chemo #f Chemo
(158 #) (158 #1) (157 #31) (325 #) (321 f) (324 )
?j;;f 4.04 6.93 4.44 2.92 5.82 5.59
[2.40, 4.93] [5.68, 8.34] [2.89, 5.82] [2.66,4.17] [5.55,7.00] [4.27,5.88]
[95%CI]
prs Y RK 1.02 0.65 o 1.26 0.81
[95%CI] ™! [0.78,1.34] *2 [0.49,0.86] * [1.04, 1.52] [0.67,0.99] *
p fi" 0.8958 0.0023 0.0355
(7 K (0.015) (0.015) - - (0.015) -
(i{al)) ' ' '
T;ﬁf 13.70 15.44 9.07 12.75 13.21 10.71
[11.24, 17.02] [11.93, 19.52] [7.69, 9.95] [11.27, 15.47] [11.14, 15.70] [9.40, 11.93]
[95%CI]
os PR 0.64 0.54 o 0.78 0.74 -
[95%CI] *! [0.49,0.84] *¢ [0.41,0.71] *7 [0.65,0.95] *8 [0.61,0.90] *
*5
(giﬁ Kt 0.0010 <0.0001 o 0.0110 0.0021 -
= (0.014) 0.005 (0.018) (0.009)
(i) (0005

Cl: fEHXM, *1 : TPSZ 1%HEM Tix ECOGPS (0, 1) K UM=#hgas@d (1 @ELLT, 2@l L) ZEHIE T & L7z @Al Cox i~
F— RET /L, ITT HEMTILECOGPS (0, 1), #xfhEas@ (1 @ELLT, 2@ L) RO PD-L1 FEURIL (TPS= 1%, TPS<1% ik
HIEAHE) AR & LERI Cox I NY— RET /L, %2 0 HEAKMEIKHE L7z 98.5%CI X [0.73,1.43] Thotz, *3: FEK
LT L7z 98.5%CL 1% [0.46,0.92] Th o7z, *4 : HEKEITHIS L7z 98.5%CLix [0.64,1.04] Tho7z, *5: J@5I log-rank f&E
(Cox Hefl Ny — RET IV EREROBRIRT) . *6 : FRMBITIZI T 2 BKEEICKIG LTz 98.6%CI 1% [0.46, 0.90] Th-oiz, *7:
H AT (2 381 DA B K MBI L7z 99.5%CT 13 [0.37,0.80] T o 7=, *8: FHEIMRNTICIS T DB B KHEICHIE L7z 98.2%CI 1% [0.62,
0.98] Th otz *9: FRENTIZIS T 2 H BKEICKHE L7z 99.1%CLI% [0.58,0.96] ThH o7z



3

1.0 -
09 \‘
0.9 }\
2= —= 08
5 0.8 S Vo
g 07 2 07 LAY
= 5 S o6 A \-‘\1 ‘O/C I
3 06 | NIVO/IPLEE § X X, ~ I:I]\ O/Chemofif
3 os S 0s b P, 7
s s Y
204 204 *o m"-"»—-._,\_‘_
3 3 ‘o A
203 3 03 +
s 3 /o=
a a /
0.2 0.2 v i fe
oy Chemofif - " =)
0.1 i T s 4 0.1 + = = =
0.0 0.0 L
T T T T T T T T T T T T T T T T T T T T T T T T T ?
0 3 6 9 12 15 18 21 24 27 30 33 36 39 0 3 6 9 12 15 18 21 24 27 30 33 36 39
Bl i A 3 2 i b
Number of Subjects at Risk RIEBBIHTHOOBE () Number of Subjects at Risk REREFIRLOHE ()
NIVO/IPIE NIVO/Chemo#f
IFB 136 116 98 89 63 50 40 3 20 1 9 a4 0 158 143 129 105 88 70 53 36 22 16 a4 2 0 0
Chemo®% Chemo®f
157 135 105 72 52 36 21 12 8 4 2 1 3 0 157 135 105 72 52 36 21 12 8 a 2 1 1 0

X3

OS?DKaplan-Meier#if (ONO-4538-50/CA209648345%)

(TPS=1%%£M)

1.0\';
0.9 Y
»
3 2 07
@ @
s = 06
§ o
3 3 os
s s
2 2 04
3 3
203 203
3 iz 3
& 02 Chemolff ©ioio
0.1 0.1
0.0 0.0
T T T T T T T T T T T - —T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
e (14 3a B 0 Bl FiF i

Number of Subjects at Risk RIERSM TP OOHE (A) Number of Subjects at Risk RIERBNT L ORM (7)
NIVO/IPIE: NIVO/Chemo#%

325 274 232 191 166 129 97 77 55 33 22 12 6 0 321 293 253 203 163 133 92 60 40 26 12 4 1 1 0
ChemoZf Chemo#¥

324 281 229 171 131 93 56 a 23 9 5 2 1 0 324 281 229 171 131 93 56 41 23 9 5 2 1 0 0

X4 OS®DOKaplan-MeieriifR (ONO-4538-50/CA20964875%)
(ITT4£H)



o o
= o
1 1

Probability of Overall Survival
5
1 1

0.04

(PD-L1 FEBLR IR D A 5 1H)
[E B[R 255 A FRER (ONO-4538-50/CA209648 iAER) ICHLA AN HNI-BEDT —H
IZHS & | PD-L1 OFBURIBNCIAT 24T > T A ME RRAI 7RI 2 G de) M OVZE4A

PEDOFREFITILL TOERBY TH -7,

NIVO/IPI } OF NIVO/Chemo (2B L T, PFS KT OS DWW FHIZE W TH TPS<1%D

FBF M TIE Chemo & bblg U 72 IERAHEIIFED Lo 72 (3% 2, 5),

723, PD-L1 OFBLRMIZ L BT, KFOLZ2MET v 7 7 A VITFREETH > 72,

F 2 TPS<1%DAHEEDRI (ONO-4538-50/CA209648 #ER)

TPS < 1%£E "1
NIVO/IPI Bf NIVO/Chemo Ef Chemo #%
(164 ) (163 1) (166 %)
Tﬁf 2.83 5.55 5.75
1.68, 4.1 4.44,6. ) .
PES [95%CI] [1.68,4.17] [4.44, 6.93] [5.39, 6.97]
NP — Kk 1.45 0.95
[95%CI] *2 [1.13, 1.88] [0.73, 1.24]
?jﬁf 11.96 11.96 12.16
10.09, 16.03 9.86, 15.54 10.71, 14.00
oS [95%CI] : ’ ] [9:86, J [ ’ J
NP — Kk 0.96 0.98
[95%CI] *2 [0.74, 1.25] [0.76, 1.28]

Cl: B, *1: PD-L1 HI/EREETH - - BEIIRI ST, *2 : FE=EHI Cox

N — FET L

Chemoltf = 77

NIVO/IPIFE

3]

Wl

0.4

NIVO/Chemo#¥

Probability of Overall Survival
1

0.0

T T
0 3

6 9 12 15 18 21 24 27 30 33 36 39 42

Number of Subjects at Risk MEVE A 5 MR ()
NIvorriE 164 136 114 91 75 64 45 35 22 13 11 3
ChemoBt 166 145 123 99 79 57 35 29 15 5 3 1

5 OS ® Kaplan-Meier Hi#R (ON0-4538-50/CA209648 3X5%)

T T T T T T T T T T T T T
0 3 6 9 121518 21 24 27 30 33 36 39 42
Number of Subjects at Risk AR s o ()
2 0 0 NIVO/Chemol¥ 163 150 124 98 75 63 39 24 18 10 8 2 1 | 0
0o 0 0 Chemolf 166 145 123 99 79 57 35 29 15 5§ 3 1 0 0 O

(TPS<1%%H)



[Z4tE]

O [EEEILFEEMFEFE (ONO-4538-24/BMS CA209473 75k )

BEREGIIARAIRE 172/192 1] (89.6%) . *FHARE 192/194 5] (99.0%) (258 Hiv, iR
BRIE & ORFBIRNEE T X WA FHGITAFIRE 129/192 41 (67.2%) | <t HEEE 185/194
B (95.4%) IZFBD HAVTZ, WT IR THILEN 5% L. EORIERIZFR3I D LB T
HoT,

F 3 WTNHDOFETRIEEN 5%, LOBIEA (ONO-4538-24/BMS CA209473 7AER)

%k (%)

SISR= YA
el AT TR
- 192 {3 194 {51

(MedDRA/Jver.21.1) 4> Grade Grade 3-4 Grade5 4 Grade Grade 3-4 Grade 5
2EIEA 129 (67.2) 33 (17.2) 0 185 (95.4) 127 (655 2 (1.0)
KGR X OV MRk =

FIB 23 (12.0) 1 (0.5 0 27 (13.9) 2 (1.0) 0

% ) FERE 17 (8.9) 0 0 9 (4.6) 0 0

BB E 3 (1.6) 0 0 97 (50.0) 0 0
— % - REREER L OGN OIREE

FEER 15 (7.8) 1 (0.5) 0 16 (8.2) 0 0

95 97 14 (7.3) 1 (0.5) 0 42 (21.6) 9 (4.6) 0

sV 9 (4.7) 0 0 44 (22.7) 0 0
ERAR R AT

U > SEREOR D 4 (2.1) 2 (1.0) 0 18 (9.3) 12 (6.2) 0

I HRERER D 3 (1.6) 1 (0.5) 0 75 (38.7) 58 (29.9) 0

H i BRE R 2 (1.0 1 (0.5) 0 72 (37.1) 46 (23.7) 0
H ke

T 20 (10.4) 1 (0.5) 0 17 (8.8) 2 (1.0) 0

PN 5 (2.6) 1 (0.5) 0 24 (12.4) 1 (0.5) 0

{5 M 4 (2.1) 0 0 16 (8.2) 0

TN 4 (2.1) 0 0 31 (16.0) 1 (0.5) 0

i - 1 (0.5) 0 0 13 (6.7) 1 (0.5) 0
o WABE

FOIR BRFEREAS T 4E 17 (8.9) 0 0 1 (0.5) 0 0
JEYSE B & OV A HUE

FitiJ g 3 (1.6) 1 (0.5) 0 11 (5.7) 6 (3.1) 0
R L OseklEE

RARIEER 15 (7.8) 2 (1.0) 0 52 (26.8) 9 (4.6) 0
MiRE LZ Y S REE

2 ifi 4 (2.1) 4 (2.1) 0 47 (24.2) 19 (9.8) 0

I H BRI E 1 (0.5) 0 0 36 (18.6) 27 (13.9) 0

FEEWE L BR R i 0 0 0 20 (10.3) 20 (10.3) 0

H Bk Jg A iE 0 0 0 16 (8.2) 14 (7.2) 0
E R B L O ARk E

R 2 (1.0) 0 0 21 (10.8) 1 (0.5) 0

5 P9 2 (1.0) 0 0 17 (8.8) 1 (0.5) 0
TSR IR E

R B 3 (1.6) 0 0 14 (7.2) 0 0

KR = 2 —r R F— 1 (0.5) 0 0 47 (24.2) 1 (0.5) 0

K= 2 —a RF— 0 0 0 21 (10.8) 1 (0.5) 0

7RI, AFBEC IS T FRIEAEREE 22 1 (11.5%) | BEECREMRIE/ I 4/ $F—15
B (7.8%) . JFHRERET 13 6] (6.8%) . FVEIMEMGZE 12 1 (6.3%) . #RERETE 8 fi



(4.2%) . EEORERES 46 (2.1%) . HEE LW 3 4] (1.6%) . B 241 (1.0%) .
ERelEE 2 1] (1.0%) | % 161 (0.5%) . RIBZK - /IMEZ - BEED T 1 4 (0.5%) .
TEAEEEREE 1 5] (0.5%) K ONinfusionreactionl ] (0.5%) i bz, £7-. &
FEMEESNE, (DA, Mk, VAUBEIRIE, T A4, i bPERRE 2k, RIEHERERE= . Mk -
BERE S, FRARMARZERE, EE 2R, MERE RIEMRE, kL, R, SE 5K
M OVLEREE TR b o 7o, AREWERIFEBLRDUIEE S S (RRIR AR 23
o) ZBUEERETRT,

@ [EFEILFES MRS (ONO-4538-43/CA209577 5R5R)

HEREGIARFIRE 510/532 1] (95.9%) . 77 & AHE 243/260 ] (93.5%) (28 HiL,
TR & OREBIR NG E T E WA FHGIIARAIRE 376/532 5] (70.7%) . 77 &R
¥ 119/260 ] (45.8%) (2R3 HALIZ, WI L DRETHELRD 5% Ll EORIERIEE 4
DEBYTHoT,

K4 WDTNHORETHREED 5%LL LORIEA (ONO-4538-43/CA209577 #RER)

p1% (%)

CENIPNG |

R, zliﬁﬂfiﬁ 77 ’z{n“i‘ iEd
o 532 15 260 4

(MedDRA/Jver.23.0) % Grade  Grade3-4  Grade5 4 Grade  Grade3-4  Grade 5
2EIEH 376 (70.7) 71 (13.3) 1 (02) 119 (458) 15 (5.8) 0
H kS

T 88 (16.5) 2 (0.4) 0 39 (15.0) 2 (0.8) 0

L 47 (8.8) 0 0 13 (5.0) 0 0
FERGF KO ALk

9 FENE 53 (10.0) 2 (0.4) 0 9 (3.5 0 0

K95 52 (9.8) 4 (0.8) 0 10 (3.8) 1 (0.4) 0
—i% - B EEL LOR5H
NEDIREE

97 90 (16.9) 6 (1.1) 0 29 (11.2) 1 (04) 0

0 ) hE 28 (5.3) 0 0 4 (1.5) 0 0
R AR AR A

TARGEURT I b 29 (55) 2 (0.4) 0 10 (3.8) 0 0

TR T =T —BEM
oAk 5

PR IR REA T 50 (9.4) 0 0 4 (1.5) 0 0

FROIR BB RE T ESE 35 (6.6) 0 0 1 (0.4) 0 0
B R B & OSSRk E

RAIA 30 (5.6) 1 (0.2) 0 4 (1.5) 0 0

I, ARAIBHZ IV CRR I RERE 89 i (16.7%) . FFHEREFREZ 49 B (9.2%) . #
PRBETE 35 41 (6.6%) . BERUAHRAARAE 33 61 (6.2%) | [IEMENGREE 26 151 (4.9%) . Lok
[R5 11 5] (2.1%) . infusionreaction 10 5 (1.9%) . EEOREREE 8 i (1.5%) . &
BEREREE 7 61 (1.3%) . KRiGZk - /MG - EEO NHI7 61 (1.3%) | iT% 4 41 (0.8%) .
D 361 (0.6%) . FIFHEREREE 3 61 (0.6%) . 17AUBEIR 141 (0.2%) . HRimAe
FERRIE 1451 (0.2%) . AL 161 (0.2%) KOMWER 141 (0.2%) RRD LN, £, 5
E MRS, TRRMAHERERES ., BUEFR, RS, ik, %, LEREEIEER,

10



NRAE G JRIFERPS, RECZ I, SERERRME e, B 2 i e b &U\H%ﬁ% - BRI ITB 0
Siieo T, ARWERMFBIURILIBEEFR (RARAEMRE 25T) 23 RatlA
%‘fﬂ—_\“j‘o

@ [EERELFESEIFEEAER (ONO-4538-50/CA209648 7X5R)

HEFEGIT NIVO/IPI B 316/322 5] (98.1%) . NIVO/Chemo #¥ 308/310 {3 (99.4%) .
Chemo #¥ 301/304 5l (99.0%) (258 Hav, JRBRIE & ORERBNEE TE WV aES
4113 NIVO/IPI £ 256/322 15 (79.5%) . NIVO/Chemo #F 297/310 f5 (95.8%) . Chemo
B 275/304 1] (90.5%) IZFBH LTz, s, EHERAFFHLIL NIVO/IPI BE 214/322

(66.5%) . NIVO/Chemo #¥ 180/310 4 (58.1%) . Chemo #¥ 128/304 il (42.1%) 1238
Sy g

WD DOFE TR 5%LL EORIERIZRS DLk ThoTo,

£5 DTNLOOBETEIEN 5%LL EOBIER (ONO-4538-50/CA209648 3R5R)

B (%)

%z% Ko NIVO/IPIFE NIVO/Chemo# Chemo#f

(je JDRA/Ver. 23.1) 32214 3104 30444

“4Grade  Grade 3-4 Grade 5 “4>Grade  Grade 3-4 Grade 5 “Grade  Grade 3-4 Grade 5

2FIVER 256 (79.5) 102 (31.7) 2 (0.6) 297 (95.8) 147 (47.4) 1 (0.3) 275 (90.5) 108 (355) 3 (1.0)
MigE LY > REE

i, 12 (37) 2 (0.6) 0 93 (30.0) 30 (9.7) 0 67 (22.0) 17 (5.6) 0

L AR 0 0 0 29 (9.4) 8 (2.6) 0 20 (6.6) 7 (23) 0
P53 A R

R R HE TUMESE 20 (62) 2 (0.6) 0 7 (23) 0 0 0 0 0

FR B RE A T E 43 (13.4) 0 0 18 (5.8) 0 0 0 0 0
B Wk

5% 7 (22) 1 (0.3) 0 59 (19.00 2 (0.6) 0 66 (21.7) 1 (0.3) 0

T 32 (99 2 (06 0 60 (19.4) 3 (1.0) 0 46 (151) 6 (2.0 0

L 26 (8.1) 1 (0.3 0 182 (58.7) 11 (3.5) 0 158 (52.0) 8 (2.6) 0

Bl P 14 (4.3) 0 0 98 (31.6) 20 (6.5) 0 71 (234) 5 (1.6) 0

A 18 (5.6) 4 (1.2) 0 56 (18.1) 7 (2.3) 0 49 (161) 9 (3.0 0
—f% - EHFREER X OG- ELOREE

ST 7 (22) 1 (0.3) 0 20 (65 2 (0.6) 0 17 (5.6) 2 (0.7) 0

5 29 (9.00 4 (1.2 0 61 (19.7) 7 (2.3) 0 50 (16.4) 11 (3.6) 0

ek 12 (3.7) 0 0 50 (16.1) 1 (0.3) 0 45 (14.8) 0 0

EIBE 0D 28 5 4 (1.2) 0 0 33 (106) 8 (2.6) 0 26 (86) 4 (1.3) 0

RV 0 0 0 17 (5.5) 0 0 12 (3.9) 0 0

N 26 (8.1) 1 (0.3) 0 8 (2.6) 0 0 10 (3.3) 0 0
TR r

Z;i;i‘zt{%f/ 25 (78) 7 (2.2) 0 18 (58 2 (0.6) 0 8 (26) 0 0

T ARG RUERT I

FF7vA7=7—¥H 29 (90) 4 (12) 0 16 (5.2) 2 (0.6) 0 6 (2.0) 1 (0.3) 0

n

L7 7 F = 8 5 (1.6) 0 0 39 (126) 1 (0.3) 0 32 (10.5) 1 (0.3) 0

E;i:g;/ 79 0 0 0 19 (6.1) 0 0 9 (30) 1 (0.3) 0

1 R ERE D 2 (0.6) 0 0 65 (21.0) 25 (8.1) 0 52 (17.1) 24 (7.9) 0

i AR A 6 (1.9) 0 0 36 (11.6) 3 (1.0 0 32 (105) 5 (1.6) 0

= i BRI 3 (0.9) 0 0 43 (13.9) 11 (35) 0 28 (9.2) 6 (2.0) 0
Riis L OseaRlEE

{KF ~ U T AlfE 9 (2.8) 8 (2.5 0 29 (9.4) 17 (5.5) 0 19 (6.3) 9 (3.0 0
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Bi%e (%)

A BIR A

SokaE NIVO/IPI#E NIVO/Chemo# Chemof
(M;;DR Adver. 23.1) 322431 31041 304451
“4Grade  Grade 3-4 Grade 5 4=Grade  Grade 3-4 Grade 5 “>Grade  Grade 3-4 Grade 5

AHIEER 19 (5.9) 5 (1.6) 0 132 (42.6) 13 (4.2) 0 130 (42.8) 9 (3.0) 0
R S PR

R4 4 (1.2) 0 0 19 (6.1) 0 0 17 (5.6) 0 0

K= 2 —nmXF— 1 (0.3) 0 0 20 (65 2 (0.6) 0 15 (490 1 (0.3) 0

ﬂ;ﬁ*ﬁ@%:lﬂm\ 103 0 0 2 (84) 1 (03) 0 16 53 1 (03) 0
Bk L OUREREE

BB RERE 1 (0.3) 0 0 9 (2.9 0 0 17 (5.6) 0 0
MRk, oEREs L OMERRRE

Leo< Y 2 (0.6) 0 0 42 (13.5) 0 0 53 (17.4) 0 0

Jitifi 2% 20 (6.2) 7 (2.2) 0 15 (4.8) 1 (0.3) 0 0 0 0
FER I K OV T Rk

Jit S 2 (0.6) 0 0 31 (10.0) 0 0 32 (10.5) 0 0

Z D FEIE 43 (13.4) 3 (0.9 0 23 (7.4) 0 2 (0.7) 0 0

% 55 (17.1) 7 (2.2) 0 24 (7.7) 1 (0.3) 0 5 (1.6) 0 0

7235 NIVO/IPI BEIZ 35\ T HLIR I RERRE 5 70 41 (21.7%) | JIFR§RER 3 42 51 (13.0%) |
PR AR 26 Bl (8.1%) | ARAUFIALARIE, I A xF—23 ffl (7.1%) . T E{LHERER
#2141 (6.5%) . FIFEHEREREE 17 6] (5.3%) . fhfRefEs 16 4 (5.0%) . HEDKE
& 14 5] (4.3%) . KIGK - /MEZ - EEO T 10 5] (3.1%) . infusion reaction 9 il
(2.8%) . BHgREREE 8 B (2.5%) . T 661 (1.9%) . LEkEE 6 #] (1.9%) . 174
BEIRIA 4 61 (1.2%) . BER 461 (1.2%) | iz 2 61 (0.6%) . Loz 2 6 (0.6%) . J&
L2 (0.6%) . 5& Mk 14 (0.3%) . BELMEARE 2 161 (0.3%) . &M 1 41

(0.3%) . EERMKEE 14 (0.3%) . FFlkmARZERSE 161 (0.3%) MUK - BEE
% 1B (0.3%) BRD BN, £io, EEMEE, BUEFZE, A2, mERERER
B FERE M ORIFERBEIIFR O B 720> o 72, NIVO/Chemo FEIZ 35\ CTHRERUT BlIE 2
A /3F—03 5] (30.0%) . FhiEREE 83 5] (26.8%) . FEHEAEREE 74 1 (23.9%) . AFHE
REFSSE 32 51 (10.3%) . FIRAREERERE 30 5] (9.7%) . MVEMEME A 18 4] (5.8%) .
KGR « /MG - BEEDO T 8 il (2.6%) | RIEHEEERE 6 61 (1.9%) . infusion reaction
6% (1.9%) . HEERMEERFED 5 F (1.6%) . LIEFEE 461 (1.3%) | R ZERSE
3% (1.0%) . FEMAHERERE 2 4] (0.6%) . 1HUHERS 2 6] (0.6%) . 5 & 9K 2
Bl (0.6%) . HEED &R 141 (0.3%) KOYESL 14 (0.3%) 2358 Hivie, £,
EIEFERE, DR, Tk, BUERFSR, AL, IFZ, (LMEARE K, Nk - B,
MERERFEMERE, M. BEA. IRIFERSE K OMEE M IEER 0 bz o 7o, REIWER%E
BURDLIIEE S S (BRMAEERT 2 51) 2B OEHERE =T,
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(it - HE]

AFNOREMARYEEET LV EFHA L2V 32— g 2k, KKl 480 mg % 4
MR CTE G LIZBEOARA O MG R IREDSHRET S, OS5, A 480 mg % 4
TR TG L EROE FIREBICR T 2 FME FIRE CLF. TCags) &V 9, )
1%, ARHI240mg % 2 IR TG L72BRD Cagss & FEIT 5 & TRIS N (FR)
F7o. KK 480 mg % 4 IR THE G L7 BROEFIREIZB T 2 femiiig FiRE (B
Ty [Crmaxss] &V, ) 1, &Kl 240mg % 2 EFFRE THEG L7ZBR D Craxss & HEE L
TEEZRTETFRISNIZEDOD, ARNEZ IO TEREMERHER STV D HE -
M (10mg/kg % 2 BHIHE THRE) TARAZEEG LTZERD Craxss & Hl U TR A2 7R
FTeTHlEn (FFR) . MAT, EHOEEICKIT 527 —2I12HE5&, KK 3 mgkg

(AHE) £72iL240mg % 2 HEFERIFE, & L < IEAFH 480 mg 4 4 @ IR T G- L 72 BR
DAF DUk iE & & AN AL RN & OB Z Mt 2 BEESUGT T VDR S L, Y
BEZ OV TREIDM TR R, BRI - 2O TH R L OVE I
7RI E RIS, £2, BIEBEBEICBIT ST — XD EIMEE L REN
JSET VAR LT, A4 3mgkg (2 HFMBTHERS) . 240 mg (2 @ HI[#E T 5-)
1% 360mg (MR THRE) LAY A~vT (BEHHEEEZ) 1mgkg (6 3H[H MR
TE) ZO0FH LB OAIMWER Vet 2 et L7c iR, ERto Mk - RO TH
R R OVZ MR R A R IT e & TRIES N2, S 51T, AH| 240mg (2 EFHRRT
Feh) X% 480mg (4 MMM TR E) LLFIRIEZ DR L2 BEEOAME R O 2 2%
a7 R, ERCo E - 'O TH DK O Z 2 MR EZRIT RV & PRIS
i,

K6 FHAOEMEENT A—F

M - Cmax Chnind28 Cavedzs Crnax.ss Chinss Cavg,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL) (ug/mL)
3 ke Q2W (35-521 .760-8) <16-§?§0-3) (21.321 ?(1)3.9) (75.1){3171) (27.612,'107) (42.717,'?27)
240 mg Q2W (51.712,'103) (23.33?.539.0) (302&?.670.9) (10;,5254) (41 .857,.}1358) (62.11(,)91 87)
480 mg Q4w (10;?207) (15.25?27.4) (37.?)3,.;)4.8) (14§,1 g36) (27.751,.?37) (62.11(,)91 87)
10 mefkg Q2W (14é,9;22) (86.959,.?32) (101,1 ?48) (323,9;5) (18421,1 Z3‘03) (232,7377)

i (5%, 95%,5) . Q2W : 2 EMIMIFGE, QAW : 4 EMIHING. Cmax @ PIEIHE 514 0 fe s L7 R
Chrindzs : PIEI#5-1% 28 H BIZI 1T 2 R ARMIE P IR, Cavgazs : FIEIFE1% 28 H H £ TOXHMIE PR

FE. Crmaxss 1 EFIRBEICIS U 2 e i F RS . Cinss : EHOIRERIC IS 2 I AR IE PHEE, Cavgss 1 EHIR
BEIT IS 1T 2 -4 AL 37 i
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4. FEFRIZOWT

AFN OB G- DN H 72 BE &2 - FrE L. AFoF 512 ;DE%@EW%%%ﬁLk
BRICKHET 2 Z ERMER D, LFOO~Q@DFT X T &= T\ THEHAT
RXTH5DH,

O MEFRITHOWVT

D1 Fid (1) ~ (5) OVWTIIEYT IR THD Z &,

(1) JEAEFBRENSEET 503 ABEEEEILS RS ERE RS A SRR I SRR
Hitek A3 A B2 LI RURE . MU A A BRI 7R &)

(2) FrERgREIRbT

(3) HBENTEAEDFRE T 20 AT (03 ARHEEIE TR, 23 AR
W 1REBE, DA EREER e &)

(4) IRALFHERE AR E L, SOREE L RIER R | XIS RIES b AR R
Bl 2 ORfieg AAEITAR D a2 1T > T D fitiak

(5) PUEEMEREEE AL & BN OO i g L HEI AR B B H 21T > T B Jitiak

D2 EEB ORI ORI RBI ORI 15728 & P O (TR
DUVFIAN ST DI 75, HLBHEFOAFN BT 5 WEOHES & L CRES
RTVBZ L,

#

o [ERIRFFISER 2 FOPWHEZE T L72RIC 5 FLLEO D ATBIROERIRIHE &2
ToTWHZ &, 55, 28U LT WARYREL L LIEERRIESZEOIHME %2
ToTWHZ &,

o [ERIRFFIASE 2 FEOWBIHHEZE T LI2&IZ, Wbam OB ASMREZ ET 5
FELU LD LI FOEM 2T o TN D Z L,

o [ERNEFFEUSH% 2 FOYHHEZIE T L7-&IC 4 FLLEDORKKEREZAG LT\ 5D
Z &, OB, 3FELLEIE., HIbESE O D A SRYPRTE & G e E b g T OB IRAHE &
IToTCWVWBHZ L,

© BENDOEEMFREBRDOMEHICONT

3R A 1 B BRICAEF 9 2 LA DS E S v, BUERAZED D OIFHRE D, A - &
é‘@’%ﬁ?ﬁ‘]‘%?&@ﬁ@ﬁ&m:%“ X D IRt AEFRNEAE LIS OWE
R FEPHLATON D BRI E->TND 2 L,

@ BIER~DORIEIZONT

@-1 FEERAHIZBE S 5Bl
[PV PR B O BHE R BIE 2L L72BRIT, 24 FRRIEZIEIKHI O T, 2ikiiax X
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TEHERI R I BT, B LZAIERIZS U TARRE L O CT £ 0 ITER ORI 4
FERREOEENY HRIZEON, EHIZHIGTRERERNES> WD I L&,

@2 EERFE L 2AFBLAMNICET 2 EM:

ARSI D B 2 gk K O e 2 BT D BRI FEENEIERHT=2 1) v 7
EHEOIERDOAY ) —= T HATOEIRE & fFHZ G TE 5 F— AERIKH 23V
ESNTWAZ L, B, BIFEHIZHOWT, NABRE & ZDOFBEICHDITEAmMmENT
WhHZ L,

@-3 BIEA DB ISIZBI LT

BIVEA (MEMEMZEBIIN 2 EEAEEDRE, Odk. Tk, BT RAREE ., KIBX.
NS, BEEO TR, 1 BNERA, BUEATR. ITAE, ITisneRasE . Tk, i bminse
K. FARMRPRRERE S . TEMABERBREE, phitbad, BEE. BIRREE. MRk, BEEDK
JEREE ., HARMARIEIRAE, infusion reaction, EFEZR MRS, MERERIEGRE, .
e . BE D% ROR, IR, OlEREE (O EHME) - IRIK - D= EAMGHET ) |
IREFEREE, IS ML, BEALE) 1Tk LT, YikhEak U B R O BF P2 AT 5
R & HEE L (BHERA ORI L THREM O EEZ TN &M H D =
&)L EBHICET) R ALED TE HIEH RS> TWD Z &,
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5. B##ExBL s BE
[Bh IR+ % 1]
O TROBEICBONTAFOEIENBRIES N TN D,
o T btV 2 VURHEMEEAINL N T T H & G e LR RICR
5 SR OIRIEYIBRARE 2R HES T AT R OB B E  ORAIHM 5.
o INAMEFIEHRREIEIC LD pCR 233D B T il Otk B (ORHA
Hpe 5
o ALFEIERIGE ORIGUIBRAGE /R HELT - B OREEEE (NIVO/IPI #5300
NIVO/Chemo #% 5-)

@ [EFRILFEFH MRS (ONO-4538-50/CA2096485-5%) (28 T, MR & SN b2
1% (Chemo) Hifft & ki LT, NIVO/IPIH 5- 3L IENIVO/Chemo s 5- DB WA /R S
TUW5, 7272 L. NIVO/IPIEE-SUEINIVO/Chemo & G- DWW Uz B8V T b | LA
B & el U CEERAERFRORIENE L 22HEANRBD LI (p11EH) | *
7-PD-LIFBLRIL (TPS) (2X 0, ARMWENELR DEAIRIBEIN TS Z & (pb~
8 M) M5, PD-LIFB R LR L7 L CAAIBR GO RGO 5 2 ENEE L
VN, PD-LIFEELE 1% A (TPS<1%) ThH D I & DR SN BEITB VT,

AFIUS OIEFEEIRE B HEET D,
*REFNOBWH L LT, 524 : PD-L1IHC 28-8 pharmDX 4 =] 2NERBEN TN 5,

® TRICHNST 5 BEIHT D AA OB 5 ORI SO Tk, AR O R

et SNTE P, AFOBERG L5 R,

o IR R TV ARVRIBUIRR AR AT UL IS O BT R B A
g

o RTINS L LC OBy

o HFRTHBNRIEIC K 0 pCR BSER BV BET R S BIRIE & LT
E

o BB & LT OMOERIEEA L oS

(22 B4 2 F ]
O TRICEYT 2EFIZOVWTIEIAROR GNP EZE SNTWDH Z b, 5 %217
bipnz b,
o KHIDRSTI KT LIBUE OB ERE D & 5 i

@ RERTOFHMIZIB VT RIS T 2 BREIZ OV TR ARG ITHELE S uZe
D, MOTEFRFE N e WIGEICRY | HEICAREZEH T2 L 2BETE 5,
o MEMMEEOAIXIIMEDOH 5 EBHE
o g AR A CHIE R 258D D B K ONE B M 0 FUR Bl 2 <o R g M fiti 2%
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FE ORI LD IR B 5 B

o ACOREERBOAOE. XHIEMERZRE L < IXERMEO B R B OB ERE D
b5 EE

o BB ME (&M@ HEL ST Ob b EE

o BB IBEEEE T HRE

e ECOG Performance Status 3-4 /"0 D Hi&

(ED  ECOG & Performance Status (PS)

Score | EF

0 | &<MERIEEHTE S, BT LlFE U R EAERPHRZ AT D,

PRREIZI LUEBNIHIR S 225, BATAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

BATRARECTH A O OEY O Z LT F N THEEIZBERTTE 20, HHP D 50%Lh Eid~y R Tl 25

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL EE Xy R+ T2 d,

AW

ELENT RV, BAOHFOEY OZ L34 TERY, BEICy R+l I4,
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6. BEZELTHEEITREEIH

O WASCEZEITIN 2, MEREEE DR 5 GRS 1T -5 & ARHF O Frit M OV 1Efil
RO DI HLEIMERE T3 ICEMR L T oA+ s 2 L,

@ TBRIEBRIAICHENI G, A T Z OFEIETH MR a2 453 L. & 4215
ThoEEGET5HZ L,

@ ALFFRIERIGR ORIGUIBR R RE/2HEAT - B ORIEREIZIHB UV TIEL, PD-L1 FEELE L
B Lo ECAR 2 S0t BEO AR 2 W35 2 &2 E L3, PD-L1 JEHL
FEPERTERWIGAICIE, AAZ S Ot HRE OGS 2@ oIl L LT b
THZ L,

@ FERBEWEHO~RT AL MTOWNT

MEMEMERER D LOND ZERHDHDT, AFOEGIZH T > Tk, HKIE
R (PRI IR, ik, FEENE) OfER &L O X i o i, Bl5x +57
179 2 &, Fo, BLEIZSUTHEE CT, MG~ —F —E0OMAEL EfMT 5
Z &,

AFN DO EILEE D infusion reaction (2 2 TEEARFIZ 72 %D TE 5 UE
i aAT > 7 L ChMRT 5 2 &, £72.2 [ B BB OAFHI % 5-FFIZ infusion reaction
NHLOLNDZEHHDHDT, KAE M OARAF G TRIT AL Z YA
CERET 5%, BEOWREBEL+H2ICBIET 52 L, 723, infusionreaction &
FHLL725A 121, B TOMEE R OYERA ERICEE T 5 ThREZ +oils
T5Z &,
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