HEERHEEST A RFA v
=R~ 7 (Bl z)

(BRE4 : A7V — AR REFHE 20 mg, 7V —RRHFEHE 100 mg, 7P —
RRMEERE 120 mg, A7V — R K EE 240 mg)

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

S22 A8 (Ff445 AUET)
JBA B
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3. ERIRRE P4
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1. IIC®IZ

RIS OF M  ZRMEDOREROTZ DI, U SCEFICE S W2 E AR R D
BND, 6T, TEORFREMOESRIC LY | FUREZS e & O HH0 72 3R %
FFERSDPARBENDLHF T, 20 DOEEKNZ BICHLER BT IR 5 2 L BAERERED
R & 72 o TR Y RIFMBOE S & YR O BT EE 2016 CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHNERNEOHERAORE(LHEZXS Z L L ShTnb,

PRV ERR T, KEEASCL 2T 0 7 7 A VDBBEEOEIRS & D IR
RHZENDD, DD, HMEROLZEMEICET 2 IERSH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L 7B B 2tz & D 2 & AN AHE e — 1 O B i 7= 3 R S BE i A
THZEREHEETHD,

L7 o T, RKIA RTA4 2 Tlidk, BBBEEL I E TR/ LA TN D EFIEFH) -
BHE RN LS & | LT O ER GO il 72 5 2 HEE T 2 8L b B e ik & %
HROEEFEHEZ =T,

I, RIA BT A %, MSIATBAE NEIE G ERE IR OHE, ASHEEANRR
BRI IR s . —MAERTE N B ARERIR NRHE 2 e OVt FE N B AR R 2 O )
Db LR LTz,

RGe L 7p HEIRS, « AT VR AEHE 20 mg, A7 U — RS ETE 100 mg, A
DR B 120 mg, A7V — RS EE 240 mg (— %4
=AN~7 GBIETH#Z) )

K LR DREUIE « DS AALFIRIER (T U 2 1A YRR RE Ao 4T - R O EHE ~
A7 a¥T I 4 FREZEM (MSI-High) #A7 5550 « EGE

MBEERHERORE - @, RAIZIE=Ar~7 (B r#iz) & LT, 118 240mg
% 2 MR XX 1 18] 480 mg % 4 # MR CAddiriET 5, A
U AvT GBIEH#L2) EOFHT 2581, @%E. BRAIZIX
=ARN~<7 (Bia /L x) & LT, 118240 mg % 3 MM
T4 [mSHEET D, 20%, =R ~7 (Eaffz) &L
T, 1181240 mg % 2 MK X 1E 1 [B8] 480 mg % 4 J8[EIEIFE C A
HEHET D,

LUl T RN T e S e S

(&%)

MSI-High % &3 25 « EAREICRE T2 v — R A SEEIEK S0mg (—i%% : AU A

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

2 BE XX D B DAL ICHEE U IR UIBR R RE AR A T - RO EBEE ~ A
7 aYT T4 NAREEME (MSI-High) ZA9 55505 « B

AELEONH&E: =AY (BEA#iz) EoftAIckBW T, 8%, A
AY A~T (BEaf#faiz) &L T1al 1 mgkg (KE) %23
[ERE T 4 B SR EET 5,

2



2. AHN DR, VERBFF

A7 — R AR ERHE 20 mg, [FATEERE 100 mg, FAEEE 120 mg K OVNE S ERE
240mg (—#4  =AN~7 GBIEETM#Z) « DAT. TRAL Lno, ) ik, M
i TEMAEH L A X Ly 7 24 BTV AL s~ F¥—X 2747 (BMS) #)
235PA%E L7 & h PD-1 (Programmed cell death-1) (ZX%F3 5 & M 1gG4 £/ 7 v —F /L4
KThsb,

PD-1 1%, &M L L2 38k (T A, B MR N F 2 7% 7 —T fifn) KOVE
BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z B IE & AUZHIE 2% 2
1) IR T 2R AR TH D, PD-1 IFHURIRRHIILIZFELT 2 PD-1 U 7 K (PD-LI1
KMONPD-L2) EfEa L. U RERIZIEIMES 7 F 2 fmizE LT o REROTEHEIIREZ
BIZFHRET L CTWb, PD-1 U W RIFHURE SN B b Ok & 22 Gk 58 B
LTk, BMERAMEEE) LU L EEMHMICI TS PD-L1 DOFEBL L IEDELF
HM & OMICADHBEBRN & 5 Z & HE I TWs (Cancer 2010; 116: 1757-66)
F o BB AR IR T MlaS AT 24 X —T 2 B v~ (IFNy)
IZX > T PD-L1 OFIANFEEI N, BB L7 EEMAHRIZI T 5 PD-L1 ORI LD
AL & ORNCIEOHEBIRIR R & 5 & D H & 5 (Sci Transl Med 2012; 4: 127-37)
X 51T, PD-L1 @5 S E -8 AMlaiE, PUsRFER CDS Btk T M ol fafs
TEMEZ 59 S 545, HT PD-L1 /KT PD-1 & PD-L1 & D& EET 5 &2 OHI
EEEENREIE T 5 Z EDNRENTWD, D Z LMD PD-1/PD-1 U 2 REEEIX, 2
AR TR R R A7 T MM O OB A BT 5HFD—2 L LTEX LT
Do

AFNZL, FEHRBROFE R 5 PD-1 OMfasEE (PD-1 U 7 o RFEAHEIE) ITREE L.
PD-1 & PD-1 U AV REDFEGHEIET L2 LICX Y, BAGURRFRZ T Mlaols
PEAL K O AUABIENE k9~ 2 MBS TG M 2 58 5~ 5 2 & TRk e Puidgsh iR &4 o~ 9
ZENER I TN D,

IS OFEN S | AFNTEMEIER ) 2 B 2R EIC R0 55 b0 L HIfF S,
KRG - BB 2R L UT-ERIRERR 2 0 L, AR, Rk & OB s
iz,

AFNOVERMSFIZ IS B ORERISIZ X DRIEREN S b b, EE L TIC
BLOAREMEN B D, RANOE G- R ORE#ITIL, BFOBIEL 04TV BEDRR
D BT AITIE, B L7250 U BP0 ik & RRBR A FF D AN & Effs L Chil
Y172 8ERIR I 24TV B OSIERSIC X D EIERA N SN 5 HA 12T, BIRRE RV
FUARIOBG DM YR AE Z AT O BN D D,



3. ERERAAR

S AACFEIRER I U T IR YRR AR 4T - R ORMEE~A 7 a7 74 bR
ZEME (BUF. TMSI-High) &5, ) 245 BR6 - S 0 KGRI Al 217 - 7=
F R EERRBR O & T,

723, [MSI-High #5935 8% ICBAL T, [PCRIEIZ KLY MSI-High & HE S 4L7z
B #BXT D854 (k%) 121X TMSI-High (PCR {5) AT 54 L Ki L, DNA
IAV y FEEBEPBEHEL TV Z AR SN EBEZERT 256 (K%) . T
7pH TPCRIEIZ XD MSI-High & HIE S L7z B8 sty (BLF,  THCY
VI, ) HEITRY I Ay FEERBRIE (LT, TdMMR] &9, ) LHESH
T HE | 2B 5%A1C1E IMSI-High 243 % ) & %7 L7z, IHC 12 L 5 MMR
i & PCR IEIC L D MSIBHE D — 1% 96.6~98.7% Y Tl 5 = L% NG ST
W5,

(2]

TSN I FEFRER (CA209142 #kBR) 072

(A B P )

LRI O & 5™ IR UIBRABE 72 HETT - R D dMMR % X3 MSI-High (PCR
W5 S AT DR - BRI 74 Bl 2RI, AAI 3 mygkg % 2 RS T A
L7z, FEIMEEA TH DR (RECIST A4 K74 > 1.1 MUz < BB ET
EERHHEEIC K 55882858 (CR) XIEEZE%h (PR) ) OFERIE. 31.1% (95%EFIXH :
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.: ] Mol Diagn. 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197-203

(2 CA209142 REROEHD A — LD 5 b, LFEIEFIED & % MSI-High % 49 2 f5 - B % %5 &
L7cam— MBI DARABEMBERERLOARANE A V) A~T (EaFHfRZ) & O HREREORRIC
DT REH,

) Q7 ALY Y VL RPUEMEEH L OOAF4 U 77 F L UIA U ) 7 5 B AR & 5T |
OUEDOILEHRIERO B D EBENH SR E ST,

GE) JEGEA AT IC 35V L IHCHRIC L 0 2 2~ w FEE # > /327 Tl % MLHI, MSH2, MSH6 /3 PMS2
DT IPDORELTRBD B2 NEEIZ AMMR &CHE S L7z,

VES) WA & 0 Bl &7 DNA IZ3B\WT, S RO~ A 7 0 YT T4 v —h— RN L T 54
AT, 2FEEU Lo~ —h—Zo\W T, 6 LU Lo~ A 7 aYT T4 h~—D—EfErxtg LT 55
(21 30%LL LD~ — 21 —IZ 2\ T, PCRIEIC X D YA XD EFE DK S hiz54 12 MSI-High &HIE S
77



#1 BRBEBAYDEERVENR (CA209142 HER)
(RECIST ver.1.1, AT SREN, IBRBEEMEE, 20164£8 A 10 BT —F v b4 7)

e A B (%)

r1>>

74 {51! 53 {32
5E225%) (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)
RIS 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 BRI RER %2 - ARMERRNT R RERM O 5 B Al X Y MSI-High (PCR) 2#H 7 %
I EDMER S N3, *3 : Clopper-Pearsoni%

(KA A ) h~T (BlaTHHz) EOPHES)

LB O H 5 Y IR YRR EE/ R ST - %D dMMR ¥ X% MSI-High (PCR
W5 Y BT A5 - B RE 119 Bl 2RI, AK 3mgkg KO EY AT (E
fRTHHE %) 1 mg/kg % [R HIZ 3 BRI T 4 BLSREERE L72%., A3 mgkg % 28
IR CaifidiE Lz, EEFHMEEE Th 5 84h% (RECIST H A4 K74 > 1.1 Buick
SLARBRBEEMEEIC X 5584285 (CR) XXl 238 (PR) ) OFERIL, 54.6% (95%
1EHEXR : 45.2~63.8%) TH o1z,

#2 BBBADERVENR (CA209142 FHER)
(RECIST ver.1.1, A3MERITREN, IWRBEEMEE, 2017 7H6 BT —F Iy b4 7)

B L4 A Bi%k (%)

=
l‘>

119 ™! 62 151

5t228%) (CR) 4 (34) 2 (3.2)

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

(B [95%EFXRES] (%) ) (54.6 [45.2,63.8] ) (62.9 [49.7,74.8] )
*1 o BT RIRER], *2 - AT SER O 5 B, PORAEIC L Y MSI-High (PCR) 26325
Z LB S B, *3 ¢ Clopper-Pearsoni%




[Z241]
VEANE T FHERER (CA2091423k8k)  1F2

(AFH P )

AEFEZRIT 7UT4 1] (95.9%) IZRO B, TEFREE L ORREENEETERVWASE
HGL 5174 Bl (68.9%) ZFRD HaLTo, FEBLHEN 5%LL LORWERIZTERD &Y T
HoT,

#3 FREEN 5% EORIEA (CA209142 3BR)  (ZZAMMERITSHBER)

HERIRHE BilE (%)

FEAGE 74 131

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

THI 16 (21.6) 1 ( 14) 0

L 7 ( 95) 0 0
— % - EFEER X OGO

95 17 (23.0) 1 ( 14) 0

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

U x—EH8n 9 (12.2) 6 ( 8.1) 0

AST B4 5 ( 6.8) 0 0

ALT #40 4 ( 5.4) 1 ( 1.4 0
72T 4 ( 5.4) 2 ( 2.7 0
FEIE R KOV T AR

& D PEIE 10 (13.5) 0 0

9% 8 (10.8) 0 0

R INIRZSING 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%) . FLIRMHERERSE 5 5] (6.8%) . infusionreaction3 il (4.1%) . BHEREMREE
361 (4.1%) . KMFK - /INGJ% - LD THI 34 (4.1%) | EEORFEEE 141 (1.4%) |
RIS RERERE S 1 151 (1.4%) M OWER 16 (1.4%) 23580 bz, £7-. FVEMERGZE S,
HAEAEE A, DA, Mgk, LBUBEIR. FFARA. IF4. m(bMEE &, TNEAEHEE
PR, Mk - BERRAR . FRARIMASZEARE, B MEES, mERERIEMERE, Z, 5&
I RS, DR B H I OYEFLIZERD B2 b o T2, ARIVER S BRI B
% (RREMRT 25T) 2E0EHEREZRT,

(KA VY b~T (B FHfz) Lot E)

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



#z 4 FREEN 50 EORIERA (CA200142 38  (ZZ2MEENTSIBER])

FRE RIS HH Bl (%)

RATE 119f3

(MedDRAV/J ver.20.0) 4 Grade Grade 3-4 Grade 5
2EIEH 87 (73.1) 38 (31.9) 0
MEE Z Y v GRREE

2 ifi. 8 ( 6.7) 3 ( 2.5) 0
N 3 i

FOIR B BB T E 16 (13.4) 1 ( 0.8 0
R A e UM 13 (10.9) 0 0
B IEREE

T 26 (21.8) 2 ( 17 0
L 15 (12.6) 1 ( 08) 0
i3 8 ( 6.7) 2 ( 17 0
Mg - 8 ( 6.7) 1 ( 0.8) 0
H Nz 6 ( 5.0 0 0
—f - BHFEER L O SEAOIRRE

W5 21 (17.6) 2 ( 17) 0
FEEN 18 (15.1) 0 0
1 9 6 ( 5.0 1 ( 08) 0
A VTN PR 6 ( 5.0) 0 0
7R

ASTHIN 17 (14.3) 9 ( 7.6) 0
ALTHI N 14 (11.8) 8 ( 6.7) 0
Y —P R 10 ( 84) 5 ( 42 0
R L Ok hEE

BEXONBIES 10 ( 8.4) 1 ( 0.8) 0
AR KOG G i ki

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

GEV] 7 ( 5.9 0 0
MR AR, HEhds K OMthm e

fitiig ¢ 6 ( 5.0 1 ( 08) 0
B $ KOV PRk

7 9 FEIE 20 (16.8) 2 ( 17) 0
Fe 95 13 (10.9) 2 ( 17 0
B iz di 8 ( 6.7) 0 0

k. HURIRBEREREE 24 B (20.2%) . ATRERERET 23 B (19.3%) . Fhf-REEE 16
B (13.4%) . FERBUHREMEIE/ X A3 —13 ] (10.9%) . FEVEMERRE 7 41 (5.9%) |
RIFSAERSE 6 (5] (5.0%) . FIRFFSAERETE 6 5] (5.0%) . FEFEDRIEHREE S #] (4.2%) |
infusion reaction4 1 (3.4%) . KB - /DMEK - EED THI 4 6] (3.4%) . T HEAHERE
feE 3 5 (2.5%) | JIF4¢ 3 5] (2.5%) . CoERFESE 1451 (0.8%) . AMZk - Bl 1 451 (0.8%)
M OVEESE 141 (0.8%) 3F8 8 iz, F7-, EIEMEE G, Oz, Mk, 1 BRI,
FFARA, S LMEIRE 2, FiRiiieZeteiE, BB ikkEE, mEkERIEMERE, %, 5
&g, MRS, BEALITERD b o Tn, REWEAEIURIIZIEESES (FRER
TERTZ2ET) 2B 0EIERE =T,



(ML - HE]

AR OREMEYBETT L EZFHA LY 2 2 b—3 3 42k v, AK 3 mgkg (K
) XX 240 mg % 2 FRIEINGE TS LI2BROARR O Mg iR EN S S iz, ZOf
R KK 240 mg G L7ZBROBEE R, AH 3 mgkg i L7 BROBEREE & L g
LTz~ & THlsnzbon, AARNBEICEBW TARMENHE I TWDH
% AR (10mgkg % 2 BRI CRY) CAKIZ RS LI-BROgE R & ik U CRE
e THlane (FR) . MA T, ERoBEEICKIT 27T —ZIKI3&x, KA
3mg/kg (KE) XiE 240 mg % 2 HFIFIFE THG- L 7ZBROARRK| OUREE & & A0 3%
2 & OREZ RS A IR SUGTE T VAMEE X, YEBEIZ OV TR T LT
R, ERRoME - HEOR CTHMMER NVZEMEICHf R ER T2V E TSN, &
72, MSI-High 43 2555 - EIGEEE OT — 4% 2 & - RHENRYEET T v, Bl
BEBFOT —ZICEDSEMESNTRBEISET VE W2 E 2. AH
3mglkg (KHE) Xi%240mg &1 BV A~7 1mglkg (KE) % 3R TG Lz
BRI BIRE A 22 534 Ulen EHER S Tz,

R5 FAOEKWHE T A—F

ik - e | O Crindis Cougals Comsss Conns Cousss
(ng/mL) (ug/mL) (ng/mL) (ng/mL) (ng/mL) (ng/mL)
3 meke Q2W <35~52§ '7608) (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) (51.62f'739.2) (79.98),?14) (33?,9232) (18421,1 1) (23;7286)

O (5%43,95%5) .« Q2W : 2MEMEIHIRE. Comax : FIEIRG-14 O B @ MG PIREE. Crminaia © FIEIE 514
14H E le’ﬁéfiﬁlﬂl‘?}%ﬁ:’(ﬁgx Cavgd14 . %D@&E‘ﬁél‘ta H i«c@j‘_ﬁi@ﬂﬁ%[{j@%g\ Cmax,ss . ﬁﬁ%%ﬂl
ELTZD%%E{%EP&%E\ Cmin,ss : Eﬁ%ﬁﬁéiﬁﬁé%{&ﬁl%qﬂﬁﬁ\ Cavg,ss . Eﬁ%,ﬁﬁﬂiﬁﬁ'éﬁji@m?ﬁ
R

IHiz, RFOREMEYBRBETVEAFHA LY Iab—2a il b, KA
480 mg % 4 I M RIME TG SUIREAGRO YL « HE%E TG L7 BEOARAK O ik ik
FEEDNRRT STz, T ORER, KAl 480 mg % 4 HERKIE TG LB EFIREICS T
MG FIRE (LT, [Cagss) &V, ) 1F, AHl 240 mg % 2 HHE IR TG L
TeBRD Cavgss CHRIT 2 & PHIS N (FFR) o Flo. KAl 480 mg % 4 HEFE IR T 5
L7 O EERBICHIT D mmiE FIRE (LT, [Craxss) &£V 90 ) 1E, AH] 240 mg
% 2 MG CHEE L7ZBED Cuaxs & L CTEEZ R T E FRISNZHOD, HAAN
BEIZBW AN ER SN TWDHE - HE (10mgkg 7 2 BFRERTHRE) T
Fl a5 UT2BED Chaxss & 0 L TIREZ R T & FRISNE (FH) . AT, #E%D
FEIEICRBIT BT — 2 ICHES& . AAKI3mgkg (KE) it 240mg % 2 @B, #L<
EAH 480 mg % 4 WG TR G L7-BROARA OBR TR & & A T etk & o
AT DIRESST T VPR I L, YZBEIC OWTREI M T /R, ERio
i - HEOR THINEL V2222 R I T v & PRl ST,



K6 AFOEMERLRNT A —F

v - e Crnax Chmind28 Cavgd2s Cimax.ss Crin.ss Cavess

(pg/mL) (ng/mL) (png/mL) (pg/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) (62a?%87)
50 mg QAW (10;?307) (15if;;xn <37ff§2u8> (14?}?36) (27Zii37) (62a?%87)
10 mglkg QW (142?322) (8622?32) (101}?48) (323?225) (18i}§03) (2327277)

il (5%, 95%5) . Q2W : 20AMIREIFE. Q4W : 4MAEIRINE. Cmax @ FIEIHE G4 0D s ML i A
Cumindzs : PIEIE G528 H BIZE 1T D FARIMIE PR, Caveazs : B E#28 H B & TOIIMIE P E .,
Cruaxss © TEHIRRBIZIUT D i m MLIE IR L, Crinss © EFIRTBICE T D I MEIIE FHEEE . Cavgss : & HIREE
(2R 2 R i R



4. BRIZTHOWNT

AFN OB G- W 72 BE &2 - FrE L. AR oF 512 ;@E%ff TEFRZRB LT
BRICKHET 2 Z ERMER D LFOO~Q@DFT X T &= T sicB W THEHAT
RXTH5DH,

O MEFRITHOWT

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

(1) BEAFBRENEET 503 A B REEEILSRBES (FEIF RS A BRI AR L
Hiek A3 A B2 L RURE . MUY A BB IR 7R &)

(2) FrERERERDE

(3) HBENTEAEDFEE T D0 APSHEEEHT (03 A ISR ERibT, 23 AR
W 1IREBE, DA EEEREER e &)

(4) ARACFRIEE ZRE L, ARG L FRIEZRR 1| USRS L a2 R
2 Ok FEAEITSR D R H & AT > T 2 fiak

(5) PUEMEREESAILL T EHEIN O R sk K AR 5 M 24T - T D itk

O-2 M - B O LTFRRIE R O 'H/Eﬂﬁ%fé‘%ﬁuﬁ#@xﬂ“ Aoy IR RnEk L RER & RO R
il (FROWTNNIEE T DHEM) 23, SR ORFNET 2R OEMEE L L
TREINTND Z L,

*

o [EEMFFISE 2 FOUIMIMHEZE T L7212 5 FELLEDO D TR DB IRIHE 2
ITHoTWBHZ L, 96, 2L RIX, BATEMEEZ £ & UEERIES S ONHE 2
1ToTWBHZ &,

o [ERIRFFESE 2 FOWBPIHHEZET LI2&IZ. WLaE OB ASMREZ ST 5
FELUEOHLEIIB FOERZIT o TN D Z L,

o [ERNEFFEUSH% 2 FOYHHEZIE T L7-&IC 4 FLLEDOKREREZAG L T\ D
Z &, OB 3FELLEIE., TEIbESE O D A SRYERTE & G e iE b g T OB IRAHE &
T TCWNAZ L,

© BENOEEMFEREBROMAHICONT

3R A 1 B BRI AEF 9 2 LA DS E S v, BUERAZED D OIFHRE D, A0 - &«
é‘fi’%%?ﬁ‘]‘%?&@ﬁ@ﬁ&m:%“ A D IRt AEFRDREAE LSS OWE
R FEPHLATOND AR E->TVWD 2 L,

10




@ BEA ~DXRIGIT 2OV T
@-1 HEsAHIC 35 B

VR MEGE RS D TSR BIER T4 LI-BRIZ, 24 BEREIZSIRIAHIO T, Y%z X
IEEE R 1BV T, BEL L2 RIWER IS U CARBEE B O CT O RIVEH ORI &4
HAAREOFEREIY BHPIZE S, EHICRHG TR EH N E > T D Z &,

@-2 EENEEEICL 2AFEELNHICHET 2 EH

DAZIRICED 2 i OB 2 A T A EREEFEDPRWERE=2Y 7
EHEOIEROAT ) —= T EHATOEIRE & fFlZ G TE 5 F— AERIKH 23
ESNTWAZ L, B, BiEHEICHOWT, RAERE EZDOFEICHSITAmENT
WhHZ L,

@-3 BHEADZMWr-OxN B LT

RIVEA (MEMEMEEIZIN 2 BEAEEDAE., Ok, Tk, BT RAREE., KIBX.
N, BEEO TR, 1 RBERA, BUERTR. ITAE, ITiEneRasE . Tk, mfbmnseg
2. FURIMERERSE S . TRMAMEEREE, MiEE, BEE. RITESE. KK, EEDORKZ
JE R, FFRIMARZEFRIE, infusion reaction, HEFE7cMygkmE, MERE RIEMERE, FikL.
Bede . WL DFPERUS, IR ENME, DS (O FEMME) - RK - DA |
REFEREE . IS ML, BEALE) 1Tk LT, YikhEak U BB O BF 2 AT 5
R & EE L (BUWER ORI L THREM O EEZ TN &M H D =
&) L EBICHEY) R ALEDS TE AERGINESTWAS Z L,

11



5. RERBRLLRDBE

(A0 BId 5 F1H]

O TROBEICEODTAAEMBEROCAF A Y AT (Bio L) & off
MTEGORZENRENTVD,

DN AL FPRIES T U 7 A R DR AR RE R AT - R OEHEE~ A 7 a¥ T
A4 NAZEM  (MSI-High) =83 548 « BEEEE

728, MSI-High #3252 Lo\ L, =R~ (Bl fiz) oo =

7

VighiEk (M5e4 : MSI A&~ b (FALCO) ) #HWTHERR T 5 Z &,

@ TFREICHST B B IR B ARG T ORI DU T i, AH DA B2
ML SN THE BT, ARORTHG L 725720,
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6. MEICEEL THEBE T REEIH

O WASCEZEIIIN 2, MEREEE DRI 5 @RS 1T -5 & ARHF O Fritk M OV 1Ef#
D= DICHEIMERE T3 ICEMR L T+ s 2 L,

@ TBRIEBRIAICHENL G, B T Z DFEIETH MR a2 453 L. FE 4215
ThroEEGET5HZ L,

@ FEREWEHO~RT AL MTONT

MEMMEER S LD ZENHDHDT, KEIOEGIZHT-> T, BKRE
AR (PR RIS, Bk, FEEVE) OMEFE N OISR X #f A O %, Blaga 14
AT 2k, Fio, BEIR U THES CT, MiF~— —%DiE 4z £ 2
Z &,

AFN DO EILEE D infusion reaction (22 TEEARFIZ 072 %D TE 5 UE
&7 > 72 ECBt 2 2 &, £72.2 [B1H AR O AHAI# 5112 infusion reaction
NHLONDZEbHDLDT, KFERE R OAFEGHHE T HIT A Z A
YEWET %, BEFEOWREBE SIS 52 L, 70, infusionreaction &
FEHL LTI A 12id, AT O K QYRR ERICIEE S 5 TRE L 0Bl
T5Z &,

FORIRBERERR S . T EMAEREREE R ORIBFEERH 5 oiLd 2 &03H 5D T,
AN D ¥ 5B hERT M O G-I I E IR N stkne iR & (TSH, ##fE T3,
R T4, ACTH, I 2o —VEORIE) #FEhid 52 &,
AHNOFEEIZ LY | WEORIEFINTERE T 5 L& 2 BN DER % RREHIE
DHLOLNDZENHD, BENSRBOOLNTGEITIL, BELLZFRIIS L
B 72 ek & 8Bk 2 e o [ Al & i U Cli bl A BRI W 21TV B o
FOGIT X 2 BWER 2N g0 2551213, AFIORFES T 1L K OEIE BB R
WEVRIORGEEZZET DL, ek, BIBEERLVESOREIZEYAIE
MOYEEDRTRD BN WGE T, BT B R E o DSOS fiil Al 60
HEET D,

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

1 BBEPR I (BIE 1 BUBEIRI 2 5 de) Db Hiodv, FERWMESS R 73 R—v &
ICEDLZERHLOT, M, Eul, MRHFEOMEROFEHC MAHED -7 12+
SEETAZ &, 1 BRI SE TR G2 HIEL, 42X 8
Al OF 5 E DY L EZIT 5 Z &,

BENT 2. P2, ITHREREE . TR, B{LIEIEERRH LN ZL03d D
DT, EHWIIITHERERE LTV, BEOREZ H3ICBET 52 &,

@ AHNOEERABRICIBWT, HERBS 24 BT 6 M Z & F LRI, 125
M EICEEDFME 24T > TV Z & 2 BB ARG I E I B A
THROMEREITH Z &,
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1. IICBIC

RIS OF M  ZRMEDOREROTZ DI, U SCEFICE S W2 E AR R D
BND, S5, IHEOREREMOMEAIC L0 | FURESR G 72 & OFH0 72 5B E R
FPEZRLDARIND T T, 2 b OERGNZ EIZHNERBFITRMLT 5 2 L BED
FRRE L 2o TRV RFEMBGE & O HAR T EE 2016 O 28 4= 6 A 2 H MR E)
IZBWTYH, EHMNERNEOHERAORE(LHEZXS Z L L ShTnd,

PRV ERR T, KEEASCL 2T 0 7 7 A VDBBEEOEIRS & D IR
RHZENDD, DD, HMEROLZEMEICET 2 IERSH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L 7B B 2tz & D 2 & AN AHE e — 1 O B i 7= 3 R S BE i A
THZEREHEETHD,

L7eRoT, KA T A TiE, BARERELZNE TICELN TV A EFITH) -
BHE RN S-S & | LT ORI O il 72 5 2 HEE T 2 8L b B e gk &%
HROEEFEHEZ =T,

I, ARITA BT A A%, SIATBOE N EE S RS A A, AmEE AR AR
BRI o, —AFEENE N B AR IRNBHE S, FrEFEEFIEENE N B R EE T2 O W
J1ob EERR LT,

RG L I HEIRSG, - A TR ERE 20 mg, A U — R SEETE 100mg, 4
— RS 120 mg, A7 Y — R IR 240 mg (— %4 - =
P~ 7 (Bl FH#z))

REERDPIETAER - ARTGUIBRARGE AT « FEFE DRI
RIEFER T DI AHBLHEE

REERDMEROHE . <ARIGUIBRAREEZHEST - FFORIENE >

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

Z 2 BRGSO 18] 480 mg % 4 3 R RIE CATEEET 5,

L OFEEMIEEA & O3 25613, @, A=A 1r~7

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

% 3 B FEIREIRR S 1 7] 480 mg % 4 3 [ [ CRim it 5,

< BB BT DIFZ BRI >

HE, KAZE=Rr~T (B iiz) & LT, 1[E 240mg

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

L. BEHMT R VAMETET S,

D /INBPSEL TR US4

et
3
=
Sl
M
o




2. AHN DR, VERBFF

A7 — AR A EHE 20 mg, R EE 100 mg, [FLAGREERE 120 mg K OVRLAHE
H240mg (—ie4 - =R~ 7 (BB, DUTF, TARAL Evd) 1d, /NEFEE
i TEMAEH L A X Ly 7 24 BTV AL s~ F¥—X 2747 (BMS) #)
235PA%E L7 & h PD-1 (Programmed cell death-1) (ZX%F3 5 & M 1gG4 £/ 7 v —F /L4
KThsb,

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

BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z B IE & AUZHIE 2% 2
1) IR T 2R AR TH D, PD-1 IFHURIRRHIILIZFELT 2 PD-1 U 7 K (PD-LI1
KMONPD-L2) EfEa L. U RERIZIEIMES 7 F 2 fmizE LT o REROTEHEIIREZ
BIZFHRET L CTWb, PD-1 U W RIFHURE SN B b Ok & 22 Gk 58 B
LTk, BMERAMEEE) LU L EEMHMICI TS PD-L1 DOFEBL L IEDELF
HIH & OMICADHEBEBR & 5 Z & HE I TWw5 (Cancer 2010; 116: 1757-66)
F o BB AR IR T MlaS AT 24 X —T 2 B v~ (IFNy)
IZX > T PD-L1 OFIANFEEI N, BB LSRRI T 5 PD-L1 ORI LD
ALEWIR & ORI EDOFBIRR N 2 & OHE S & % (Sci Transl Med 2012; 4: 127-37)
X 51T, PD-L1 @5 S E -8 AMlaiE, PUsRFER CDS Btk T M ol fafs
TEMEZ 59 S 545, HT PD-L1 /KT PD-1 & PD-L1 & D& EET 5 &2 OHI
GEEIGEREIE T 5 Z EBRENTND, DI &2 D PD-1/PD-1 U 72 RERERIL, 23
AR TR R R A7 T MM O OB A BT 5HFD—2 L LTEX LT
Do

AFNZL, FEHRBROFE R 5 PD-1 OMfasEE (PD-1 U 7 o RFEAHEIE) ITREE L.
PD-1 & PD-1 U AV REDFEGHEIET L2 LICX Y, BAGURRFRZ T Mlaols
PEAL K O AUABIENE k9~ 2 MBS TG M 2 58 5~ 5 2 & TRk e Puidgsh iR &4 o~ 9
ZENER I TN D,

IS OFEN S | AFNTEMEIER ) 2 B 2R EIC R0 55 b0 L HIfF S,
BiEmEE NG L LR Z B L, Ao, Btk OERERHER I N,

AHNOVEEFZ LS < BEE DORE S L DEWERZ%N S 5 b, EEXIIRETIC
BLHAREMEN D D, AKNOEG-H R OEE#ZITIX, BFOBE L 01470, BEDR
D BTG AL, BB LT FRITIE U= MR 22 ek & 185k 2 R DRl & s L Ciil
GIZRBERIR W 21TV, IBE OSE RIS K D EWER NS 2551213, BIBRE AL
T UHIOE GO IRE Z 1T O LERD D,



3. ERIRPGE

O AACFPRIER I\ THEE U - ARIGYIBRRREZR 1T - BRSO, ORE®BICBIT 5
WML, KOO L HRIERIBIE ORIR IR RE /2T - B ORIEE O7KGRREC
I 2 AT o 72 B2 EE R RER O g 2 T,

[ 2hE]
O [EERLFEE ISR (ONO-4538-24/BMS CA2094737K5%)

7 oAbV 2 VU RPUEMIEEA KL O T T FF A & G e O AL SRR RIS G U
A OARTECIRASRE 72 AT ST PR O FE e FR 38811 (A AR N B 27401 % & e, AH|
RE193M . SPHRAELOSHI) At BRIT. # ¥ RPUEMEIEER (R & & vk ik
R YA XRI) ERIRE L CARHI240 mg 4 238 [ RIS CAEEE LT & 2 0aIM K&
Otz met Uiz, EEFHEEE T©H 2 24 MM CLF, ToS) twvw)H, ) (ke
il [95%(EHEX[H] ) 1%, AFIFET11.17 [9.99~13.73] & H . %IHE#E 8.54 [7.20~9.89]
HATHY | REFEIRRECR LG FERICEBERIEEZ R LT (¥ — KE0.79

[95%(5 #E X [ : 0.63~0.99] . p=0.0381 [J&@%Hlllog-rankfEE] ) .
* 1 R 2 L AKRIIC O TILTS mg/m2 4 SR I CRIRNEE -, %7 U 2 BN T,
100 mg/m2 % 7HE 2191 7 v L LT, %1, 8, 15, 22, 29K UB6 A HICHIRMNIEG T 52 L L &n

77
1.0
0.9
0.8 —a— AHIE
0.7
_O--Y88
G o-- JERE
£ 05
=5
0.4
0.3
0.2 - Y
-0e00 5 ’ 5
C@eag T ens o i
0.1 .
e S o
00 1 | | | 1 | 1 | I | | | 1 | | |
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36
at riski £7FEARI(A)
A 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

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



@ EFEILFES MR (ONO-4538-43/CA20957 774 5%)

WAL RO FRIET I K 0 IR B2 2228 (BLT, TpCRJ &V 9H,) BREH B
IR0 T2 B OINREEMT94 ] (AARNEE 63 Bl ale, AAIRE 3261, 77
AR 262 B) ZXIGIC, 7T AR EXEE LTARAI 240 mg & 2 BRIFE T8 F (16
), 20% 9 BIHE @ EIHEELGO 2 EF%) 206 480 mg & 4 IR C A E

(&K 12 WAM) L& 20FIMER LML B Lz, FEFHMIEE Th 5 HH
AAFHIR] (PR [95%(EHHIXH D) 13, AAIRET 22.41 [16.62~34.00] WA, 77 &R
FET 11.04 [8.34~14.32] WA THY , AFIMEIT 7 B AR LITEHARINCH 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 ALFEFRIEDO LY A 2 R OV BR#E1E1L. National Comprehensive Cancer Network (NCCN) X &
European Society for Medical Oncology (ESMO) D H A KT A LAHE U 7= AR ER 0> 3 i [E] 313 sk
BT DEEMEIRIR AT O 2 & & &z, T L, (PRI ASRUERESEAZ S5 LY A v
st

*) ¢ i1 OB TR TS T, American Joint Committee on Cancer (UL F. TAICC) &5 ,) RS
BMOEETHD ICESS ypTl LEXUT ypNL AL ETHD Z L L EZR SN,

*3: MIEIZWIRE IS AJCC o8 (B8 7 b)) 12385 < BRI 8 ST I oo £ (S AE A2 FR<)

T EE B A& I & DRV LRk IR S AN BTz,
4 FIRIC LY ER S SRR S U BESHAAN ST,

09 { 3 —— K HI#
08 { ™ -o-TS5uRE

Rt 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

AH|FE 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 ERAEFHIE O Kaplan-Meier BB (ONO-4538-43/CA209577 3ER)



@ [ERILFESE I (ONO-4538-50/CA20964855k)

(L FIERTE IR ORIRYIBR AR RE 22 EAT - A8 O RIEREEFT970 ] (HARANESE 394
Wl aEETe, AF+A U L~<72 (LLF. [NIVO/IPI] L5, ) BE 325 i, AK|+ 7
AR T VNN AT T T o ETe b RS (BLF, INIVO/Chemo) &9, )
BE321 0, AT VRN AT TF o reaifbggiE (LLUF, [Chemo) & W
9, ) BE324 B1]) Z x5z, Chemo Z X%t E LT, NIVO/IPI & O NIVO/Chemo DA %)
PR OVZ e a2 Et Uz, EEFHEIE B X, tumor proportion score™ (LA N, [TPS) &
W, ) ZI%EMICE T D AR (LT, TPFS) &9, ) RTPOS THY |
BIREHMEE & S ITT E£HI2B1F 5 PES LN 0S st S iz, FOfE%., TPS=
1%EM L ONTT M5BT 5 0S 122 T, NIVO/IPI B T NIVO/Chemo #£1E Chemo
FECXT L, W FICEBERIER 2R LT,

*1 RIS R E IR W ORI R IR T L g (FICRT EEEN ) LS,
KEIR, KEGE~OH LR EZRO R VEBEERRIR & Sz,

*2 . ARAI1[E 3mgkg ((RE) % 2 BRI, F1 Y A~7 (EaHEMZ) 108 1mgkg ((KE) %
6 I IFIRKIIR CAE LT, DERIBEBRRICISN T, ARIZAICEE L, A ) Av T (&S
THAHE Z) IIARBN O G T D 30 0Ll EORIEE BV TR S A BlsA Lz,

¥4 E 1A 7L LT, A LR 240mg & 2 BIHEE, 74w YT 20 800 mgimd H A 45
PbA VO LIBENS5HEET GHR) . VAT TF 80 mgima WA 7D 1 HEICE
WRAEE G U Te, ARAIEACERIE 2 R B ISR 5T 5 S8 ARERIICERE L, 7ty T
BV AT T F AR OFKGHKT 5 30 0L LR A2 B W TG 2BG LT,

*4  JEIEHERIC 51T D PD-L1 2363 LB 5o 558 & Sh-,

1 APHEORKE Q0214 1A 18HF—FH >y b47)

TPS= 1%E ITT 4£H
NIVO/IPI #f NIVO/Chemo #f Chemo #% NIVO/IPI # NIVO/Chemo #f Chemo
(158 f31)) (158 #1) (157 #1)) (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%C1]
pps YT KK 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
(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%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
(giﬁ Kt 0.0010 <0.0001 o 0.0110 0.0021 -
= (0.014) 0.005 (0.018) (0.009)
() (0.005)

Cl: fEHXM, *1 : TPSZ 1%HEM Tix ECOGPS (0, 1) K UMs#hgas@d (1 @ELLT, 2@l L) ZEHIE T & L7z @Al Cox tfi N
F— RET /L, ITTHEMTILECOGPS (0, 1), #hEasE (1 @ELLT, 2 @S L) RO PD-L1 FEEURIL (TPS= 1%, TPS<1% ik
HIEAHE) &R & LERI Cox I NY — RET /L, %2 0 HEAKMEIKHS L7z 98.5%CI X [0.73,1.43] Thotz, *3: FEK
HEIZ 5 L7z 98.5%CL % [0.46,0.92] Th o7z, *4 : HEKEITKHIS L7z 98.5%CLix [0.64,1.04] Tho7z, *5: J@5I log-rank f&E
(Cox Heflnt— RET IV EREROBRIRT) . *6 : FRMITIZI T 2 HBKEIZKIG LTz 98.6%CI 1% [0.46, 0.90] Th-oiz, *7:
H AT (2 381 B A B K MBI S L7z 99.5%CT 13 [0.37,0.80] T - 7=, *8: FHEIMRNTICIS T A B KHEISHIE L7z 98.2%CI 1% [0.62,
0.98] Th otz *9: HRENTIZIS T 5 H BKEICKHE L7z 99.1%CLI% [0.58,0.96] ThH-oiz
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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
Va1 " = 1 B O A
Number of Subjects at Risk FEARMIHLOMA (A7) Number of Subjects at Risk EERFF T HL0HEE ()
NIVO/IPIEE NIVO/Chemo#§
158 136 116 98 89 63 50 40 31 20 1 9 a o 158 143 129 105 88 70 53 36 22 16 4 2 0 0
Chemo## Chemo®%
157 135 105 72 52 36 21 12 8 4 2 1 1 0 157 135 105 72 52 36 21 12 8 4 2 1 1 0
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s g w0\
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0.0 0.0
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 34 13 2 & D REE = IR
Number of Subjects at Risk RIERSATLOOHH (A) Number of Subjects at Risk fEREIR T 25D/ (A)
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 a1 23 9 5 2 1 0 324 281 229 171 131 93 56 41 23 9 5 2 1 0 0
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(PD-L1 ZEBUR LA DA 2h1H:)

E BRI FEFE AR (ONO-4538-50/CA209648

AR (ICHAAN DN BE DT —X

IZH & | PD-L1 OFBURIABINIAT 24T > T A ME (RRI 7R 2 Gde) M OVZE4A
PEDOFERIZUUTO LB TH-o T,
NIVO/IPI } TF NIVO/Chemo (2B LT, PFS KX OS DWW FHIZEWTH TPS<1%D
FBEEM TiE Chemo & bl L 7 SERAHANIIRRD HivZe oo 7= (2, K 5),
723, PD-L1 OFRBLRMIZ L BT, KFOLZ2MET v 7 7 A VITFEETH > 72,

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

TPS < 1 %55 ] *!
NIVO/IPI Ef NIVO/Chemo ¥ Chemo #%
(164 1) (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]
Tjﬁf 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: {EfEXH. *1: PD-L1 HIIEREETH - - BEIIRI ST, *2 : FJE=EHI Cox

i~ — FET L

1.0 1.0
F 08 S 0.8+
= 0.6 Z 0.6+
2 3
2 0.4 NIVO/IPIEE 2 0.4
s |l s / E |
£ 02 e £ 024
] -0 0---0
- Chemofif — -
0.0 0.0
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42

Number of Subjects at Risk
NIvoTPIEL64 136 114

ChemolE

BRI A B0 (A)
91 75 64 45 35 27 13
99 79 57 35 29 15 S5

166 145 123

Number of Subjects at Risk

NIVO/Chemolif

I 3
3o

0
0

0

0 0

Chemaf

NIVO/Chemo#

=gl

L
Chemo#

T T U T T
0 3 6.9 12 15 18
e 2y AT 0o 2
163 150 124 98 75 63 39
166 145 123 99 79 57 35

21 24 27 30 33 36 39 42
o iHM ()

24 18 10 8 2 1 1
2915 S idnads i)

5 OS ® Kaplan-Meier HifR (ON0-4538-50/CA209648 REk)

(TPS<1%%H)



[Z4tE]

O [EHEILFREIFEE (ONO-4538-24/BMS CA2094737 5k )

BEREGUIARAIRE 172/192 1] (89.6%) . *FHARE 192/194 5] (99.0%) (258 Hiv, iR
BRIE & ORFBIRNEE T X WA FHRITIAFIRE 129/192 41 (67.2%) | <t HEEE 185/194
B (95.4%) IZFH BTz, WT N DOFETIHELFN 5%LL EORIERIZER I D LBV T
HoT,

£3 DT OFTREEN 5% EORIEF (ONO-4538-24/BMS CA209473 3RBR)

%k (%)

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

(MedDRA/Jver.21.1) 4 Grade Grade 3-4 Grade5 4 Grade Grade 3-4 Grade 5
2RIEA 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
—f% - REEER X OGO IREE

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

esNR 9 (4.7) 0 0 44 (22.7) 0 0
R IR R A

U 2 oRERER R 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 EBRE 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

W - 1 (0.5) 0 0 13 (6.7) 1 (0.5) 0
oW

FOIR BRFE REAS T 1E 17 (8.9) 0 0 1 (0.5) 0 0
JEYSE B X OV A HUE

Pt g 3 (1.6) 1 (0.5) 0 11 (5.7) 6 (3.1) 0
B X OeRREE

RARIHER 15 (7.8) 2 (1.0) 0 52 (26.8) 9 (4.6) 0
MRE LI 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 R Jg A iE 0 0 0 16 (8.2) 14 (7.2) 0
BB KOV ARk

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

R = 2 — T — 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

I, AFBHC IS T FRBEREREE 22 1 (11.5%) | BEECREMRIE/ I A4/ $F—15
B (7.8%) . JFRRERET 13 0] (6.8%) . FVEIMEMGZE 12 1 (6.3%) . 4RERETE 8 fi



(4.2%) . EEOREREE 4 6] (2.1%) . MW 34 (1.6%) . B 241 (1.0%) .
ERelEE 2 1] (1.0%) | % 161 (0.5%) . RIBZ - /IMEJ - HEED T 141 (0.5%) .
TEAEEEREE 1] (0.5%) K ONinfusionreactionl ] (0.5%) MR bhiz, £7-., &E
FEMEESGE, (DA, Mk, VAUBEIRI, T A4, A LPERRAE 2, RIEHERERE =, Mk -
BERRSS . FRARMARZERE, A MR, MERE RIEMRE, kL. R, S &K
K OVLEIEE TR bivZe o To, AREWERIFEBLRDUIEE S S (RRIR AR 23
o) ZBUEERETRT,

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

HEREGIARFIEE 510/532 1] (95.9%) . 77 & AHE 243/260 ] (93.5%) (258 HiL,
TR & ORBEBIR NG E T E WA FHGIIARAIRE 376/532 5] (70.7%) . 77 &R
¥ 119/260 1] (45.8%) (2R3 HALIZ, WI L DRETHELRD 5% Ll EORIERIEE 4
DEBY THoT,

K4 WTNHLORETHREESD 5%LL LORIEA (ONO-4538-43/CA209577 3RER)

pi%% (%)

SN IPNG |

e, zliﬁﬂfiﬁ 77 ’z{n“i‘ iEd
" 532 1 260 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 (04) 0 39 (15.0) 2 (0.8) 0

L 47 (8.8) 0 0 13 (5.0) 0 0
FERGF KOV 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% - R EEL LOR5
NEDIREE

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

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

TARGEURT I b 29 (55) 2 (04) 0 10 (3.8) 0 0

TR T =T —BHM
PR A

FOPR 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 & O SRRk E

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

¥, AHIBEZ B THUR I RERRE 89 1] (16.7%) . NTHEREMET 49 # (9.2%). #f
PRBETE 35 61 (6.6%) . BERUAHRAARAE 33 61 (6.2%) | [IEMENGYEE 26 151 (4.9%) . Lok
[ 11 % (2.1%) . infusionreaction 10 i (1.9%) . EEEDFEREE 8 5] (1.5%) . &
BERERE 7 61 (1.3%) . KiGZk - /MG - EEO NHI7 61 (1.3%) | iT% 4 41 (0.8%) .
D 361 (0.6%) | FIFHEREREE 3 651 (0.6%) . 17AUBEIR 141 (0.2%) . HRimAe
FEFRIE 16 (0.2%) . JEFL 1 (0.2%) KOWER 141 (0.2%) i bz, £z, 5
E MRS, TRRMHERERES ., BUEFR, RS, ik, %, LEREESIEER, Mk
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AR g, JRIFERES, RGN, ERERREE T E, 2R Mk &UH%%"%‘J‘EH%* R
Siieo T, ARWERFEIURILIBEEFR (RARAEMEE 25T) 23 0RatA
%‘fﬂ—_\“j‘o

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

HEFEGIT NIVO/IPI BE 316/322 5] (98.1%) . NIVO/Chemo #¥ 308/310 f31] (99.4%) .
Chemo #¥ 301/304 il (99.0%) (258 Hav, JRBRIE & ORERBNEE TE W aESR
413 NIVO/IPI #f 256/322 5] (79.5%) . NIVO/Chemo #¥ 297/310 f4 (95.8%) . Chemo
7 275/304 5] (90.5%) 2D LT, 7ok, EERAEHGUT NIVO/IPI B 214/322 4

(66.5%) . NIVO/Chemo #¥ 180/310 4] (58.1%) . Chemo #¥ 128/304 il (42.1%) 238
LT,

WD DOFETHILFEN 5%LL EORIERIZRS DLk ThoTo,

£5 DWTNLrOBHETEBIEN 5%LL EOBIER (ON0O-4538-50/CA209648 FRER)

B (%)

%zikﬁ A NIVO/IPIFE NIVO/Chemo# Chemo#

(MedDRA/Ver. 23.1) 32214 3104 30444

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

2R 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)
MEF LY R EE

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

L ARSI 0 0 0 29 (9.4) 8 (2.6) 0 20 (6.6) 7 (2.3) 0
PG MA R

LR R HE TUHESE 20 (62) 2 (0.6) 0 7 (23) 0 0 0 0 0

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

{5 RS 7 (22) 1 (0.3) 0 59 (19.0) 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 (81) 1 (03) 0 182 (58.7) 11 (35) 0 158 (52.0) 8 (2.6) 0

Mm% 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% - EHREER L O OREE

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

7 29 (9.00 4 (12 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 O 285 4 (1.2) 0 0 33 (106) 8 (2.6) 0 26 (86) 4 (1.3) 0

ARV 0 0 0 17 (5.5) 0 0 12 (3.9) 0 0

FEEL 26 (81) 1 (0.3) 0 8 (2.6) 0 0 10 (3.3) 0 0
TR r

Z;i;i’\zt{ﬁ;ﬂ7/ 25 (78) 7 (2.2) 0 18 (58 2 (0.6) 0 8 (26) 0 0

TANRGRUERT I

A7 27 —¥H 29 (9.00 4 (1.2) 0 16 (5.2) 2 (0.6) 0 6 (2.0) 1 (0.3) 0

n

L7 L7 F = s 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 ER B 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
Riits KL OseaklEE

K~ 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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Bil% (%)

A BIRS A

Sokan 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 4Grade  Grade 3-4 Grade 5

AR 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

Kt = 2 —nm XF— 1 (0.3) 0 0 20 (65 2 (0.6) 0 15 (49) 1 (0.3) 0

ifiﬁ'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 OERRRE

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
FERG 3 & 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 0 2 (0.7) 0 0

it 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 RERRE 5 70 41 (21.7%) | JIFR§RER 3 42 51 (13.0%) |
PR AR 26 Bl (8.1%) | ARAUFIRALARIE, I A xF—23 fl (7.1%) . T E{LHERER
421 5] (6.5%) . FIFSHEREREE 17 6] (5.3%) . #hFEFEEE 16 4] (5.0%) . HEEDR)E
& 14 1] (4.3%) . KIGK - /MG - EEO T 10 5] (3.1%) . infusion reaction 9 il
(2.8%) . BHgAEREE 8 B (2.5%) . T 661 (1.9%) . LEkEE 6 6] (1.9%) . 174
BEIRIA 4 61 (1.2%) . BER 461 (1.2%) | iz 2 6 (0.6%) . Loz 2 61 (0.6%) . J&
L2 (0.6%) . 5& Mk 14 (0.3%) . BEALMEARE 2 161 (0.3%) . &S 1 41

(0.3%) . EEZRMEEE 16 (03%) . FFlkmARZERSE 161 (0.3%) MUK - BEE
2% 1B (0.3%) BRD BN, £io, EEMEE, BUEFE, A2, mERERER
B FERE M OIRIFERBEIIFR O B 720> o 72, NIVO/Chemo FEIZ 35\ CTHERUT BRIE 2
A /3F—03 5] (30.0%) . FhREREE 83 5] (26.8%) . EHAEREE 74 1 (23.9%) . AFHE
REFESE 32 51 (10.3%) . FIRARERERSE 30 5] (9.7%) . MVEMEME A 18 4] (5.8%) .
KGR « /IMEZE - BEEDO THI 8 il (2.6%) | RIEHEEERE 6 61 (1.9%) . infusion reaction
6% (1.9%) . HERMIERED 5 F (1.6%) . LIEFEE 461 (1.3%) | FFRIEZERE
3H (1.0%) . FEMAHERERE 2 4] (0.6%) . 1HUHERS 2 6] (0.6%) . 5 & 9K 2
B (0.6%) . HEED &R 141 (0.3%) KOYESL 16 (0.3%) 23580 Hiviz, £z,
EIEFIERE, OR., Tk, BUERFSR, AL, TP, (LIRS &, Nk - B,
MERERFEWERE, fS%. RS, IRIFERSE K OMEE M MIEER O bz o 7o, REIWER%E
BURDLIIEE S S (FRMAEERT 2 51) 2B OEHERE =T,
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(it - HE]

AFNOREMARYEEET LV EZFHA L2V I 2b—2a 2k, KKl 480 mg % 4
MR CTE G LIZBEOARA O MG HIREDPRET S, £ ORE5. &K 480 mg % 4
TR TG L7 EROE FIREBICR T 2 FMEFIRE LT, TCags) &V 9, )
1%, ARHI240mg % 2 IR TG LT2BED Cagss & FIT 5 & TRIS N (FR)
F7o. AH| 480 mg # 4 HFEIMIRE THE G L 7-BROEFIREIZB T 2 femiiig FiRE (B
Ty Crmaxss] &V, ) X, &Kl 240mg % 2 EFFRE THEG L7ZBRD Craxss & HLE L
TEEZRTETRISNIZEDOD, ARNEZ TV TEREER R STV D HE -
M (10mg/kg % 2 BMHIHINE THRE) TAAIZEKG LTZERD Craxss & Hl U TR A2 7R
FTeTHlEn (FFR) . MAT, EHOEEICKIT 527 —2I12HE5&, KK 3 mgkg

(KHE) £72iL240mg % 2 HEFERIFE, & L < IEAH 480 mg 4 4 @ IR T G- L 72 BR
DAF DUk iE & & AN UL M & OB 2 MFtd 2 BEESOGT T VDR S L, Y
BEZ OV TREIDM TR, BRI - HEORTH R L VL 2MEIC
AR W E TR ESNT, Flo, BEREETICBIT 27 — X ITHESEHE L RE X
JSET VAR LT, AAI3mgkg (2 HFMRBTERS) . 240 mg (2 @ HHE T 5-)
1% 360mg (MR THRE) LAY A~vT (BEHEEEZ) 1mgkg (6 FH[H MR
TE) ZO0FH LTCBEOAIE R V22 et L7c iR, ERto Bk - RO TH
R e OVZ VIR R IT e & TRIES N2, S 51T, AH| 240mg (2 AR T
$eh) X% 480mg (4 MMM TR E) LLFRIEZ DR L2 BEEOAME R O Z %
a7 R, ERCo E - 'O TH DK O Z I MR ERI TR0 & PRIS
i,

K6 FHAOEMEENT A—F

A - B Crmax Chmind28 Cavgds Comax,ss Chin,ss Cavgss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL) (ug/mL)
3 meke Q2W (35-521 .760-8) <16-257§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)
womg QW | (000 | 55 | Groma | Gasme | 1513 | (6,180
10 mefkg Q2W (142;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 @ PIEIH 514 0 ferm L7 IR
Crmingzs : FIIEIHZ 5-#% 28 H BIZH1T 2 B MRMIE TR EE . Cavgazs : #IEHR G- 28 B B F T Ll i i

BE. Crmaxss 1 EHIRREIZ IS 2 B LE PIREE . Crmings © EHRIBIZI1T D BARMIEHIREE . Cavgss : E WK
BEIT IS 1T 2 -4 ML 37 i

13



4. BRIZTHOWNT

AFN OB G- W 72 BE &2 - FrE L. AR oF 512 ;@E%@EW%%%ﬁbk
BRICKHET 2 Z ERMER D, LFOO~Q@DFT X T &z T sicB W THEHAT
RXTH5DH,

O MEFRITHOWT

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

(1) JEAEFBRENEET 503 A BHEEEILS RS BRE RS A SRR I SRR
Hiek A3 A B2 L RURE . MUY A BB IR 7R &)

(2) FrEREREIRIPT

(3) HBENTEAEDFEE T D0 APSHEEEHT (03 A ISR ERibT, 23 AR
W 1IREBE, DA EEEREER e &)

(4) IKRALFHERE AR E L, ARG LA RIER2RE | XUISORIES b LR i
Bl 2 ORisg EAEITAR D R H 21T > T D itk

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

D2 O (LA ORI TS BN ORI 4 7 M0l & R FEOIERT (T
DTN T BEEH) 75, SEBHBOARANBIT 2RO EEA & L CRES
RTVB L,

#

o [EEMFFISE 2 FOUIMIMHEZE T L7212 5 FELLEDO D TR DB IRIHE 2
ITHoTWBHZ L, 96, 2L RIX, BATEMEEZ £ & UEERIES S ONHE 2
1ToTWBHZ &,

o [ERIRFFESE 2 FEOWBPIHHEZET LI2&IZ. WLam O ASMREZ ET 5
FELUEOHLEIIB FOERZIT o TN D Z L,

o [ERNEFFEUSH% 2 FOYHHEZIE T L7-&IC 4 FLLEDOKKEREZAG L T\ 5D
Z &, OB 3FELLEIE., TEIbESE O D A SRYERTE & G e iE b g T OB IRAHE &
T TCWNAZ L,

© BENOEEMFEREBROMAHICONT

3R A 1 R BRICAEF 9 2 FEE DS L E S v, BUERAZED D DOIFHRE R, Ak - &
é‘fi’%%?ﬁ‘]‘%?&@ﬁ@ﬁ&m:%“ A D IRt AEFRDREAE LSS OWE
R FEPHLATOND AR E->TVWD 2 L,

® BUER~DORIRIZONT

@-1 FEERAHIZBE S 5Bl
[FVE MM B O BHE R BIE 2L L72BRIT, 24 FFRIEZIEIKHI O T, 2Hikiiax X

14




TEHERI R BT, B LZEIERIZES U TARRE L O CT 0 ITER ORI 4
FERREOEENY BRIZEON, EHIZHIGTEERERNES> WD I L&,

Q-2 EERFEF L 2AFBLAMNICET 2 EM:

ARSI HE D 2 B 2 gk K O e 2 BT 2 BRI FEENEIERHT=2 1) v 7
EEOIERDOA T ) —=0 T EHATOEIRE & FlZ G TE 5 F— AERIKH 23
fiEShTnWBZ L, 2B, BiAHICOWT, RABRE EZOFBEICHIITAMmENT
WhHZ L,

@-3 BHEA DB LT
RBIVEA (MEMEMEEIZIN 2 EEAEEDAE, Ok, Tk, BT RARE ., KK,

MBS, BEEO TR, 1 BBERA. BUERTR. ITAE, ITiEReRasE . Tk, mfbminseg
K. HARMRBRRERE T . T EMAEERBREE, phitbad, BEE, BIRREE. MRk, EEDK
JEREE ., HARMAEIEIRAE, infusion reaction, HEFEZRIMIEMEE, MERERIEGERE, 5.
e . L D% ROR, WIEIRFENME, OlEREE (O EMED - RIK - D= AMGHET ) |
IREFEREE . IS ML, JBEALE) 1Tk LT, YikhEak U B R O BF P2 AT 5
R & HEE L (BUWERA ORI L THREM O EEZ TN &M H D =
&)L EBICET)RAED TE HIRH RS> TWNWD Z &,
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5. B##ExIBL e BE
[(B2h B3 % 1]
O TROBEIZBWNTAROEMENBEES N TN D,
o T btV I VU RPUEMIEG AN N T T F 8 & & e O AL EEIE ISR
e ST AR OFRIEYIBRARE 2 AT ST R O BE R BE  ORA| Hm# 5)
o TEMEEETBIRIEIC LV pCR 2NFRD B h o T BEERE O BE (RHA
HEE )
o ALFRIERIBIEORIBUIBRARRE/HEST - PR OREREES (NIVO/IPI £530%
NIVO/Chemo #%5-)

@ [EFRILFEFH MRS (ONO-4538-50/CA2096485-5%) (28 T, MR & SN b2t
1% (Chemo) Hifft & ki L -C. NIVO/IPIH 5 3L IENIVO/Chemo s 5- DB A /R S
TUW5, 7272 L. NIVO/IPIEE-SUEINIVO/Chemo & G- DWW Uz B8\ T b | AL E
B & i U CEERAEFRORIENE L 2HHEANRBD LI (pl11SH) | F
7-PD-LIFEBLRIL (TPS) 2k 0, ARMWENRLR DMEAIRIBEIN TS Z & (p~
8&MR) M5, PD-LIFBR LR L7 L CAAIR GO RGO 52 ENEE L
VY, PD-LIZEBLER 1% AN (TPS<1%) THDH Z & DR S BE IRV T,

AFIUS OIEFEIRE ©HZET D,
*REFNOBWHE L LT, W5E4 : PD-L1IHC 28-8 pharmDX 4 =] 2NERBEN TN 5,

@ TFRLCEEM T D RBEFITRIT D ARFN DR G K O FIEIZ DV TE, AR ORI

MLENTE LT, AROBEGXG L7720,

o WIREEZT TW R WIRIRUIBRANBE 22 HEAT SUL 8 D BB 1T kb9 2 AKIHL
L5

o fiTRIMHBIEIE L LTS

o THIHBNEIEIZL D pCR 3FR® BV BREITHK T DINGRMBIRILE L LTk
5.

o IFEBMIBIEE L L COMOPUEMEERA & O ARG

(st B 3 % $E]

O TRICEYTHIRFICOWVWTUIARORENED L SNTWD Z b, &5 %217
YA AN
o ARFIDEATT 3T UIEBUE DBEERE D & 5 B3

@ RERTOFHMIZIB VT RIS T 2 BEIZ OV TR, AFIO B ITHELE S uZe
D, MOTEFRIE N e WIGEICIRY | HEICAREZERTHZ L 2BETE 5,
o MEMMEEOAIFXIIMEDOH 5 BHE
o aERE AR A CHIE R 258D D B K ONE B M 0 HUR Bl 2 <o g ME fiti 2%
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FEOMIZRIEMEZ LD A B 5 B

o HOMBEEROAD XUXEMERZE L IXHERM%EO B R EOBHERE D
b5 BE

o JEsBME (&M@ HEL ST Ob b EE

o BB IIBEEEE T HRE

*  ECOG Performance Status 3-4 /"0 D H&

(ED ECOG & Performance Status (PS)

Score | EFE

0 | &<MERIEFEHTE S, BHAT&lFE U HEAERPHRZR AT D,

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

BATRARETH A O OEIY O Z LT F N THEEZSERTTE 20, HHP D 50%Lh Eid~~y R Tl 25

ROENTZHSOHOEY OZ L LnTERY, BFO S50%LL EE Xy R+ 9,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+ Tl I4,
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6. REZBELTHEETREXEHE

O WASCEZEION X, BUEIRFEES DR 5 BRFEIC D Z ARA O Feit KOG 1
RO DI B AE 3 ICHRE L Ch AT L,

@ REBIMAICENL D, BE T OFRICHE MR Okt Z2 Hosi L, FEz25
TobEhET5HZ L,

@ ALFIRIERIGE ORI UIBRARGE A HEST - IO RIEREIZIV T, PD-L1 FBLEL
R Lz ECAKZ SOOI S 2 W35 2 L 82 E L3, PD-L1 B
PR TERWIEEIIE, AAIZ S0 OFHRIEOBES 2 @O L L Ties
T5HZ L,

@ FERBWERO~RT AL MZONT

MEMEMEER D LOND ZERHDHDT, AFOEGIZH T > Tk, HIKE
R (PRI RIS, ik, FEENE) OfER KL O X i dE o FEhn %, Bl5% +57
179 2 &, Fo, BLEIZSUTHEE CT, MG~ —F —EORAEL EMT 5
Z &,

AFN DO EILEE D infusion reaction (22 TEEAFFIZ 072 %D TE 5 UE
i aAT -7 L ChMT 5 2 &, £72.2 [ B BB OAFHI % 5-FFIZ infusion reaction
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