I FHHEE T A KT A
=A< (B z)

(WFe « A7V —RAHEE 20 mg, 4 72— R S HE 100 mg, 4 72—
RN ERE 120 mg, A 7Y — R SR HE 240 mg)

~EBEE~ A 7 YT T4 PRZEN (MSI-High)
EHT DN - EE A~

bt

S22 H (5445 HUET)
JE A G



ER/%

S o

T U®IZ

AFN DR, MRS
A IR AR
FaER Iz DU T

EECD O B AN N

BOICE L TRHET & HIHA

P2
P3
P4
P10
P12
P13



1. Frwic

RIS OF M « ZRMEDOREROTZ DI, U SCEFICE S W2 E AR D
Hb, SHIZ, IFEOREHNNOEAZ LV | FUREI S 22 & OFEF 72 Frdi /e Ak
FFEHRMDPARBENDLH T, 20 DOEEKGNZ BICHLER BT IR 5 2 L PR
PR & 72 o TR Y RIFMBGE S & YR O B T8 2016 CEAL 28 4 6 A 2 H MRIRE)
IZRBWTH, FHERLEOHHAOREHEEZX S 2 L& Tn5,

BELE R S T, B EHS R 2T e 7 7 A VRBEF O ES S S B S R
RHZENRDDH, ZOD, AIMELROLZEMICET D 1ERN 2% 5 £ TOR,
YKEEGOBELR ZIT D2 RSN BEICH L TEMHT L & &bl BIE
FFEBL LT BRIC B ekt & & 5 2 & DA AEEZR— & O B % jiii 7= % B < fE A
THIENEETH D,

L7eRoT, KA T A4 TliE, BRBERELZNE TICELN TV A EFITH) -
BHRR RHICEEDS & | LU O EIES O feii 70 2 HEE T 2 8LE0 6 B B & %
TR OEEREERT,

I, RIA BT A %, MSIATBAE NEIE G ERE IR OHE, ASHEEANRR
BRIR IR oy . —MRAEETE N B ARERIR NEHE 2 M OVt FE N A AR IR RS2 O /)
Db EAER LT,

RGe L 7p HEIRS, « AT VR AEHE 20 mg, A7 U — R SEETE 100 mg, A
DR R EE 120 mg, A7V — RS EE 240 mg (— %4
=ARn~=7 (BlafHiz) )

KGR ERDIREIHE « DSAACFIRERL I U - IR OB R RE A T - R O EEE ~
A7 aYT T4 bRZEME (MSI-High) ZH% 2505 « EE

WG ERDMEROHE - @% ., RAIIZ=RL~7 GEa##z) & LT, 18 240mg

% 2 WM SUE 1 ] 480 mg % 4 E [F IR C i e T 5, A
vl A~x7 (Bl FH#z) ORI 25015, 8. AIZIE
=R~ 7 GEEFHHZ) & LT, 118240 mg & 3 38 R
T4 BT D, TO%, =R~ 7 (Ea#kz) &L
T, 18] 240 mg % 2 F# I REINE XX 1 5] 480 mg % 4 A FFRE TR
WEHET 5,

B N IE ¥ F DB TS

(23%)

MSI-High 63 2 #15 - EEEICBET 5 v — AR A sifidiik somg (—f#4 : A BV A

~7 (Bl z) ) ORESUINE. HIELROH &

2h HE 1 2h B DS AACFIRIEL I CHE U IR Y BR AR RE AR YT - RO BMEE ~ A
7 aYT T4 AREEME (MSI-High) ZA9 55505 « B

AEkOCHE: =RL~r (BEnHEfz) Eoftficksne, @, LA
AY A~T (BEafffiz) & LT1al 1 mgkg (KE) %23
[FRME T 4 AR EHET 5,

2



2. ARHNIOFHE. 1EREST

A7 — R AR ERHE 20 mg, [FATEERE 100 mg, FAGEEE 120 mg K OVNE S ERE
240mg (—#4 =R ~7 GBIEETM#Z) o DAT. TRAL Lno, ) 1, /M
MTEMASHEAF LYy 7 24 BTV AL =AY —X 27 A7 (BMS) #)
235PA%E L7 & b PD-1 (Programmed cell death-1) (23 5 & Ml 1gG4 £/ 7 v —F /L4
hKTh b,

PD-1 1%, &M L L2 Y 38k (T A, B AR N F 2 T % 7 —T fifn) KOVE
BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z i BhHIZ IE & BUZHIEE T2 2
T ICERT 2B AR TH D, PD-1 IFHURIRRHIILIZFELT 2 PD-1 U 4 K (PD-LI1
KONPD-L2) EfEa L. U RERIZIEIMES 7 F 2 fmizE LT v REROTEHEIIREZ
BIZFRET L CTWb, PD-1 U W RIFHURE SIS B b Ok & 22 Gk 588
LTk, BMERAMEEE) LU LB T 5 PD-L1 DOFEBL L IEDEF
HH & OMICADHBEBR & 5 Z & HE I TWwb (Cancer 2010; 116: 1757-66)
F o BB AR TSR T MlaS AT 24 X —T 2 B v~ (IFNy)
IZ& > T PD-L1 OFIANFHEE I N, BB LSRRI T 5 PD-L1 ORI LD
AL & ORNCIEOHEBARIR R & 5 & D H & 5 (Sci Transl Med 2012; 4: 127-37) .
X 51T, PD-L1 @5 H S H -3 AMiaid, PUsRFER CDS Btk T M o il fafs
TEMEZ 59 S8 545, $1 PD-L1 /KT PD-1 & PD-L1 & OfEGEET S &2 OHIN
EEEENREIE T 5 Z EDNRENTWD, D Z LMD PD-1/PD-1 U 2 REEEIX, 7
AR TR R A7 T MM O OB A BT 5HFD—2 L LTEX LT
Do

AFNZ, FEHRBROFE R S PD-1 OMasEE (PD-1 U 7 RFEAHEIE) ITREE L.
PD-1 & PD-1 U T REDREEZEILET S Z EI2X 0, BDATURFFRN e T DI
PEA K O AABIRNE k9~ 2 MRS TG M 2 58 5~ 5 2 & CRefc e PuiEgsh iR 4 o~ 9
ZENHERR STV D,

IS OFEN S | AFNTEMEIER ) 2 B 2R EIC R0 55 L0 L MIfF S,
R - B R xR & LT ERIREBR A e L. A 2ME, et O R
iz,

AFNOVERMSFAC IS B OIS X DRIERZEN S b b, EE LTS
BLOAREMEN B D, RANOE G- R ORE#ITIL, BFOBILEL 0147V, BEDNR
D BT AITIL, B L2 5T U B M7 ik & RRBR A FF D AN & Edfs L Chil
IR 8BB4 T V) B OSIERISIC X D EIERA N S b 5 HA 10T, BIRRE RV
T UARIO B O YR AE 21T O BN D D,



3. ERIRAHT

S ARG I U T IR YIBR AR 4T - R OBMEE~A 7 a7 74 bR
ZEM (BLF, [MSI-Highl &V 9, ) 26T 280 - ERE O AGRRHC R 21T - 72
F R EERRBR O & T,

724, TMSI-High ZH 3 28#%) 1ZBL T, TPCRIAIZLY MSI-High & ¥IiE S/
B #BXT D854 (k%) 121X TMSI-High (PCR{5) A+ 54 L& L, DNA
IAV y FEEBEPEHE L TV Z AR SN BEZERT 256 (K%) . T
7pH TPCRIEIZ XD MSI-High & fIE S L7z B sty (LA, [HCY
EVI, ) HEBICRY IRV vy FEEEHE KR (LI, TdMMR] &9, ) LHESN
7 HE | A BN 58A1C1E IMSI-High 243 % ) & #7 L7z, THC #I2 L 5 MMR
i & PCRIEIC L D MSIBHE D — %1% 96.6~98.7% UV Tl 5 = &% NHME ST
W5,

(B 2]

VAN T FHFRER (CA209142 #kBR) 072

(A EEAR P )

{LBFRIEIE D & 5 ) {5 UIBR R RE 72T « ¥ dMMR ¥ X% MSI-High (PCR
) ) AT DR - BRI 74 Bl A2 %I, AAI 3 mykg % 2 W A
L7z, FEIMETEA TH DR (RECIST A4 K74 > 1.1 U3 < 5B ET
EERIHIEIC K 558828580 (CR) XIEEZe%h (PR) ) OFERIE. 31.1% (95%EFFIXH :
20.8~42.9%) Th -7,

(ED | 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.: ] Mol Diagn. 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197-203

(2 CA209142 BEROWEHD 2 — LD 5 b, ALFEIEFIED & % MSI-High % 49 2 515 - B0 % %4 &
L7zadk— MCBITAAREMBEERLOAR LA E) A~T GEETEBZ) & OFRBEEREORERIC
DT REH,

W) Q7 ALY VL RPUEMEEA L OOAF4 U 77TV UIA U ) 7 5 B AR & ST |
DU EDLEERIERO B D EBENH SR E ST,

G BRI T IC 35 L IHCHRIC L 0 2 2~ v FEE # > /327 Tl % MLHI, MSH2, MSH6 /3 PMS2
DT IPDOREBLTRD B2 NEEIZ AMMR &CHE S L7z,

GES) MR & 0 Bl &7 DNA IZB\WT, 5 RO~ A 7 0 YT 54 h~—h—E MRS L T 54
AT, 2FEEU Lo~ —h—Zo\W T, 6 L Lo~ A 7 aYT T4 h~—D—EfExtg LT 55
(2 30%LL LD~ —J1—IZ 2\ T, PCRIEIC X D YA XD EFE DK S hiz3546 12 MSI-High &HIE S
77



#F1 REBREDRLOEZFE (CA209142 HlR)
(RECIST ver.1.1. AZMWEfRMT I S4EM . RBREEERHEIE. 201648 A 10 HF — % b~ 4 7)
Bl (%)

= IN NS
BREATR 74 B 53
5222550 (CR) 0 0
wor7Exh (PR) 23 (31.1) 19 (35.8)
@7 & (SD) 29 (39.2) 21 (39.6)
# 47 (PD) 18 (24.3) 10 (18.9)
ERIRENE 4 (5.4) 3 (5.7)
7% (CR+PR) 23 19
(2%@3% [95%(EHEXEP] (%) ) (31.1 [20.8,42.9] ) (35.8 [23.1,50.2] )

D AR AR %2 BT RER O 5 B, A lC & W MSI-High (PCR) 2H 7%
I EDMERR S N, *3 : Clopper-Pearsoni%

(KAIEA Y h~T (EfnfHaz) & OpFHES)

{LBRIERE D & 5 Y IR YR RE 2 HELT - R D dMMR #% 3% MSI-High (PCR
W5 Y BT DA - B RE 119 Bl 2RI, AK 3mgkg KO B Y AT (E
R 2) 1 mg/kg Z R BIZ 3 MMM T 4 BLAGEERE L7, K3 mgkg % 2
IR CaiiE Lz, EEFMIEE CTh 58803 (RECIST 74 K71 > 1.1 fRIZH
D ABRERERMHEIEIZ X 2588285 (CR) XUFE4 2% (PR) ) OfERIT. 54.6% (95%
1EHEXR : 45.2~63.8%) TH o7z,

2 EEBREDRLOTEDFE (CA209142 FHiER)
(RECIST ver.1.1, HZMEMAT I S4ER, IGBR(TEEMPEIE, 2001747 H 6 AT —% 1> b4 7)
Bl (%)

=N R NA
RREATR 119 {1 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)
RRENE 3 (2.5) 2 (3.2)
7£%) (CR+PR) 65 39

(%‘%iﬁ% [95%(EHEIX ] (%) ) (54.6 [45.2,63.8] ) (62.9 [49.7,74.8] )

D FRDPERRRT R GRAERH . %2 ARVMERRIT R REE 0 5 B AT L W MSI-High (PCR) A9 %
Z LR ST *3 : Clopper-Pearsonik




[Z241]
VAN I FHERER (CA20914238k) 02

(ARF B 2 5-)

AEFEZRIT 7174 1] (95.9%) IZRO B, 1EEREE L ORREENEETERVWASE
HGL 51/74 B (68.9%) (ZFRD BTz, FEBHEN 5% LORWERIZTERD &0 T
HoT,

3 FHEDN 5%LL EORIER (CA209142 3K5r) (2 MEfRT TSR4£ M)

ZEERIR A B (%)

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

T 16 (21.6) 1 ( 1.4 0

G 7 ( 9.5) 0 0
— % - EFEER X OGO

95 17 (23.0) 1 ( 14 0

) RE 5 ( 6.8) 0 0
R AR AR A

U —EH8n 9 (12.2) 6 ( 8.1) 0

AST 41 5 ( 6.8) 0 0

ALT #n 4 ( 5.4 1 ( 1.4 0
727 —Bm 4 ( 54 2 ( 27 0
FERE ¥ J OV TRk R

& O PEIE 10 (13.5) 0 0

SIS 8 (10.8) 0 0
RN IN A2 5 ( 6.8) 1 ( 14 0

B2 I i J 4 ( 5.4 0 0

7ok, MBUHREIE/ X A 3T —6 B (8.1%) . NTHERERETE 6 5] (8.1%) | PhfkRETE 5
B (6.8%) . FUARIREERERESE 5 61 (6.8%) . infusionreaction3 %] (4.1%) . FEHEREFEE
361 (4.1%) . KRG - /G2 - BEO THI 3 B (4.1%) . FEEOZEREE 1 4] (1.4%) |
B RERERETE 1 5] (1.4%) MOWER 161 (1.4%) DB bivTe, £7o, MEMEMZEE,
FREMEERE, DR, ik, VEUBEIRA. T4, TR, s bPERRAE 2. T Ieiipéng
PR Mok - B, RS ZEME, BEERMKES ., MERERIERRE, %, 5&
I MESe, OEREE . RS I K OYEFLITER D Lo 7o, AREIVEAFEBLIRILIL B E F
% (BRREEEE 25T 2E50HEERE T,

(KA VY A~T (Bl FHfaz) LofEHxkE)

BFEELIT 118/119 1 (99.2%) (238D v, BRI L O RBEURNEE TE WA
EEHAT 87/119 B (73.1%) IZFED BTz, FERMN 5%LL EORIERIZT FRO LY
Thol-,



F 4 FEHEEN5%LLEORIWER (CA209142 35R) (2 PEMNT R SR EM)

FRERIRHE BilE (%)

FEAGE 11941
(MedDRA/J ver.20.0) 4 Grade Grade 3-4 Grade 5
2EIEH 87 (73.1) 38 (31.9) 0
Mgk LY R REE

2 ifn 8 ( 6.7 3 ( 2.5) 0
PR A=

FOIR B R T E 16 (13.4) 1 ( 0.8 0
R B p RE LA 13 (10.9) 0 0
e

T 26 (21.8) 2 ( 17 0
G 15 (12.6) 1 ( 08) 0
i3 8 ( 6.7) 2 ( 17 0
I i 8 ( 6.7 1 ( 0.8) 0
H A Hz A 6 ( 5.0 0 0
—i% - BEFEER X OB SENOREE

YT (17.6) 2 ( 17 0
FEEN 18 (15.1) 0 0
I e ( 5.0 1 ( 0.8) 0
AU TN PR R 6 ( 5.0 0 0
R AR A A

ASTHI AN 17 (14.3) 9 ( 7.6) 0
ALTHEN 14 (11.8) 8 ( 6.7) 0
Y —F B 10 ( 84 5 ( 42) 0
R L Ok E

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

RA A 6 ( 5.0) 1 ( 0.8) 0
PRI E

SHIR 7 ( 5.9 0 0
MR R, MESEs & OMithR S

fitiigi e 6 ( 5.0 1 ( 0.8) 0
FeIE B X OV T fRbE =

7 9 PR 20 (16.8) 2 ( 17 0
Je 95 13 (10.9) 2 ( 17 0
B iz fi 8 ( 6.7) 0 0

7ok, FURIRBEREREE 24 7] (20.2%) . JFHREREE 23 5] (19.3%) . FfERIESE 16
B (13.4%) . BEBUHREIRIE/ S A /)F—13 #i (10.9%) . MEMEMEE 7 6] (5.9%) .
BREREREE 6 B (5.0%) . BIEHEREREE 6 5] (5.0%) . EEDOEEREE 5 H] (4.2%) .

infusion reaction 4 4 (3.4%) . KK -

2N

HEDOTH 46 (3.4%) . TEEHKEE

FEE 3 41 (2.5%) \ P2 3 6] (2.5%) | (CoMiREE 161 (0.8%) | fikiZe - BliSE 1 61 (0.8%)
KOWER 141 (0.8%) 23380 Bavre, £, BIEFBEIAE, LR, gk, 1 BBEIR.

IRINE=N

BEAEVERRAE 28 SRR AR ZERRIE . B0 MiEiEE | MERE RIEMRE, i, 5

E o MEge. Mg, BEFLITERD b e h o To, AREWEAFREBURDLIEER S (FRRHR

HERT 2 al) ZateBEitiiRe =T,



[Hik - HE]

AR OREMEYBETT L EZFHA LY 2 2 L— 3 42k v, AK 3 mgkg (K
) NIE 240 mg & 2 WM TG L2 EROARF O MG PR E DS BRET Sz, £ 0fk
. KA 240 mg B H UTZBROBREE EIT. AH 3 mgkeg 25 Lo BROBRE R & g
LCREEZ =T & TFHIENTZbOD, AARNBEICBWNTHAEERNHERINTWDH
% - A& (10mgkg % 2 BRIFIR TR L) TARFIZ &L LB OREE & & g L CkE
oy Tlsn (THR) . Mx T, EHOBEICBIT LT —2ICEKSE, KA
3mgkg ((KHE) % 240mg % 2 M MIRINE CHL- L7-BEOARF ORER & & Ao 3R
2 & ORE Z RS A IR SUGTE T UAMEE X, YEBEIZ OV TR T
fEs, ERLo Mk - HEOR CTHRME R O L SMEIC MR 2R3 0w E TS, £
72, MSI-High 43 5555 - EIGEEE OT — 4 2 & - RHENRpEET T v, Biia
BEBFEOT —ZICEDSEMEINTRBEISET Vv E W2 E 2. AH
3mgkg (KHE) XiX240mg & A BV A~ 1 mgkg (KE) % 3 @MW TG LZ
BRI IR/ 22 R34 e EHERl S Tz,

%5 AAOEYERE T A—F

ik - g | O Crindis Cougals Comsss Conns Covass
(ng/mL) (ug/mL) (ng/mL) (ng/mL) (ng/mL) (ng/mL)
3 meke Q2W (35-521 .760-8) (10.17?'264.5) (17.21‘,"333.9) (75.1){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) (51.621'739.2) (79.9(?,?14) (33?,9232) (18421,1 1) (23;7286)

L (5%43,95%5) « Q2W : 20EEIHIRE. Cmax : FIEIHRG-14 O B @ MG PIREE. Crminaia @ FIEIR 514
14H E le’ﬁéﬁﬁlﬁl‘%q](}i%gx Cavgd14 . %D@&E‘ﬁél‘“a H i«c@j‘_ﬁi@ﬂﬁ%[{j@%g\ Cmax,ss . ﬁﬁ%%ﬂl
%H'%)%%ml{%‘:qu%rg\ Cmin,ss : Eﬁ%ﬁﬁéi%ﬁé%{&ﬁl%qﬂﬁ%ﬁ\ Cavg,ss : Eﬁ%ﬁﬁ&iﬁ”’é‘?i@m?ﬁ
R

IHiz, RFOREMEYBRBETVEAFIHALIEY I ab—2a il b, KA
480 mg % 4 I M RIME TG SUIREAGRO YL « &% TG LB OARA O ik ik
FEEDNRRRT STz, T ORER, KAl 480 mg % 4 HERKIE TG L7-BEoOEFIREICH T
DEMIEFIRE (LT, [Cagss) EVVO, ) 1F, AHl 240 mg % 2 HHEFIIR TG L
TeBRD Cavgss CHRIT 2 & PHIS N (FFR) o Flo. KA 480 mg % 4 HEFE IR T 5
L7eBROEFEARBICHIT D m Mg FIRE (LT, TCrass) &£V 90 ) 1E, AH] 240 mg
% 2 WM CEE L7ZBED Chaxs & L CTEEZ R T E RIS N OO, HAA
BB AN ER SN TWDHE - HE (10mgkg # 2 BB THRE) T
a5 UT2BED Cuaxss & 0 L TIRAEZ R T & FRISNE (FH) . AT, #E%D
FEIEICRB T BT — 2 I2HES& . AAKI3mgkg (KE) it 240mg & 2 @B, #L<
EAH 480 mg % 4 WG TR G L7-BROARKN OIR TR & & A T etk & o
R DIRESST T VPR I L, YZBEIC OWTRE M TR, ERio
i - HEOB THIMEL ORI 2RI v & PRl ST,



K6 AFOKMERENT A -4

v - B Crnax Chmind28 Cavgd2s Cimax.ss Crnin.ss Cavess

(pg/mL) (ng/mL) (ng/mL) (ng/mL) (ug/mL) (pg/mL)
S meke Q2W (352 '760-8) <16-257f0-3) (21 321 f3.9) (75.&?71) (27.612,'107) (42.717,’?27)
240 me Q2W (511%103) <23§?§21D <30252i19> (10§?354) (41i2?58) (62i?%87)
50 mg QAW (10;?307) (15if;;xn <37ff§2u8> (14?}?36) (27Zii37) (62i?%87)
10 mgkg QW (142?322) (8622?32) (101}?48) (323?225) (18i}§03) (2327277)

il (5%, 95%5) . Q2W : 2iAMIREIFE. Q4W : 4MEMEIRINE. Cmax : FIEIHE G144 0D s ML i A
Cumindzs : PIEIEE G528 H BIZHE 1T 2 FARIMIE PR, Cavears : #IEIE G528 H B & TOIIIMIE P E .,
Cruaxss © EHIRRBIZIT D icm MLIE FHIREE . Crminss : EHIRRBICI T D I MEIIE I, Cavgss : & HIREE
(I B ) M3 R EE



4. JasRIZHOWT

AFN OB G- W 72 BE &2 - BrE L. AFoF 512 i@E%QEW%%ﬁﬁLk
BRICKHET 2 Z ERMER 7D LFOO~Q@DFT X T &= T\ THEHAT
RXTH5DH,

O {4 1ANE

D1 Fio (1) ~ (5) OWTHNITEYT DM THDH Z &,

(1) BEAEFBREDEET D03 U2 REEEILEIRPE S (BRIE TR S A2 O HEIL RUw P
HU A3 A RS FEEE LS RRE . HUEY AR RIRBE 7R &)

(2) FrERERERRT

(3) HARENTERENFDEE T D 03 VB HREEERRT (D3 A HER EIRbT, 03 A2
WIEBE, 3 AR EEHERE T e &)

(4) ARACFHNEE ZRE L, SRS FREZ IR | I RIEG L ik a2 ekt
2 Ok EEAR D B H AT > TV D ek

(5) HUEMEAEESAI AL B BINGE O ik FAE AR D @ H 21T > T D ik

-2 W - B ORI K ORIE LR OIS+ 2k & R 2 RO =
il (FROWTNNIEE T DEM) 23, SR ORFNCET 2mROBEEE L L
TREINTND Z L,

*

o [ERIRFFISER 2 FOPWHEZE T L7cRIC 5 FLLEO D ATBIROERIRIHE 2
ToTWHZ &, 5b, 28U L. WARYREL L LEERRIESZOIHME %2
ToTWHZ &,

o [ERIRFFESE 2 FOWBINHEZET LI2&IZ, Wbam OB ASEMREZ 5T 5
FELU LD LI FOEM 2T o TN D Z L,

o [ERNEFFEUSH% 2 FOYHHEZIE T L7-&IC 4 FLLEDORKRKEREZAG LT\ 5D
Z &, OB 3FELLEIE. EIbESE O D A SEYERTE & G e E b a R T OB IRAHE &
IToTCWVWHZ L,

@ BN ORI TG REBOEENZ DN T
PSR BB B R T 2 BEE DR E S, BRSO OFRAE D, Aotk - &%
e %%%hﬁ®£@&@i% P D IR L, B EFEFRPBAE LG H OWE
EH, HEDNESHIATONDIEHINE > TND Z &,

10




@ BHEH~DOXISIZONT
@-1 Hii sz RHIZBE 3 2 A

[PV AR B O HEE R BIE 2N AE L72BRIT, 24 WFRIEZIERIRTHI O T, ik X
IREEE R IV T, FEEL L2 RITERNSIE U CTABRE L O CT S D RIEM OS24
HAMRADRERD Y H PGSO, EBISS A RER AR 8-> TnD 2 L,

©@-2 EFNEEHICL DHEEFSHCICET 5 EH:

DAZIRICED 2 MR Mk OB B2 A 3 A EREEFEDPRWERE=2 1V 7
EHEOIERDOAT ) —= T EHAITOEIRE EFHZ G TE 5 F— AEFRIKH 23
EESNTWAZ L, B, BiEHEIZHOWT, RAERE EZDOFBEICHSITAmENT
WhHZ L,

@-3 RHWEHOZMrxISICE LT

RIVEA (MEMEMEBIIN 2 EEAEDAE, Ok, Tk, BT RARE ., KIBK.
/N, BEEO TR, 1 ANERA, BUERT&. IFAE, IiEReREE . Tk, s
K. FRIAEEERE S T RMAMREREE, mhiklEE, BEE, RIEEE, MR, BEEOKL
JE R, FFRIMARZEFRIE, infusion reaction, HEFE7c Mgk, MERERIEMERE, FikL.
Bede . BEDFRPEROS, IR EME, DS (O EMME) - RIK - DM |
PREFEREE, IS ML, L) 1Tk LT, YikhEak U R O H P2 AT 5
ER & HEEE L (BWER ORI L THREM O EEZ TN &M H D =
E) L EBICHEY) R ALEDS TE ARG E S TS Z L,

11



5. BEXG LR DEE

[B2h B3 % 1]

O TROBEIZBOTAREMESE R OAR EA Y AvT BIETHEEZ) L Off
FEEOHIMENR RSN TS,

DN A FRRIES \CHETE U 7- A R DR AR RE R AT - R OEHEE~ A 7 a¥ T
A4 NAZEM  (MSI-High) ZH 3 540 « BEEEE

728, MSI-High #3252 Lo\ L, =R~ (Bl fiz) oar =
FrzlrEE (kG4 - MSIFE S~ ~ (FALCO) ) ZHWTCHERTHZ &,

@ TFREICHKST B B IR B AR LG ORI DU T i, AH A B2
ML S THE BT, ARORGHG L 725700,

7 oAb 2 DU RPUEMEES], AV FIF U ROA Y Tl R
IKFNZ L DIRIEIRE D72 B3

Wi B E

AV A~T B fifaz) DAOFEEMSEES & OFH L TGS B

(24P B3 % FH]
O TRICEETDRBEICOWTEIAAOKRGENERL SN TND Z &b, 52T
DR L,

@

ARFN DRI RT LI BOE O BEEIE D & % 3

TBPRATORHIIZ W T RREICRE Y T 2 BE IOV TE AADOHRGTHERE S e

AN

L OVERRPTE D R WG EITRY | HEICAFZENT 52 L 2B ETE D,
MR B OA P UIBE E D & 5 B3

b0 1B 4 A A C TRV B2 & 3R 0 2 SR M O B 0D JHSU R At gk 2 <0 S e M il 2%
FEDORINZRIEMEZA LD A B 5 B

H EEREOA, XUTEBMERZ2E L XD B g R B OBERED
b o EBE

gz AElE &M 2 5l Db 5 EBE

FERE DG IR 2 A3 2 B3

ECOG Performance Status 3-4*¢ 0 i3

(6)  ECOG o Performance Status (PS)

Score

o
JEFR

0

< MR L TEBTE 5, B E [F U HHFAEEDSHIRZ <725,

RRRIZE LUEBNIHIR S 223, BATATRE T, BAIEEEE > TOMEEITIT ) LN TE D,
RS N (S

BATRAMRECTH D OH DEIY O Z L 13T X CTRIAEEBMEEIT TE 20, BH D 50%LL LT~ 4Tl 29,

RBONTZEHSOHOEY OZ L LHATERY, AFO 50%L L2~y R+ T,

E-S RS R S]

BT R, BHOHOEID O LFAES TERY, BRIy FRFTHIT,
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6. BHICEEL CHHETREFHHE

O RASCEFITNZ, BERGEES D IRAET 2 ERFE T -D & ARHF| O FeME K& OV Eff
RO 7= DI B w2 o B L Co bR« 2 L,

TRIEBRAAIC N D | BB LT OFRICA MR Otz -+ L, RE %5
ThoEETHZ L,

FREWEHO~F T AL MZDOWNT

@

®

MEMEMIRER D LoD ZENRH DD T, RKFOEKGIZH T2 > Tk, BKIE
AR (PR RIS, Bk, REVE) OMEFE R OISR X ff A O %, Bla2a 145
AT 2k, Fio, BEIR U THES CT, MiF~— —%DiE % £l 2
Z &,

AFN O EIZEE D infusion reaction (22 TEEARFIZ 72 xR TE 5 UE
H&AT> 72 ECBta 2 2 &, £72.2 [B1H AR O AHAI$ 5-FF1Z infusion reaction
WHHONDZ L bHDLDT, KFERE R OEFEGHHE T HRIT A Z YA
YEWET %, BEOWREBE SIS S5 2 L, 70, infusionreaction &
FEHL LI A 12IE, AT oMK QYRR ERICIEE S 5 £ TRE L o8l
T5Z &,

FORIRBEREIR S . T EMAEREREE R ORIBFEERH 5iLd 2 &03H 5D T,
AN D ¥ 5B aaRT M O G-I I E BRI N téne iR & (TSH, I##fE T3,
R T4, ACTH, I 2o —VEORIE) #4252 &,
AHNOFEEGIZ LY | WEOREFINTERE T 5 L& 2 BN DHER % REEHIE
DHLOLNDZENHD, BENPBOOLNTGEITIL, BELLEZFRIIS L
B 72 ek & Rk 2 e O Al & i U Cli bl A R W 21TV B o
FOGIT X 2 BWER 2N g0 2551213, AFIORFES TP 1L K OEIE BB 7R
IWECHIORGEEEBET DL L, B, BIBRERLVE S OHEGIZX Y EIE
MOYEEDRTRD BN WGEIZIE, BT B RV E o DSOS Bl Al o160
HEET D,

BeHA&T %, BOEM O ARGE L T D EIERNRELT 2 Z B3 H 570,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 BUBEPR IS (BIE 1 BRI 2 5 de) 23 b odv, FERWMES R 7Y R—v &
ICEDLZERHLOT, M, Eob, MRHFEOIERO R MAHED EF7- 12+
SEETAZ &, 1 BRI SE TR GE2HIEL, 4R 8
Al OF5E DY L EZIT S Z &,

BUENT 2. TP, ITHEREREE . TR, B{LIEEERPNH DN ZLnd D
DT, EWWIIITHERERE LTV, BEOREZ H3ICBET 52 &,

AHFNOEER BRIV T, G 24 BT 6 B L. LI, 128
M EICEEDFME 24T > TV Z & 2 BB ARG I B A
TRHROMEREITH Z &,
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I FHHEE T A KT A
=A< (B HHz)

(R7e4 « A7V — AR EEHEE 20 mg, 47V — A sEERE 100 mg, 47—
R ERE 120 mg, A7 ¥ — R AT ERE 240 mg)
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S22 H (5445 HUET)
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1. 1ZLHIC

G OF N - BEMEOMROT-DIZIT, Y SIESICES W @ e i 2k
BND, S5, IHEOREREMOMEAIC L0 | PURESR S 72 & OFHH 72 5B E R
FPEHRBDARIND T T, 2O OERGNZ EIZHNERBFITRMLT 5 2 L BBED
FRRE L 7o TR Y RFEMBGEE & O AT E 2016 O3 28 4 6 A 2 H M#ERE)
IZBWTYH, EHNERNEOHRAORE(LHEZXS Z L L ShTWnd,

PRV ERR T, KEEASCL 2T 0 7 7 A VDBBEEOEIRSL & D IR
RHZENDD, DD, HEROLZEMEIZET HIERSH0ERET 5 £ TORM,
VHEIRMOREZMLZIT 5 2 EBRHIFF SN EFIC LTERT S & &bz, mIfE
RSB L 7B B2tz & D 2 & AN AHE /e — 1 O B i 7= 3R S B i
THZEREHEETHD,

L7eo> T, KA RTA4 Tl BBEESLZNE TILELN TV AL EFIHETH -
BHE RN S-S & | LT O ER GO il 70 5 2 HEE T 2 8L b e Bk &%
TR O EFEHE R~ T,

I, ARITA BT A A%, MSIATBOE N EE S R A A, AmEE AR AR
BRI oy, —AFEENE N B AR IRNBHE S, FrEIEEFNEENE N B R EE T2 O W
Job EERR LT,

RG L T BEIRS, - A VR ERE 20 mg, A7 U — R SEETE 100mg, 4
— RS 120 mg, A7 Y — R IR 240 mg (— %4 - =
P~ 7 (Bl FHH#Z))

REERDPETER - ARTGUIBRARGE AT « PRI D RERE
RIEFE R T DI AEBLHE L

WG ERHMEROHE . <ARIGUIBRAREEHEST - FFORIENE >

WE . AT =R <7 BB Z) & LT, 118 240mg

Z 2 ERIRIRE S 1 [B] 480 mg % 4 3 R RIE CATEEEd 5,

L OFEEMIEEA & O 25613, @, A=A r~7

(Bl z) & LT, 1H240mg % 2 AFIRENE. 118 360 mg

% 3 B FEIEIRR S 1 ] 480 mg % 4 3 [ FE CRim it 5,

< BB BT DI BRI >

HE, RAZE=Rr~7 (B #iz) & LT, 1[E 240 mg

Z 2 W R RE ST 1B 480 mg % 4 I CARERET 5, 7=

2L, BEHMET R AMETET S,

L /INBPSEL TR US4

et
3
=
Sl
M
o




2. AFIOFE. 1T

A7 — AR A EHE 20 mg, R EE 100 mg, [FLAGREERHE 120 mg K& OVRLHE
H240mg (—i4 - =R~ 7 (BETHIEZ) . DUF, TARAL Evd) 1d, /NS
MTEMASHEAF LYy 7 24 BTV AL =AY —X 27 A7 (BMS) #)
235PA%E L7 & b PD-1 (Programmed cell death-1) (23 5 & Ml 1gG4 £/ 7 v —F /L4
hKTh b,

PD-1 1%, &M L L2 Y 38k (T A, B AR N F 2 7 0% 7 —T fifn) KOVE

BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z i BhHIZ IE & BUZHIEE T2 2
T ICERT 2B AR TH D, PD-1 IFHURIRRHIILIZFELT 2 PD-1 U 4 K (PD-LI1
KONPD-L2) EfEa L. U RERIZIEIMES 7 F 2 fmizE LT v REROTEHEIIREZ
BIZFRET L CTWb, PD-1 U W RIFHURE SIS B b Ok & 22 Gk 588
LTk, BMERAMEEE) LU LB T 5 PD-L1 DOFEBL L IEDEF
HIM & OMICADHBEBRN & 5 Z & HE I TWns (Cancer 2010; 116: 1757-66)
F o BB AR TSR T MlaS AT 24 X —T 2 B v~ (IFNy)
IZ& > T PD-L1 OFIANFEE I N, BB L EEMARIZI T 5 PD-L1 ORI LD
ALEWIR & ORI EDOFBIRRN & 2 & DHE S & % (Sci Transl Med 2012; 4: 127-37)
X 51T, PD-L1 @5 H S H -3 AMiaid, PUsRFER CDS Btk T M o il fafs
TEMEZ 59 S8 545, $1 PD-L1 /KT PD-1 & PD-L1 & OfEGEET S &2 OHIN
GEEIGEREIE T 5 Z ENRENTWND, DI &2 H PD-1/PD-1 U 72 RERE&IE, 23
AKIREDSPURRF ) 72 T AR O OBEE L ERET 28FO—>& L TEZ LT
Do

AFNZ, FEHRBROFE R S PD-1 OMasEE (PD-1 U 7 RFEAHEIE) ITREE L.
PD-1 & PD-1 U T REDREEZEILET S Z EI2X 0, BDATURFFRN e T DI
PEA K O AABIRNE k9~ 2 MRS TG M 2 58 5~ 5 2 & CRefc e PuiEgsh iR 4 o~ 9
ZENHERR STV D,

IS OFEN S | AFNTEMEIER ) 2 B 2R EIC R0 55 L0 L MIfF S,
BiEmEEE NG L U2 B L, Ao, Btk OERERHER SN,

AHNOVEREFZ IS < B DORE N L DEWER%N S 5 b, BEE X IIRETIC
BLHAREMEN D D, AKNOEGH R OEE#ITIX, BFOBELZ 01470, BEDR
D BTG AITIE, BB LT FRICIE U= MR 22 ek & 185k 2 R DRl & s L Ciil
GIZRBERIR W 21TV IBE OERISIC K D EWERA NS 2581213, BRI R E AL
T UHIOE GO IR E Z 1T O LERH D,



3. ERIRAHT

ODAACFFRIEZ ITHERE U T2 ARIRUIRR R EE 70 AT - B O RERE ., @ B 7‘%6
TR iBRE, R OO FRIERIG R ORGSR 72 81T - 5 OB IEH O AKGRIRE
M 24T o 72 B2 EERRER O g 2 T,

[H2hE]

O |[EERLFEE ISR (ONO-4538-24/BMS CA2094737K5%)

7 oAbV 2 VU RPUEMIEEA K O T T F A & G e O AL SRR RIS G U
A OARTEEIRARE 72 AT ST P8 D FE e FR 3881 (A AR N B 274014 & e, AH|
RELO3M, SHHREELOSHI) At BIT. # ¥ RPUEMEIEER ( F& & vk ik
R U AXE) Rt E L CARHI240 mg 4 238 RIS CAlEE LT & 2 0aIM KL
Ot E el Lz, EEEEE ©H 2 24 MM CLF, ToS) twvw)H, ) (i
il [95% I HEXE] ) 13, AHIBET1.17 [9.99~13.73] 1 H . >t REET8.54 [7.20~9.89]
HHTHY , KA LG EICAERRIER 2R LT (A — NER0.79
[95%fE#EIX[H : 0.63~0.99] . p=0.0381 [J&Hlllog-rankf&E] ) .

¥ R Z X2 KIS OV TIRTS mg/m? & 3 B CERIRN G-, /327 U Z B I2-Dn T,

100 mg/m2%& 7HE 2 194 7 v L LT, %1, 8, 15, 22, 29K UB6 A HICHIRNIEGT 52 L L &N

776
1.0
0.9
0.8 —a— AHIE
0.7
_O--Yi88
B o-- JEREE
£ 05
=5
0.4
0.3
0.2 = Y
o000 d5 . 5
C@erg S TensE o
0.1 .
e @ - mmm e o
00 1 | | | | 1 | | | 1 | | | 1 | | J
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36
at riski E7FEARI(A)
AF|EE 193 170 158 139 120 105 89 77 65 55 38 20 13 10 6 4 3 0 0
pofier 195 182 157 116 100 79 66 55 48 39 26 16 11 6 2 1 1 1 0

1 OS @ Kaplan-Meier #fi# (ONO-4538-24/BMS CA209473 i)



@ FEFEILFES MR (ONO-4538-43/CA20957 77K 5%)

TR L PR FRERET I K 0 IR B PR 5E 2282 (LU, TpCRY &9 ,) @D B
IR0 T2 B OINREEMT94 ] (AARNEE 63 Bl ale, AAIRE S22 6], 77
AR 262 B) ZXIGIC, T TR EXEE LTARAI 240 mg & 2 BRIFE T8 F (16
), Z0% 9 BIHE @ EIHELGO 2 EM%) 206 480 mg & 4 1 MR C A E

(& 12 WAM) L& 20FIMER DL LB Lz, FEHMIEE Th 5 R
AAFHIR] (PR [95%ERHIXH D) 13, AAIRET 22.41 [16.62~34.00] WA, 77 &R
FET 11.04 [8.34~14.32] WA THY , AFIEIT 7 B AR LITEHARICA B RIE
FExmRLE (A — R 0.69 [96.4%(E#E XM : 0.56~0.86]. p=0.0003 [J&5!| log-rank f5
£ o

*1 ALSEFRIEDO LY A 2 R O #R#E1E1L. National Comprehensive Cancer Network (NCCN) X &
European Society for Medical Oncology (ESMO) DA KT A LA HE U 7= AR ER 0> 3 i [E] 313 sk
BT DIEMEIRIR AT O 2 & & &iz, T L, (PRI ASRUERESEAZ S5 LY A v
s,

*) ¢ i1 OB TR TS . American Joint Committee on Cancer (UL T, TAICC) &5 ,) RSy
B (B TR 12ESL ypTl LEX T ypNI BLETH D Z & EEFR SN,

*3: FIEIZWIRE IS AJCC o0 8 (B8 7 b)) 12355 < BRI D8 SO I o (BB A2 k<)

T EE B A& I & DR LR XTI S AN bz,
4 FIRIC L0 ER SR RIS U BESHAAN SN,

1.0 B

09 | 1 —— KFI B
08 { ™ -o- TS5 uRE

0.7 A

0.6 A

0.5 -

0.4 -

Rt H S0

0.3 -

0.2 -

0.1 -

0.0

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

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

2 A TFIR O Kaplan-Meier Hi#R  (ONO-4538-43/CA209577 #5#%)



® ERIEFRSIAERE (ONO-4538-50/CA209648745R)

(L FIERTB IR ORIBYIBR AR RE 2 T - RO /EREFT970 6] (HARNEE 394
Bz Gte, AKHI+A Y L~7"2 (LT, [NIVO/IPL) W9, ) BE 3256, AKl+~7
WA T T UK RN AT T F G iefbFRES (LU, INIVO/Chemo] &9, )
FE321 0, AT VRN AT TF o raifbdgiE (LT, [Chemo) &\
9. ) BE324 B]) Z %52, Chemo Z XA E LT, NIVO/IPI K O NIVO/Chemo DA %)
PR OV 2 fEt Le, EZFHMEIE H X, tumor proportion score™ (UL,  [TPS) &
VWD, ) Z1%ERICE T D EEEA IR (LI, [PFS] &9, ) KR0S THY
BIREMMTEH & S~ ITT £HICEIT 5 PFS LN 0S st &Sz, FDOf55. TPS=
1%HE ML ONITT £ HIZEB 1T 5 0S 122V T, NIVO/IPI £} O NIVO/Chemo ££1% Chemo
FEZRE L. WA B RERE 2R LTz,

1 R IR A 1T B\ CRAE B RS SRR EROE (IR R ME) LBk S,
KEIWR, RES~OH LAREEERED R VEE N R L Sz,

¥ 0 AFI1H 3 mgke (KE) % 2 WRIRIGE. « ©) A~7 GEETHEMEZ) 1H 1 mgke (hE) %
6 FERIRIME CARETE Lz, PHRRERICBO TR, AREENICELS L, AU A~ (GG
THRZ) IIAF OB ERTHE 30 UL EOBIRZ B\ TR 5 % Bith L7,

*3:4 WM 1A 70 LT, AAI1[E 240mg % 2 WREMR, 71482770 800 mg/m¥ B %4
PFAI7AVDO1HENSLSHEET SHR) . AT TF 2 80 mgm?E & A 7D 1 HEIZE
AR G- LTz, AHI AL PRIEE R B ISR ST 25013 AR 2 BN 5 L, 74Tl

B AT T F NIARFNOEER T 236 30 5L ERIRZ B\ TG 2Bt LT,
*4  JEEAARIC IS D PD-L1 258 U7 EEMia s 5 28 & & ST,

#£1 AIMEORERE 202111887 —X% v b4 7)

TPS= 1%*E ] ITT 4£H
NIVO/IPI #f NIVO/Chemo #f Chemo & NIVO/IPI # NIVO/Chemo #f Chemo
(158 #1)) (158 #1)) (157 %) (325 1) (321 f41) (324 f31))
?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%C1]
ppg YK 1.02 0.65 - 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
(AEKIE 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%C1]
os ¥R 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
(7215 it 0.0010 <0.0001 - 0.0110 0.0021 o
. (0.014) 0.005 (0.018) (0.009)
(i) (0005

Cl: fEHXM, *1 : TPSZ 1%MHEM Tix ECOGPS (0, 1) K UMs#hgas@d (1 LT, 2@l L) ZERIE T & L7z @Al Cox i~
P— RET L, ITTHEMTILECOGPS (0, 1), #xBhEas@ (1 ELLT, 2 @S ) ROV PD-L1 FEURIL (TPS= 1%, TPS<1% ik
HIEAHE) &R & LRI Cox I NY— RET /L, %2 0 HEAKMEICKHE Lz 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 Hfl g — RET IV EREROBRIRT) . *6 : FRMITIZI T 2 BEKEICKIG LTz 98.6%Cl 1% [0.46, 0.90] Th-o7z, *7:
H AT (2 381 DA B K MBI S L7z 99.5%CT 13 [0.37,0.80] T o 7=, *8: FHEIMRNTICIS T 2B B KHEICHIE L7z 98.2%CI 1% [0.62,
0.98] Th otz *9: HREMENTIZIST 2 BKEICKHE L7z 99.1%CLI% [0.58,0.96] ThHoiz



3

4

09 4 "
5 08 < 08 AR
[J > \
> s +,
Z 07 g 07 N
5
< 2 3 os . C e
3 06 | NIVO/IPIEE § X i . NIVO/Chemofif
3 os 3 0s N N /
s s P
204 2 o4 Mo “—N\“““"‘—LL
3 3 Y W
2 03 Z 03 + .
° ° PR
a / a /
0.2 e 0.2 . 2 . L.
Chemol% " Chemofif K =
. “hemo i 4 - s SUIBS
0.0 0.0 -
—— T -——r—r—Tr— 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
EEATI T HE ) PR .
Number of Subjects at Risk REAHUMSTLOOMM () Number of Subjects at Risk EEHBIFTHLDOEH (5)
NIVO/IPIEE NIVO/Chemo#§
156 136 116 98 89 63 S0 40 31 20 11 9 4 0 158 143 129 105 88 70 S3 36 22 16 4 2 0 0
Chemo## Chemo®f
157 135 105 72 52 36 21 12 8 4 2 1 1 0 157 135 105 72 52 3 21 12 8 4 2 1 1 0

X3 OS?Kaplan-Meierififi (ONO-4538-50/CA2096487457)
(TPS=1%%E[H])

10 w\*a
09 09 %
»
= 08 ~ 08 ™
s g
g 07 2 07
@ a
T 06 Fi v = 06
$ NIVO/IPIEE §
3 05 3 os
s s
204 204
3 3
203 203
s s
% 02 %0z
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 3 39 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
- b3 5 B D TR FF AL
Number of Subjects at Risk RIERSATLOOHH (A) Number of Subjects at Risk REAHFILLOHM (B)
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 3} 0
Chemo®# 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

4 OS®Kaplan-MeierHi#7 (ONO-4538-50/CA2096483%54)

(ITT4MH)



(PD-L1 FEBLR RN D A5 1H)

[E B[R] 25 A FRER (ONO-4538-50/CA209648 iAER) ICHLA AN SN IZBEDT —4
IZHS & | PD-L1 OFBURIBNIAT 24T > T A ME (RRII 7R 2 Gie) M OVZE4A
PEOFERIZILTO LB TH-o T,

NIVO/IPI } TF NIVO/Chemo (2B L T, PFS KT OS DWW FHIZEWTH TPS<1%D
FEF M TIE Chemo & bblg U 72 IERAHEIIFED Lo 72 (3% 2, 5),

723, PD-L1 OFRBLRMIZ L BT, KFlOZ2MET v 7 7 A VITFREETH > 7,

F2 TPS<1%DAENMEDOFER (ONO-4538-50/CA209648 7 5R)

TPS < 1%HE ]!
NIVO/IPI Bf NIVO/Chemo ¥ Chemo #%
(164 ) (163 1) (166 %)
?j;;f 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]
?];;f 11.96 11.96 12.16
10.09, 16.03 9.86, 15.54 10.71, 14.00
oS [95%CI] : ’ ] : J [ ]
NP — Kk 0.96 0.98
[95%CI] *2 [0.74, 1.25] [0.76, 1.28]

Cl: XM, *1 : PD-L1 HIERRETH » - BE IR S N=, *2 : FEJBHI Cox
AN — 5L

1.0 |.U_%\
? 0.8 3 0.8
:§ 0.6 fg 0.6 i
S N & H
;. 0.4l NIVOHPIE‘F' ; 0.4 Iﬂ].\/v()J"IChClTlOH-:\é
& 024 be, £ 0.2 WO, At
" -00---0 te0@--0O
i Chemolif — - W
Chemoftf
0.0 4 0.0 4
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 I8 21 24 27 30 33 36 39 42 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
Number of Subjects at Risk AR A B o MR (R) Number of Subjects at Risk T 2y Tl i A S el (1)
NvoTPIELG4 136 114 91 75 64 45 35 22 1311 3 2 0 0 NIVOChemolt 163 150 124 98 75 63 39 24 18 10 8 2 1 1 O
ChemoBt 166 145 123 99 79 57 35 29 15 5 3 1 0 0 O Chemolft 166 145123 99 79 57 35 29 15 5 3 1 0 0O
5 0S ® Kaplan-Meier iif§ (ONO-4538-50/CA209648 35

(TPS<1%%#E[H])



[Z4tE]
O [EHEEILFEEIFEFE (ONO-4538-24/BMS CA2094737 5k )

BEFGIIARAIRE 172/192 B (89.6%) . XHHRHEE 192/194 5l (99.0%) (258D Hiv, iR
BRIE & ORIFBIRNEE T X WA FEHGIIARFIEE 129/192 51 (67.2%) | xtFREE 185/194
B (95.4%) IZFH BTz, WT N DOEETHELFEN 5% EORIERIZER I O LB T
HoT,

K3 WINDLORETREIEN 5%LL EORIEH (ONO-4538-24/BMS CA209473 #A5R)

B (%)

LR = PAS &
el o i
192 43 194 {3

(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 (65.5) 2 (1.0)
KGR X OV MRk =

T 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

B iE 3 (1.6) 0 0 97 (50.0) 0 0
— % - REEER L OGO INEE

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

s 2 IE% 9 (4.7) 0 0 44 (22.7) 0 0
ERAR R AT

U 2SR SR 4 (2.1) 2 (1.0) 0 18 (9.3) 12 (6.2) 0

I R ERER 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

EE 4 (2.1) 0 0 16 (8.2) 0

L 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 Wb

FOPR BRFEREAS T4 17 (8.9) 0 0 1 (0.5) 0 0
JEYE B & OV A HUE

Pt g 3 (1.6) 1 (0.5) 0 11 (5.7) 6 (3.1) 0
A PSRN =& i

RARIHER 15 (7.8) 2 (1.0) 0 52 (26.8) 9 (4.6) 0
MiRE Z Y 3 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 i ERJg A iE 0 0 0 16 (8.2) 14 (7.2) 0
E IR B L O ARk E

ESIEiNn 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
SR IR E

I L 3 (1.6) 0 0 14 (7.2) 0 0

KA = 2 — a3 — 1 (0.5) 0 0 47 (24.2) 1 (0.5) 0

K= 2 —a F— 0 0 0 21 (10.8) 1 (0.5) 0

7ok, ABIBEZB W CTHYRIREEREREE 22 61 (11.5%) . BEEUHREARLE/ 2 A4/ 3F—15
B (7.8%) . ATREREFEEE 13 131 (6.8%) . MVEMEMIEAE 12 61 (6.3%) . #hfFEE 8



(42%) . BEORJEHEE 4 61 (2.1%) . BEFFHI0 3 61 (1.6%) . L2 61 (1.0%) |
ERRREREE 2 151 (1.0%) . IT4% 1651 (0.5%) . KIGZ - /Mmdk - EEED T 1451 (0.5%) .
THEEAAREERERESE 1 61 (0.5%) M O infusionreaction 1 il (0.5%) 23§88 L7z, £z, B
FEREESJGE, (DA, Mk, 1 AUBEIR, T A4, A LPERRAE 2k, BRI HRREREE . Mk -
Bl ERRimfegEree, BB MEEE ., mMERE RIEMEE, Mz, PR, 58 FER
K OVLEIEE TR bive o Tz, AREWERIFEBLRDUIEE S S (RRIR AR 23
i0) ZBUEERETRT,

@ EBILFEE AR (ONO-4538-43/CA209577 #b#k)

B ERHLIIAFIRE 510/532 6] (95.9%) . 77 & REE 243/260 f1 (93.5%) 1ZFD H AL,
TR & ORBEBIR NG E T E WA FHGUIARAIRE 376/532 5] (70.7%) . 77 &R
¥ 119/260 B (45.8%) IZR8DH BTz, W ORETRILRD 5% EORITERITE 4
DEEBHTHoT,

£4_ DTN ORETHRIED 5% EORITEA (ONO-4538-43/CA209577 i)

p1%% (%)

NN |

HoAcaE ﬁﬂﬁ 7?tfﬁ
" 532 {3 260 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 (45.8) 15 (5.8) 0
Bl

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
FERGH 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
Bliiyabna 28 (5.3) 0 0 4 (1.5) 0 0
R AR AR A

TANRTE BT I b 29 (5.5) 2 (0.4) 0 10 (3.8) 0 0
TR T =T —BEM
oAk

FOPR IR REAR 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

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

7B, AAIFEIZ B THIR R EERE T 89 il (16.7%) . JHHERERETE 49 61 (9.2%) .
PRBETE 35 61 (6.6%) . BERUAHRAARAE 33 61 (6.2%) | [IEMENGREE 26 1 (4.9%) . Lok
f# 11 6 (2.1%) . infusionreaction 10 i (1.9%) . EEEDFEFEE 8 ] (1.5%) . &
BERERE 7 61 (1.3%) . KRiGZk - /NGB - EEO TNHT 7 61 (1.3%) . iT% 4 61 (0.8%) .
D2 3 1 (0.6%) . FIFHEREREE 3 1 (0.6%) . 1 AUBEIRIE 1 61 (0.2%) . #ARime
FERRIE 1 B (0.2%) . JEFL 161 (0.2%) KOWER 161 (02%) bz, £z, 5
E MRS, TRRMHERERES ., BUEFR, RS, ik, %, LERERIEER, bk
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NRAE G JRIFERPS, R, SERERRME ) E, B 2 i i b &UH%%-%H%* P
Siieo o, ARIWERFESURDUIBIEF R (A RA R ) e ERHRR
é"ﬂ?'@‘o

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

HEFGT NIVO/IPI # 316/322 i (98.1%) . NIVO/Chemo #F 308/310 il (99.4%) .
Chemo #£ 301/304 5] (99.0%) 23D Hiv, JREIK & ORREBNEE CE AW aESE
4313 NIVO/IPI Bf 256/322 #1 (79.5%) . NIVO/Chemo % 297/310 #1 (95.8%) . Chemo
B 275/304 151 (90.5%) (2D LT, 7ok, EERAERHGT NIVO/IPI B 214/322 i

(66.5%) . NIVO/Chemo #¥ 180/310 31 (58.1%) . Chemo #f 128/304 %1 (42.1%) (ZF8
BT,

WT I DOFETIILED 5%LL EORIERIZER S LB ThoTo,

FZ5 WITNOORETRBLED 5%LL EORITEA (ONO-4538-50/CA209648 #5k)

B (%)

%’%Zﬂ ok NIVO/IPIRE NIVO/Chemo# Chemo#f

(ﬁe JDRA/Jver. 23.1) 32245 3104 304451

“4Grade  Grade 3-4 Grade 5 “Grade  Grade 3-4 Grade 5 4Grade  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 (35.5) 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 RIS 0 0 0 29 (9.4) 8 (2.6) 0 20 (6.6) 7 (23) 0
PR G WA o

FROPR R RE TUHEAE 20 (6.2) 2 (0.6) 0 7 (2.3) 0 0 0 0 0

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

{5 RS 7 (2.2) 1 (0.3) 0 59 (19.00 2 (0.6) 0 66 (21.7) 1 (0.3) 0

T 32 (9.9) 2 (0.6) 0 60 (19.4) 3 (1.0) 0 46 (15.1) 6 (2.0) 0

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

aN% 14 (4.3) 0 0 98 (31.6) 20 (6.5) 0 71 (23.4) 5 (1.6) 0

g 18 (5.6) 4 (1.2) 0 56 (18.1) 7 (2.3) 0 49 (16.1) 9 (3.0) 0
—f% - EHREER XU EALOREE

79 7 (2.2) 1 (0.3) 0 20 (6.5) 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

(=9 12 3.7) 0 0 50 (16.1) 1 (0.3) 0 45 (14.8) 0 0

LI O J8 5 4 (1.2) 0 0 33 (10.6) 8 (2.6) 0 26 (8.6) 4 (1.3) 0

AP 0 0 0 17 (5.5) 0 0 12 (3.9 0 0

FEER 26 (8.1) 1 (0.3) 0 8 (2.6) 0 0 10 (3.3) 0 0
TR p

Z;i;i;ﬁ{%f/ 25 (7.8) 7 (2.2) 0 18 (5.8) 2 (0.6) 0 8 (2.6) 0 0

TANRGRUERT I

A7 27 —¥H 29 (9.00 4 (1.2) 0 16 (52) 2 (0.6) 0 6 (2.0) 1 (0.3) 0

n

M7 v F = 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 (3.0) 1 (03) 0

T R ER SR 2 (0.6) 0 0 65 (21.0) 25 (8.1) 0 52 (17.1) 24 (1.9) 0

M/ NRE R 6 (1.9) 0 0 36 (11.6) 3 (1.0) 0 32 (10.5) 5 (1.6) 0

F i Bk A 3 (0.9) 0 0 43 (13.9) 11 (3.5 0 28 (9.2) 6 (2.0) 0
R L O fmE

{KF ~ U U AlfE 9 (2.8) 8 (2.5) 0 29 (94) 17 (5.5) 0 19 (6.3) 9 (3.0 0
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Bi% (%)

‘%Z’zié’\ A NIVO/IPTEf NIVO/Chemol Chemofit
(M;’SDR Alfver. 23.1) 322051 31001 3044
“4Grade  Grade 3-4 Grade 5 4Grade  Grade 3-4 Grade 5 “Grade  Grade 3-4 Grade 5
ARG 19 (5.9) 5 (1.6) 0 132 (42.6) 13 (4.2) 0 130 (42.8) 9 (3.0) 0
TR R
R N 4 (12) 0 0 19 (6.1) 0 0 17 (5.6) 0 0
K= 2 —nmXF— 1 (0.3) 0 0 20 (6.5) 2 (0.6) 0 15 (4.9) 1 (0.3) 0
jfﬁ'v‘%%:lﬂm\ 1 (03) 0 0 26 (84) 1 (03) 0 16 (53) 1 (03) 0
B L ORI
) e 1 (0.3) 0 0 9 (2.9) 0 0 17 (5.6) 0 0
LRE N LS SRRON 7 i
Lol b 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
FEIEH KOV TRk
BB 2 (0.6) 0 0 31 (10.0) 0 0 32 (10.5) 0 0
Z 5 PEAE 43 (134) 3 (0.9) 0 23 (7.4) 0 0 2 (0.7) 0 0
32 55 (17.1) 7 (2.2) 0 24 (7.7) 1 (03) 0 5 (1.6) 0 0

7235 NIVO/IPI BEIZ 35\ T HUIR I REREE 70 41 (21.7%) | IFRSRERE S 42 51 (13.0%) .
PR 26 Bl (8.1%) . ARAUFIALARE, I A/ XF—23 ffil (7.1%) . T E{LHERER
216 (6.5%) . BIEHEREREE 17 6] (5.3%) . FRIEFEE 16 4] (5.0%) . TEEDKE
b 14 61 (4.3%) . KEGE - /N2 - EEO TH#1 10 1 (3.1%) . infusion reaction 9 {3
(2.8%) . BHgREREE 8 B (2.5%) . FF& 6 B (1.9%) | LiEkEE 6 6] (1.9%) . 1744
PERIE 4 61 (1.2%) . BER 461 (1.2%) . Bk 261 (0.6%) . Lff%k 2 6l (0.6%) . J&
L2461 (0.6%) . SE MK 1B (0.3%) . BALIEAEE R 161 (0.3%) . JEEZ W 1 41
(0.3%) . EERMEEE 1 6] (03%) . FRIRMARZERE 1 6] (0.3%) KOS - BEE
R 1B (03%) BRD BN, £io, EEMEE, BIEFE, A2, mERERER
B RS OURIFEREE 1378 8 B 72 o 7o, NIVO/Chemo FEIZ 38U N THERCT AlARIE, <
A 3F—93 i (30.0%) . FhREREE 83 i (26.8%) . EHEAEREE 74 B (23.9%) . FFH%
HEREE 32 1] (10.3%) . HUIRAREREREEE 30 6] (9.7%) . MIEMEAEA 18 41 (5.8%) .
KIGH - NG - BEED T 8 5l (2.6%) . EIIFEFHEREMETE 6 5l (1.9%) . infusion reaction
6 B (1.9%) . HEERMIERED S F (1.6%) . LIEFEE 461 (1.3%) | R ZERE
361 (1.0%) . FEARHEREREE 2 6] (0.6%) . 1 ARG 2 61 (0.6%) . 5K 2
B (0.6%) . BHEOREREE 161 (0.3%) KOS 1 6] (03%) 2RO bz, £7o.
FIEMMSEE, O, Bk, BUEFR, FARA, TR, SLMEIRE . INK - BER
MEREAFEWGERE, fE%. BEA. IRIFERSE K OMEE MG bz o 7o, REIER%E
BURDLIIEE S S (FRMAEERTY 2 51) 2B OEHERE =T,
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(it - HE]
AFNOREMARYEEET LV EZFIHA L2V I 2b—2 3 2k, AH| 480 mg % 4
TG L BEOARA O ME T RENSKRE SNz, ZOREER, A 480 mg % 4
IR TG LI BRo @ FREBIZI T 2 F MG HIRE (AT, TCags) V¥, )
%, ARAI 240 mg % 2 FFRIFE TG LTEBED Caes EFEEIT 2 & THIENT (TR) .
F 72, AFKI 480 mg & 4 HFMIE TG LB EFIRBICE T 5 Km g hEg (Lo
Ty [Cmaxss) EWVV9, ) 1E, AAI240mg % 2 HF MG CTHEE L72BED Craxss & L
TEEZRTETHENZEDOD, BARNEFIZEW TEAEEDHER STV D Bk -
M (10 mg/kg % 2 MMM THR L) TARAIZEEG LTZERD Craxss & L TR A2 7R
FTETHENT (FFR) . Mx T, BEOBEIZBIT 5T —XIHE3%, K43 mgkg
(AHE) £721%240mg % 2 HFERIFE, & L <IEARH 480 mg 4 4 W HIMRE TG L 7B
DAF DUk iE & & AN UL M & OBEZ a2 BEESUGT T VDR S L, Y
FEEICOW TR TR R, ERRo Ak - AEOB TERME KR O M BT
ARV E TSN, £, REBEEFICBIT 5T — XIS IHE LIIBREX
JISET VAR LT, A4 3 mgke 2 HEMMERBTERS) | 240 mg (2 @ RHIAE T 5)
XX 360mg G HEMMECTERY) &4 ) A~T (BEEFHEEZ) 1mgke (6 HRFIE
THRE) 0P LIZBROA MR VLA e LR, Eito Mk - HEORTfh
IVE R O VRIS e 22 BT 7 & PRIS Tz, S 6, KAl 240 mg (2 @RI T
B 5) XX 480 mg (4 BRI THRE) SALFPEEE O LIZBEOAWE R Ot %
a7 R, BRC o HE - JHEOM TH MMM OB MR 2 RIT R0 & THIS
iz,
£6 AHOEMBE ST A=

v - B Crmax Chmind28 Cavgd2s Conax,ss Chin,ss Cavgss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL) (ug/mL)
3 meke 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) (30.42‘3?.670.9) (10;,5254) (41 ?57,.21358) (62.11(,)91 87)
womgQaW | (0% | 55 | Gromu | Gasme | 1513 | (6180
10 melke QW (14;9;22) (86.959,.?32) (101,1 ?48) (323,9;5) (18421,1 Z3‘03) (232,7377)

HFRAE (5%A%, 95%5) « Q2W : 2 EMMIFE, Q4W : 4 EMIHING. Cmax @ PIEHE 514 0O fe i L7 R
Cuminazs : FIIEIHR 5% 28 B BIZH1T 2 B MRMIE TR, Cavears @ #IIEIHR G- 28 B B F T OFEf i i

FE. Crmaxss 1 EFIREEICIS U 2 B Mg IS . Crinss : EHRERICISVT D AR IS PHEEE . Covess 1 EHAR
BEIT IS 1T 2 -4 AL 37 i
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4. JasRIZHOWT

AFN OB G- W 72 BE &2 - BrE L. AFoF 512 i@E%QEW%%%ﬁLk
BRICKHET 2 Z ERMER D, LFOO~Q@DFT X T &= T\ THEHAT
RXTH5DH,

O {4 1ANE

D1 Fio (1) ~ (5) OWTHNITEYT DM THDH Z &,

(1) BEAETBREDEET D03 V2 REEEHLEIRPE S (BRIE IR S A2 BEEHEIL Rp B
HU A3 A RS FEEE LS RRE . HUEY AR RIRBE 7R &)

(2) FrERERERRT

(3) HARENTERENFDEE T D 03 VB HREEERRT (D3 A HER EIRbT, 03 A2
WIEBE, 3 AR EEHERE T e &)

(4) ARALFIRIEE 2R E L, ASRIEG LA RESIE 1| SUISSRIER bR 2R
Bl 2 ORfieg EAEITAR D a2 1T > T D itk

(5) HUEMEAEESAI AL B BINGE O ik FAE AR D @ H 21T > T D ik

D2 RO (LAY ORI B DX 5 0k L R 2 B ERT (T
DTN T B EEH) 75, SEBHBOARAN BT 2RO RS & L CRES
RTVWB L,

#

o [ERIRFFISER 2 FOPWHEZE T L7cRIC 5 FLLEO D ATBIROERIRIHE 2
ToTWHZ &, 5b, 28U L. WARYREL L LEERRIESZOIHME %2
ToTWHZ &,

o [ERIRFFESE 2 FEOWBIHHEZE T LI2&IZ. Wbam OB ASMREZ & 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. EIbESE O D A SEYERTE & G e E b a R T OB IRAHE &
IToTCWVWHZ L,

@ BN ORI TG REBOEENZ DN T
P IE B BT 2 B A DR E S, BRSO E D, Aot - %
e %%%hﬁ®£@&@i% P D IR L, B EFEFRPBAE LG H OWE
EH, HEDNESHIATONDIEHINE > TND Z &,

© Al ﬁfﬁﬁf\@iﬂm:ob\‘(

@-1 fm Al B9 5 2
ﬁeﬁ%ffiﬂmﬁ% FOREBERENWEMNIAE LB, 24 FFREZEIKHIO T, Hi%iax X
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TEHERI R I BV T, B L-AIERIZS U TARBREFE KON CT 0 ITER ORI 4
FERRAEOEENY HRIZEON, EHIZHIGTEERERNES> WD I L&,

@-2 ERMEFEFIC L 20 FEFRIICCBE T 2 B

N ARSI 2 B 2 gk K O e 2 BT 2 BRI FEENEIERT =21V v 7
EHEOIERDOA T ) —= T EHAITOEIRE & fFHE G TE 5 F— AERIKH 23
fiE S TnWbZ L, 2B, BiAHICHOWT, RABRE EZOFBEICHTITEAMmENT
WhHZ L,

@-3 BERORZWLRIRICBEI L T

RIVEA (MEMEMEBIZIN 2 BEAEDAE., Ok, Tk, BT RAREE., KIBX.
MBS, BEEO TR, 1 BBERA, BUERZR. IFAE, IFiEReRasE . Tk, s
K. HARMBRRERE S . TEABERBREE, mhitbad, BEE, RIS, MRk, EEDK
JEREE . HARMARIEIRAE, infusion reaction, EFEZR MRS, MERERIEGERE, %,
e L O%EEROG, WIEIREME, OlEREE (O EMED - IRIK - =S EAMGHET ) |
IREFEREE . IS ML, BEALE) 1Tk LT, YikhEak U BB O HE 2 AT 5
R & HEEE L (BHWER ORI L CTHREM O EEZ T o580 H D =
E) . EBHICET)RAED TE HIEH RS> TWDE Z &,
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5. BEXG LR DEE
[B2h B3 % 1]
O TROBEIZBONTAROEMERBEES N TN D,
o T ofbE Y IV URPEMEES N O T T A & G e O L FRIE IR
5 SR OIRIEYIBRARE 2R HES T AT R OB B E  ORAIHM 5.
o INAMEFIEHRREIEIC LD pCR 233D B T il Otk B (ORHA
B 5.)
o ALFEIERIGE ORIGUIBRAGE /R HELT - B OREE BE (NIVO/IPI £ 53
NIVO/Chemo #%5-)

@ [EBEIFEH IR (ONO-4538-50/CA20964875R) (2T, R E S - (b5
7% (Chemo) Bl & bbiiz L C, NIVO/IPIEE G- X IZNIVO/Chemo% 5- D F IMED /R 4
TUW5, 7272 L. NIVO/IPI# 5 SUINIVO/Chemo & 5- DWW HUIZ BV T b | AL E
Hifh & ik L CHEHERAEFRORHARNE L RHERARD LN (plIZH) | F
7-PD-L1ZEBLRIL (TPS) 2k 0, ARMWENRR DEAIRIBEIN TS Z & (po~
8 M) M5, PD-LIRBK LR L- ECARIR GO EOHW+5 2 L nEEL
VY, PD-LIZELEN 1% AWM (TPS<1%) ThHDH I &PHERINTZBEZIZE NV TIL,

AFIUS OIEFEEIRE HHEET D,
*AFNOBWEE L LT, W54 : PD-L1 IHC 28-8 pharmDX % 21| 2&GB STV 5,

@ TFRLCEEM T D RBFITRIT D ARF OFE K O FIEIZ OV TIE, AR ORZh D

WLENTE LT, AROBEGXG L7220,

o WIREEZT TR WIRIRUIBRANBE 22 HEAT SUL F 8 D BB 1T kb3 2 AKI HL
5

o fiTRIMHBIRIE L LTS

o THIHBNEIEIZL Y pCR M3FR BV BRE KT DINGRMBIRIE L LTk
5.

o IFEEMIBIEE L L COMOPUENMEERA & O ARG

[z 4kl B3 % $H]

O TRICHEYTHIRFICOWVWTIARIORENZED L SNTWD Z b, &5 %217
YA AN
o ARFIDEATIT 3T UIEBUE DBEEIE D & 5 B

@ RERTOFHMIZIB W T PRI S T 2 BEIZ OV TE, AR B ITHELE S uZe
D, MOTEFRFE N e WIGEICRY | HEICAREZEHT 52 L 2BETE 5,
o MEMMEEOASIXIIMEDOH 5 EBE
o g AR A CHIE R 258D D B K ONE B M 0 HUR Bl 2 <o G ME fiti 2%
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FE O RIEMEZA LD A B 5 B

o HACOREEROASOE. XHIEMERE L < IXERMEO B R B OB ERE D
b5 BE

o JEsBRE (GEMm&MBHEL ST Ob b EE

o BB IIBEEEE T HRE

*  ECOG Performance Status 3-4 "V D H&

GED  ECOG @ Performance Status (PS)

Score | EFE

0 | &<MERIEEH TS5, BT &lE U R EAERNHRZ AT D,

PRREIZI LUEBNIHIIR S 225, BTAIRE T, BAIEESEE > TOMERITITO LN TE D,
RS N S

HBATARECTH A O OEIY O Z LT F N THEEZSERTTE 2V, HHP D 50%Lh Eid~y R Tl 25

ROENTHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R kT2 d,

AW

ELENT RV, BAOHFOEY O Z L34 TERY, BEICy R+ T4,
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6. WHICERL THET & HH
O W CEFINA, FEERTEEE DHEHET DGR (2 A0 & AHI O 5 M OVl IEfE
B

@

®

D=

TR E TS EE L TS 2 &

TRIRBARICIENI D . BB UEE OFBEICH MR ERRMEZ i L, FEZ215
ThofET5HZ L,

{LFIFRIEARTG IR OIRIGYIBRANGE 2T - RO RIBEREICIHB W TIL, PD-L1 BHE L
e L7 ECARA Z SO RIEO /& 2l 2 2 L E LS, PD-L1 FEL
BRFERTERWIGAIZIE, AR Z2E0OPRFREOBE S 2@ o HlEr Lz LT
THZ L,

FREIERHO~RT A MZONT

MEMEMEER D LOND ZERHDHDT, AFOEGIZH > Tk, BIKE
W (PRI RIS, ik, FEENE) OfER &L O X i o FEhn s, Bl5% +57
179 2 &, Fo, BEIDSUTHEE CT, MG~ —F —E0ORAEL EMT 5
Z &,

AFN DO EILEE D infusion reaction (22 TEARFIZ 72 xR TE 5 UE
i aAT -7 L ChRRT 5 2 &, £72.2 [ B BB O AFHI % 5-FFIZ infusion reaction
NHLOLNDZ L HHDHDT, KAE M OARFE G TRIT AL Z YA
CERET 5%, BEOWREBEL IR T 52 L, 723, infusionreaction &
FHLLT2GE 121, B TOMBE R OERA ERICEE T 5 ThREZ +oils
T5HZ &,

FORIRBEREFR S . T EMAEREREE R ORIBFEERH 5oiLd 2 &03H 5D T,
ARFN D ¥ 5-BRAART M O G-I TR 3E RO Ny B RERR & (TSH., 1 T3,
FERE T4, ACTH, M =Y —VEORIE) #FEhEd 52 &,
AFNOEGIZ X0 | WEOREFOSITENT 5 & & 2 B Dk % IR REIHRE
DHLLNDZERNDHD, BENROOLNTGAEITIE, BELLZELIIS U
B 72 ek & R BR 2 Re o Al & i U Cl bl A R W 21TV B o
FOSIT X 2 BWER AN g0 23551213, AFIORFES TP 1L K OEIE BB 7R
NECHOBRGEEZBET DI L, 2B, BBRERLVEOREIZEYETE
R OYGEERFRD IR WIGEITIL, B BB AR VE LSO sz il o8 0
HLBEET D,

B TR, BOAM N OH I ARE L CHORIERREBLT A2 Z XD 5720,
AFNOEERETZRIZSRIER OB 7B T 5,

1 RUBE RSP (BE | AUBEIR I 2 5 de) b bbiu, BERWEES 7Y R—U &
IZEDZENRDHDLDT, Ae, El, MEEEOFEROF B MEED &2+
SEETDHZ L, 1 BEREN DS EICIE &G ERIEL, AR
F O GEDHE) R EZITH Z &,

BIERTIE, P4, ITHEREREE . TR, BB RDPH LoD Z & ndH D
DT, EHWIIITEEERE LTV, BEOREEZH3ICBET 52 &,

18



® ARIGCIFRABE/EAT « R ORIEREBE ITHE AT 58I, AR ORRREBRIZB W
T, #&GEG 1VFERIZ 6 BRI &, ZALIRRIE 12 B Z &AM %
T TN Z EESEIT, RFEGRIXEMICEGRAE CHROHEREZITH Z &,

® ‘IEEICBIT AIBRMEE L UTERT 2B, AFIOBRKRRBRICBW T, #
HBAMED G 2 FRIZ 12 B Z & ZRLREIL 6~12 7 A Z & IS MEDORHN %
IToTW2Z & EBEBIZ, REBGHIXESICEBRE CHROMREITO 2 &,
7ol WTtRMIBEIE E LCTHERT 25461213, ARG 12 ZAME L
THZ L,
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