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BB O 7203 A BV A~ T GEfsr#az) LT T4
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EVD,) BHEOEMER O LZEERHET STz, B, EigRE
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[5] DA R 0D ) 45 B A C R FBEA T 2358 0D B AV 2 & T R g R Al o
Gkt 5 Z LN ATRE & SvTe, I B (X 2 F
(BAFT0S) L9 ) OIS EALFHIRG (LLF [PFS) £ 5 )
&AL, R ERE RIS bR L g LT, PRS 2 A EICIER
L7z,

(%)

OUEs T FEER  (KEYNOTE-006 X5R)

ITIFR 8 LT HAIT BT 2 R TR D3RR B 72 WD
BRI ZEE L T2 FBEE TR, IR LIRS O {5 3R C ¥ B EA T
DBDOONLFE CARBOT G H/fGET 5 Z L3R L Sivle, =
BEIE A T 58N [RECIST HA FI A » 1.1 iz HE-S<
FLHE IS K DR (CR) XUXERrZe%h (PR)] 1. 24% (95%
FHEIXI : 12~41) Thotz, 728, FANIHE L7 BIEIZ 10%
ThoT-,

@uEFL 5 M AHFRER  (KEYNOTE-002 5X5R)

AV LA~ T DREEL A 5 RIEUIFRANHE 70 B Rl
B ZXRIT, AH 2 mg/kg Q3W 5 O 10 mg/kg Q3W & 5D
HROER OV ZBVENS, ALFE (X yy T3 R,
HNVKRTZF 2 NIV EXBNVUNIDNVR T TTF o +37 ) 4
X/ LU TICCHE WD) Xl E LTRET ST, 723,
B ETAT O HBGET 358D BT SAT TR T 2 R R A
B HINRWEDRRKRINCEE LT 25 BE T, RIEILAEEOE
GBRHMn CHREBETRRO LN D E TR ORG24 25 Z &
DA[RE & SN 7o, EEFHE X 2T (LR T0S) &) ,)
T OB EA IR (LUF TPFS) &9 ,) & &, AANIME:
WL L C, PFS 2 A BICER LT,

(%)

@EsFEIAERER  (KEYNOTE-006 345R)




AN LA TIZLDIEBRBEOLWIA B A~ T G E£73
W1 LU A U E TO(REEIRIERE 2B T D ARIGYIBR A 2R A B
ffE R 2 5t A E LA 10 mg/kg Q3W 2 5- K& V10 mg/kg
2 B (BLF TQ2W) &9 ,) BEOHE ML OZaMED,
AV AT Z2XRE L THRF SN, 7eds, BfGRHN © % B
ITNRO LNTHAEIC, ERET 2R TIER DB D LI WVWED
BRI E LT 5 B T, IRIEILLRE 0 {5 3R A C ¥ B AE T
NI B IS F Tl s E A O 52 kT2 Z & 25 AHE
ENte, FEFAMIEE L 0S LOYPFS & &h, AANTA B Y A~
7L LT, 0S KUNPFS A EICIERE LT,

(%)

@FE B EF MARER  (KEYNOTE-054 3X5ER)

FEEUBBO AT =M Y oM RAEEE (HAN 15 4]
EBETe) BXBRIC, MR aiBhRE & L C AR RAD 200 mg Q3W
B OEMER LN, FT7 R BE LTRSS,
FEFHMIE B IR A SR (LR IRFS) Ewvo,) & i,
SEE AT 7 TR L i LT, RFS A BIZIER LT,
(%)

OE RS L[FFH M ARRER (KEYNOTE-716 X5R)
FTRURBO AT =B IIC 2 oBEERAFEE (B

RN 3 BlaEte) ZxtgIc, Mzt & U C i at i
200mg Q3W £ 5-OHMER WL EVER, 7T v R e E LTH

AV A TIZEDIRERO NV IA ) AT 25 £
W 1T LU A U E TO(REEIRIERE 2 H T D ARIGUIBR A e AR B B
RS 2 %512, ARAN 10 mg/kg Q3W #5- K& TN 10 mg/kg 2 FH[H
MR (LT TQ2W) EWv o) BGOEMERNLZEEMEN, A BV
LT xR E UTREF SN, 7238, BRI THREEITHF
D BT AT RBHEAT 2 R TIEIR DR B AL 72 W EE D ERIRTY
(222 LT % [ T, IRIEILARE O 5 3EAT CFR AT 2358 9
D E TARBOEG 2T 5 Z LR AlHE & Shviz, FEEFEMm
HHHEIX0S LUPFS & 4L, AANFA B Y LA~T7 L Hig LT, 0S
KONPFS B BIIER LTz,

(%)

@EPRICFRFEMARFER  (KEYNOTE-054 30#%)

TERYREGEO AT =M Y oEMgERAERE (AN 15 6
Zote) PG, WAL & L CAH 200 mg Q3W & 5-0
BIER LRV, 772 RERRE L OGSz, B8R
MHIE BT A (LR [RFS) Evwo,) & &h, AANX
TTRREHE LT, RFS 2 FEICHEERE L=,

(W)

G EBEAL [ FHIMAEFER (KEYNOTE-716 #465R)

FEARYREGE DO AT —Y OB LI C ®? oEERAEEE (H
AN 3Bl ZTTe) 2RI, it miBhkeis & L TAH 200mg Q3W
B 5 OFPEROLZE2ER, 77 v REBE L TR SN,




SENT, FEIAME B ILRFS & &, AEFERANT S T R
C L LT, RFS # A BICIER LT,
(%)

[Zz4=1t]
()

@EpR LR IARRER  (KEYNOTE-054 345R)

HEREG T AR Tl 475/509 1] (93.3%) 1o, 77
T AREETIE 453/502 B (90. 2%) (ZFBL L7z, 1RHE & OREH
RN BETERWVAEFRRIL, SEsrERFIRE T 396/509 #i

(77.8%) 1. 7T BREETIZ 332/502 5] (66.1%) IZFEB L7~
W ORETHRIRN 5% EORERIZITED LB TH-
776

(%)

72 B, RIREHERIAIRC B CRIEMERIZEE 15 41 (2.9%) . K
2% « BEED T 23 51 (4. 5%) . FFHERERESE 46 61 (9. 0%) . BFH%
REREE (JRANE MEMRB RS 2 61 (0.4%) . FIEAHERSE 11
B (2.2%) . FRIRIREEREREE 105 41 (20. 6%) . BB HEREREEE 5 {3

(1.0%) . 1 BUHERS S 5 1] (1.0%) . 5 &E DMK 2 ] (0.4%) . #h
K+ BEBUTRUAEAE 1 61 (0. 2%) . BEZ 2 1] (0. 4%) . HE ) ) i
L (0.2%) . DMinde 1451 (0.2%) TN infusion reaction 2 43

(0.4%) WD BT, Tz, MRS (X7 2« N —EER

EHFFIE 1T RPS & S, AANE T 7 £ R & o LT, RFS %
AEICHEE LT,
(W)

@EFRILFEFEMAERER  (KEYNOTE-054 345R)

B EFERIIARFIFETIE 475/509 5] (93.3%) (&, 7T BAREET
1% 453/502 1 (90.2%) (2L L=, BRI & OREBURNGE
TERWEERSL, AFIRETIX 396/509 B (77.8%) 2. 7Z
T AR TIE 332/502 5] (66.1%) IZHBLLTZ, WT DR TH
BN 5%, LORWERIZT TRO LB THoTo,

(W)

2B ARIFTRB W CRIEMEMZER 15 6 (2.9%) . KL - &
FE D TR 23 451 (4. 5%) . FFFHERERE S 46 61 (9. 0%) . B HRERESE (R
A FEVEMER RS 241 (0.4%) . FIEAHEEEREE 11 61 (2.2%) .
FIR R EE RERE S 105 5] (20. 6%) . RIFEFHERERES 5 51 (1.0%) ., 17
WERIF 5 B (1.0%) . S M5 2 41 (0.4%) . Fha - BB Rz
JE 11 (0.2%) . e 2 51 (0. 4%) . EIEFFEESGE 161 (0.2%) .
28 1] (0. 2%) MFONZ infusion reaction 2 5 (0. 4%) 723ER
DN, £, MRRESE (X7 - NU—ERERES), BEED




). BEEOREREE (BERIEIRIEWGRE, ZIAL0E, BREE
) Mg - BEER ., e R MRBUDPESRBER P R i &
OFRIFFERBHIRB O DR hr o T, AREIMERHFEBUIRIL T BE 555
(R AR E 2 al) 2a0EFRRZ =T,

OEER LR FHIAERER (KEYNOTE-716 3X5R)

B EFEL IS ERAIRE CIT 461/483 1] (95.4%) (2, 77
T AREETIL 444/486 ] (91.4%) (ZFEBL L T=, TRERIK & DK
BEHPEETERWAEFEFRIL, SAEERAEE CIX 400/483

(82.8%) 1. 77 ARRETIX 316/486 f51] (65.0%) (ZFI LT,
WT N ORETHRELEN 5%, EORWERIZTRO LB TH-o
776

(%)

RF. AEEERAIRS SISV TR E R 8 B (1.7%) . K
W28 « N2E « BEEED T 22 451 (4. 6%) . BEEDLERE (P
PEFR 2 IR ARE . R JRPREIERIE WEft . ZTALBE, JEREIESE)
L6 (0.2%) ., fhfRREE (X7 2 « N U—EEREEE) 441 (0.8%) .,
BIRE T 2% « FFAS 4 - RS RE IR T - 2% - i L MERRAE % 59 ] (12. 2%) |
FR IR RE R 101 61 (20.9%) . N EEMARRERERRSS 12 61 (2. 5%) |
BB REREE 12 5] (2. 5%) . 1 BUBERRE 2 1] (0. 4%) . EFEREfEE

(PRAMBAE RV MR 2% L SRERIRTE A 5E) 3 1311 (0. 6%) ( JAESE 1 4511 (0. 2%) |
o - RERUTRARAE 5 1 (1. 0%) . EAEMGIE)SE 2 1] (0. 4%) . 5
E oM 1] (0.2%) . infusion reaction 2 fil (0.4%) M OVEEE

BeREREE (BB RIRIRIEWRE . ZIALBE, BRI . MMk -
BERR S S M RIS PR BER f PE 1i Ke ONR 3B 1
RO LAV To, ARBIVEHZEBURDUI B 55 (B AR A i 52
Waaty) ZEURIRRE T,

OEFEHLF F MAHFRER (KEYNOTE-716 5X5R)

B EFEGIIAHIETIL 461/483 5] (95.4%) (2, 7T BREET
1% 444/486 B (91.4%) (2B LT-, BRI & OREBURNGE
TXRWAERHGT, AFIRE Tl 400/483 1 (82.8%) (2., 77
T AHE Tl 316/486 5] (65.0%) (ZHREBLLZ, WTAORETH
BN 6L LORIWERIZ TRO LB Tho Tz,

(W)

2B, ABFECBWCRIE MR E 8 F] (1.7%) . KIGE -/
fo% « BEED THI 22 ] (4. 6%) . BEEDOKEREE (haEtER s
FERRARIE | FZ RGBS ARE et . ZLTEALER  JE R ZE) 1 1 (0. 2%) |
PRpESE (7 >« NU—IEERES) 4 61 (0.8%) . BUERFZ - ITF
A - FFREREREE - T4 - B L PERRAE 25 59 B (12.2%) . HLIRAR
FEREREE 101 51 (20.9%) . T EEAHERERES 12 61 (2. 5%) . &I
RERESE 12 1] (2.5%) . 1 ALBERRIRE 2 1] (0. 4%) . EHEREREE (JRHAM
BT e, SRERIAR &) 341 (0.6%) . ES 161 (0.2%) .
A% - RERCTRRIE 5 1] (1. 0%) . EEAEM M JJ0E 2 61 (0. 4%) . 5
R 1) (0.2%) . infusion reaction 2 {5 (0.4%) MK NEE




PR IR (et i MR PESR B | P MEET i IR ERES |
BERRRIERIESE) 161 (0.2%) ML, Fo. Mk - B,
DR, EEOH R, MERE R K ORI D e d-o
2o ARRIWERZEIRDUIBE S5 (RRMEMRE 2 a5 25
TARFHRE R 2R T,

(L - HE]
o IRIRUIBRARE 70 M BB 2t & L 7o A ER IR R
(KEYNOTE-002 #5% & TN KEYNOTE-006 #%B%) O H. 2 mg/kg
Q3W. 10 mg/kg Q2W K& T8 10 mg/kg Q3W DWW o HE - A&
2B T b il i A O A 20 ME ) OV PRI 72 B3GR
SN0 T,

o RN EFE B O REEE HSE M Eh REMREAT DG B EME R B
2B 5 200 mg Q3W - HFED AUC,, o (EHFAIREEIZEIT D 6
O YR EE - Hh AR N rfE) Ol [10%4, 90%5i] mg-
day/mL) 1% 2.16 [1.45, 3.04] mg-day/mL T&H Y. 2 mg/kg
Q3W $ H-RED AUC,, g (1.32 [0.722, 2.06] mg-day/mL) &%H
LU, 10 mg/kg Q3W #5-HD AUC,, g (7.49 [4.32, 11.3]
mg-day/mL) % F[E]->7z,

o EPEHAEBE A PSR L U 7o AU LA 0O B FE SO R AT
DGR, et Sz HiE - HE (2 mg/kg Q3W % 5-. 10 mg/kg
Q2W B& 5K OV 10 mg/kg Q3W % 5.) DO#iH T AUC,, on & A ZIME
MOV & ORI W72 BIEI IR b v o 7o,

o AMFERFONEMEYEFRERET VEZFH LI 2 b

PR MR (e i IR PESR B | i PEE i, PR3 ERES |
BERRRIERAES) 161 (0.2%) 2RO LT, ETo. Mk - BRI,
DR, EEOHER, MERERIEBRE L ORTZITRO -
2o ARWEMZEILURILTIRERESR (RAREERTY 25T) 258
DARRHRE R 2R T,

(% - HE]
o IRIGUIBRARRE 7 R Bl R A kb G & L T MBS R PR AR R
(KEYNOTE-002 #%5% & T KEYNOTE-006 #%B8) OfEH. 2 mg/kg
Q3W. 10 mg/kg Q2W K TX 10 mg/kg Q3W DWW ik - FE
IZBWTH AR OB L VLM 2R ITRO b
>77,

o ARBNOREMIEYENREMHT OFE R, B RAaEEEIZB TS
200 mg Q3W & G-HFD AUC,, gu (EFIRRBIZISIT 2 6 B DY
FE-IRefu] AR N rifE) o e [10%5, 90%4i] mg-day/mL)
1% 2.16 [1.45, 3.04] mg-day/mL TH Y . 2 mg/kg Q3W &5
IFOD AUC,, ¢ (1.32 [0.722, 2.06] mg-day/mL) EHEEIL. 10
mg/kg Q3W ¥ EH-HF D AUC,, ¢ (7.49 [4.32, 11.3] mg-day/mL)
Z Flal o7z,

o MRS 2RISR L LT ARK OB SR SOGEAT DRSS
SN HEE - HE (2 mg/kg Q3W 5., 10 mg/kg Q2W & 5-
J O 10 mg/kg Q3W 2 5-) D#HiPH T AUC,, 6 & A NN OV 4
P& ORI 72 BE IR D B Lo T,

o AR ORERMEYEREETALEMH LY I 2 —v a3y




—3a TRV, AR 200 mg 2 Q3W, 400 mg % 6
AR (CLT TQeW) &9 ,) X% 10 mg/kg ((KH) % 2
MR (LT TQ2W) w9 ,) THRE U7CBRO A0 iR
H O MG HRREP KRG S Te, EORER, SifEsERA 400
mg % Q6W THH L7 BRo miil i i 5 o & 5K IC R 1T %
WEEIMAEFIRE (LT [Cupel &EVVD0) IE, ST EHE R
200 mg & Q3W T G- L7ZFRD Cup o LERIT 2 & PHIS N
(£ 10), F7o. sl FHERFA 400 mg & Q6W TH G- L 72BRD
SIEFERA O EFIREBICB T 2 kEMEPEE (LT
[(Coax,se) EVNI ) 1E, AHEERERFA] 200 mg & Q3W T 5L
T2BED Chap s EHEE L CTEEZ AT ETHISNIZH DD, H
ANBEIZBWTHERENHERINTWAL AL AETH S
S EERA] 10 mg/kg (KHE) % Q2W TH G- L72BRD Chay o
L L CIRE A RS E RIS (R 10), 5T, B
BAMEEE 2 I S E R 400 mg & Q6W THRE- L7
WAL 5 1 FERER  (KEYNOTE-555 3BR) X 0 155 7= BHMEC
EOIEYERE N T A—ZIL, I alb—Ta iy Tl
L7 BN T A —& CHE L7 (£ 10), MR T, #E
DDAFEITIT 2 BRI EE D & | Al srE R g
% & ANE R e E OBE ARG D BBEKIGE T
UM S U, R ERERA 200 mg & Q3W X 400 mg &
Q6W THEH U 7= BROgER & & AT L et & o BEZD
WTREF S NERER, ERRo L - HEOM THERIME L OV
MR R E PRI,

12Xk v, KAl 200 mg & Q3W, 400 mg & 6 WREIMIFE (LT
QW) &vv9,) Xix 10 mg/kg (RHE) % 2 BEME (LLT
QW) L\ 9,) TE L7ZEROARA|O MIE = R 2R S
N, ZFOREE. AHI400 mg % Q6W TG L= AHK|D
EFIRIEIZI 1T D MG FIRE (BLF [Cupel EWVIL)
%, AFHN 200 mg & Q3W THG- LIZBED C,p oo CHELT D LT
MEnz (FHR), 72, &K 400 mg & Q6W TG L7=FED

AHNOEFIREIZB T DIREMIEFRE (LT [Cuel &V
9o) 1. AHN 200 mg & Q3W THG- LIZEED Coo o & HEEE L

TEEZRTETFHENTZ DD, AARANBEIZBWVTAR
PENFER SN TWD HE - HETH D AHK 10 mg/kg (RE)
Z QW THEG LTZBRD Chay o & HIR L TIREZ R & THIS
niz (FHR), 6o, EERAMREBE ZRIZAA 400 mg
% QoW TH# G- L7=¥Esh 5 1 AHRBR  (KEYNOTE-555 #lR) L 0
BONT-FEIEICEE S EWYBRE T A —2 X, I =2 b—
Ya kPRI EYEIRE ST A — & LFELILE: (F
£), Mz T, BEOBREICE T 2 HEFRRBREEICESE, &
Bl OWRTE & L AH M T L2V L OBE 2 Rt 2 BgEE N
JSET LA RES S, AHK 200 mg & Q3W i 400 mg % Q6W
TG LB ORE & L F oM XX L2 & oFEiz o
THRETS R, ERROME - HEOM THMM R VL L
PEICEAME R 2RI e & PRl S LTz,




o SEADUIRAREAREITEME R OB 44 Bl d BRI, K

THERA (A7 v ) XA~vT7 (B f#az) KONTeT

no=K—8 TNAT77 (BEH#iz) L LT FREhR
1[7] 395 mg KX 4,800 Hif7) #5 DY EREE 2 tRETT 2
ZEEAME U EEEEES T FEBR  (MK-3475A-C18 5XER)
WEM S, FFERA] (RaT7n ) X~T (B
z2) BRUORFGeTin=F—F¥ TIL77 (BlsFHz)
LT, ZnFEN 15395 mg KU 4,800 Hifr) % Q3W &5
L7, #laE 5% (BA 27 v 1) RO6 RIEHES5%E (
AN 6) OXa7ul) RA~vT (BB Z) ORYEhE
NIA—FFERILDOEBY Thote, ATl X<7 (&
B Z) O T, OF BT 5 B (FiPH : 2~10 H) T
HoT,

210 S EHERIA| O EHRE R T A —H
(F 1)

F 11 FERMFERGEOSAT o) X<v7 GEELHEZ) O
FWE e T A —45 (MK-3475A-C18 7AHR)

F# 10 AF|OEKYENRE T A —F
(F 1)

(F B
4. FEFRIZDOWT 4. MFRIZDOWT
(%) (%)

@1 fas Al (2 B9~ 2 A

-1 FIVEHFE LR ORISR BE 3 % 24




(%) (1)
6. HEIZERL TRET NS HIH 6. HEICERL TRET & HIH
(%) (1)

OARVEYIBRARE 70 BB B o el B (2 9~ 2 BRI, A i
ORIV T, B5HMm6 3 » ALUN., L
(X, BEGBALEN S 1AM 6 B Z E ICHMEDOFH 21T > T
Wz Z L BSE ARSI EINC R OMEGREIT O =
o

®7E Y FR% O L B fE B ~ Ot mBEIE & LTS
HERTIE, SR EHERA OBRRRERIC BT, B GBME HIE
BERETI2HEMIE XL 6 » AWM Z L IcaIEOFn 21T
S TN Z L BB AFN OB L EIRINZ R O R
1152 &, 7eB., INtHIBEIE L UL CTEAT 285 68101E, A4
OEGHEIT 12 » AlETLET DL,

ORIBYIBRAGE 72 M R AEEE (A 9 2 BRI AFN O RRIK
RERIZIB N T, BEBLRND 3 v LN, T UET, 55
G 1 AR 6 Wl Z S ICH MO 2T o T e Z &
EBHBIT, KARGPIIEMRICROMEREE 21T O 2 L,

®@7e bR O BN R AEE ~ O ML & LTHEMT

LB AANDORRRERIZI N T, GBI OREFREET

12 WE 2 &3 6 % AR Z & ICAMEDFHEI 24T > Tz Z &

BB\ AFN ORGP EHN IR OMERZIT O Z L. 7eb.

i mBhRIE L LT 2561203, AAIORGHRIL 12 »

HAETETDHZ L,




TR O R EIHEE T A R T A o OWGETERT CBrIAXRHEER)

(BHIRER IS E RS 59)

A

IH

el HHEE T A KT A >~
NRAT7n ) RX<vT GEis -HHfE )
A7 n ) X< (GEfsrHfEZ) -
Roerrun=F—F¥ TiL77 (EaFHEz)

o fl HHEE T A K2 A >
NRAT7r Y Xv7 (BIEEFHE#LZ)

~ TE R~

~ 1R~
1. 1ZC®IZ
(%)
B ERAERN RaTa ) XA~v7 (B HEZ)
(%)
MR ERDIERN a7 0 ) X~7 (GlaFHhz) - XTe T
ao=F—¥ 777 &)
MBERAYENINE « #1T - BROF =R
M ERDIEROHE  hoPUEMEEER & OgHHICB W T, A,

AT, a7 n ) X~vT7 R z)
FORTeT7in=F—F¥ T)L77 (Eix
THEHLZ) L LT N FEN 1[F395 mg KN

KB ETRDIER A PV —F RIHEE 100 mg (4 A
7ul) X~v7 (B FHz))

(85
2 5

~—

R 52 2 & . MSD KR4t




4, 800 HAAZ 4 3 MR [F MR I~ T7 v ) XA~T

(BT z) RONFTeT =g —F

TNT 7 GEla R z) LT, EREN

[6] 790 mg KN 9, 600 A% 6 MR TR T

BG4 D,

2. ARHIOFE, (ERET

NXATn ) Xv7 (Blariiz) (BT, A )
I%. PD-1 (programmed cell death-1) &FDVU > R Toh 5 PD-
L1 O'PD-L2 & Of &G ZEZNET S5, & MbIg6d £/ 71—
FTATERTHY, X7 X~v7 (Blarffz) - X7e 7

non=F—¥ TAT7y Bz CUF, TR FERHS))

LT, Wiz TARAL bv)) BREEET e T o =4 —

Y TA7y GEETHELZ) 28083 5EAAITH D,

PD-1 #RB& I T M sy BE A > & 8 2 72 01208 AR A
FIHT 2% F 700 Hil# A A~ F T, PD-1 1%, fEEZIRARIZ IV T
TEMERL T A O MR R ISR B L, B OB %2 & T R
VTR 22 T SOS A I 5, T2 PD-1 11X U T R EREE
THZ IR VIURSRIRICL DY 7T vinErx AICHIET 5
ZRIRTH D, PD-L1 O EFHICBT 2 RBUIDOT N TH L0,
Z< ONAHIIRTIE T MO 2 Mz 213 L@REICHETL L T
WD, DAMIIBIZEIT 5 PD-L1 O &R L, B, .
A . DREEE . FE/ NIRRT 72 & Dkk 2 723 A T T B AR RIA
FTHY, BWAEFRE OMEIMERHE S ILTVD,

BE DD DRI T4 & PD-L1 FEELOFAEEMEN S . PD-1 &

2. ARFIOFK, 1ERERF

XA FV—F AEERHE 100 mg (4 a7 n ) X< (&
o z2) DA, TARA &5 .) X, PD-1 (programmed cell
death-1) &ZD VY H > FTH D PD-L1 KLNPD-1L2 & OFsA % E
HEHET S, b M 1g64 £ 7 u—F AHETH 5,

PD-1 #RE I T ML o027 B ARS8 2 72 D125 AR A3
FIAT 2 F 700 H# A A~ F T, PD-1 1%, KRR IZ IV T
TEMERL T AR O MR IR B L, B OB UG %2 & Te R
TR 2R S0 OS2 f 9 5, 37205 PD-1IT Y o RERE
THZEICLYHURSZERICLD V7 viaEEAICHIET 5
SRR TH D, PD-L1 OIEF RIS 1 2R BT DTN TH 5 03,
2 < ONAHIETIE T Mo 2 Mz 213 LIRS LT
Wb, DAMIRBIZRT 5 PD-L1 O &R BIL, Bk, e,
A . ORERES . FE/ NIRRT 72 & DRk 2 723 A T T B AR R
FTHY, MRWAEFRLE OMEIMERHE STV D,

BED N A DERIREY T & PD-L1 3EELOFEREMEN S . PD-1 &




PD-L1 O#E &I TN DS g Rl oW CHEER&EE|ZH 5 2 &3
RRSNTEY  FemBARROERNE LTS TR DS
NoerTnue=F—F TNT77 BlarH#Ex) 1T, —FFY

ORI e T Vo ke S o2 R 7 ) av 4 —PT

HbH, e T7Tva CEEITE TRROMaNA~ Y v 7 RTHEET D

ZhECchy, X7 u=F—F¥ TLT77 (EisFHEEz)
DIEVEIZ KV B2 TR D 0 Bt e QN I3 U 2 TS (R RE
HanhzEYokENetEsnsd,
RAaTnl) XA<v7 GEaTHRZ)
L2 O Y B ROFEEERET D Z Lk, FEM/INREF
O NI R S AR RS & %TJ/A%%%@Méﬁr#@Fﬁﬁ%
ﬁ%@k#é_kf#@fﬂ%%%ﬁﬁéo
(%)

¥, PD-1 & PD-L1 KX TXPD-

PD-L1 OB IR DO Z AR BV T EE 2 &AEH 2 5 Z &2
%@éhfﬁb\%tﬁﬁh%ﬁ@%%kbf%ﬁéhfn

AHIIL, PD-1 & PD-L1 KON PD-L2 Offi U A ROFEE &P
T 5 2 LIS LY | R NS ORI EEET U
PRERZRIEAL S & JUBRE S 2 FHETE LI 5 2 & CHUEE A
BRI D,

()

3. BEIR R
HEAT - FFFE DT B A 1S 35 1T 5 i S 5 oo A& 3R
1T o 7= E 72 iR R BR O s &2 7”3,

(SN

[ %]
O ERLFEEMAEREY (KEYNOTE-775,/E7080-309 7&5R)

7T FF A &G AL SIRIERE O B D YIBRARRE IR ELT - B O
TERREERE 827 ] (AAN 104 B2 ETe) X8RI, SiHEE
HIA 200 mg 3 HEMMKINE (LLT TQ3W) Ewvwo,) #EH L LT
=720 mg 1 A 1EEGOHHEE (LLT Ta#EEERAl L
NF=T ] LW ,) OFGMELOZRMEN, (bFEFEE (RE Y

3. FRERRRE
AT - RO T H I
7R R ERER O B & R,

B % AHN O ARG 24T - 7~ &

[ 2h1E]
O [EFILF AR S (KEYNOTE-775,/E7080-309 #4H5k)

7T FFBE & E T LFHIRIERE O & D YU R RE e BT T - O
TR R 827 1 (AR N 104 il &5 Te) A kP51, A%l 200
mg 3 MR (LT 1Q3W) L\WH,) &G L L R"F=720mg
1 H1EEGO0FREE CLF TRA/ Lo ARF=T) L))
DEINER WL BN ALFFRE (R Y e o X3 s U #




BTN ) Z xR BXRE L TR SV, FERE
M X2 (BT T0S) Euvv9 ) K OMERS A 77
(LLF TPFS) w9 ) & S, ATEERHERA)/ L N"F =713,
(b FEE el LT 0S HONPFS 2 A EIERE L- (F 1M1 K&
U 2),
(%)

Q@ E LR MAHRER (NRG-GY018,KEYNOTE-868 #5Rk)
(LFFHAEFED 72 AT - B O = IR EE 810 1 (A AN

THEETe) ZXRIC, BEDOI ATy TEE MR) OIRREIZE

S MMR 1EH (pMMR) (588 fl) i MMR R$E (dMMR) (222 f31)

OEMBNT, FREEERA] &L FHE (X7 ) XX AR DI

RTTF ) & OPFRIIRIE R O D% 0 A i R B

(AR [EERERAIRE) LD ,) OFER L RN, 7

7R EALFEREE L O FIER OE D% O T T R (L

T I 7Z8RE) Lvo,) ZxtiRE Uiz “EHERHAER TR S

o, EEFHMBEE X PFS & 41, pMMR & O dWR DWW T D 4E

M C b Al AR L 75 B AREE & el LT PES 24 B ITIE

Rl (F2, M3 LKUM4),

*1: TR AIBIRIE & L ULSRRERE N H 2 BE OBA . Yikfb
BB TI% 12 » A28 2 THR LZBFITHANR AR L S
iz,

2 LLFOWT NS T BB NIRE ST,

e RECIST ver.l.1 WS HENREFELEEHT D

o) xR E U COMET &z, TEFHNE B 1T 247 R (0L
T T0S) Ev9H,) ROMEREEALFIR (LLF TPFS) v ,) &
SHL, ARH Vo NF =70 ATFRE & g LT 0S L TYNPFS &
ARIER L (F1, K1 LkUK2),

(W)

OQERR I E MR (NRG-GY018,/KEYNOTE-868 #kk)

(LFFRAERE D 72 HEAT - BRSO = (9 B E 810 4] (A AR A
B2 ETe) NG, BEDI A~ v FEE MR) OIREEICHE
S MR IEH (pMMR) (588 #) i MMR R$H (dMMR) (222 f31))
OEMBNC, AHF EbFHE (X7 ) 222 VRPNV RT T T
¥) & DOOFRFRE R O OB OAFFMPES (LT [ AAIRE)
LD ,) OFMER RN, 7T R bR E OO
FIEKRNEDROT Z7 R (LU 77888 £ ),)
xR e U ZEEMRAER Ot S iulo, FEFHmIE B X PFS &
S AU, pMMR J2 TV dMMR D WL ORI TH ARAIREL T 7 B AR &
HREG L CPFS A EICIER L (2, K3 KUK 4),

*1 It BIIRIE & U LSRR N & 5 BE 0G4, Sk
PRIERE T 12 5 AZB 2 THRE LB ITMANATRE L &
iz,

%2 LT OWT NN YE T H5BENRHRE SN,

e RECIST ver.l.1 ICE S MEMERLEZHT 5




International Federation
Obstetrics (LLF. [FIGO))
IVA B D& A9 FB A
e  RECIST ver. 1. LIZHAD < HAE AIBEIR A O A HEZ 720
FIGO 43¥8 (2009 4EAR) IVB ] IT I O 1= s
*3 1 i i A 200 mg QW - (%= —AD 1 HBICEE)
EXT U H R 175 mg/m2 LEBUES LD T=H /37 U X
EAOMBEN TERWVEFICHLTIE, FeEZXtEL 75
mg/m2 (HAIEX 60-70 mg/m2) XIiX7 V7 I HREEL N7 Y
X X)L 175 mg/m2 OGN AEE L SNT2] KRB IVRTZ
:f‘/ AUC 5 mg' min/mL AHYS EDNEIZ Q3W &5 (KFa—AD 1
HichE) 26 a—2h L, 0%, MREEE L TR
ﬁ%@@ﬂ@mmg6ﬁ%ﬁ@(uTV%wéﬂﬁh)fﬁ

of  Gynecology and
S35 (2009 4ERR) THA SIS

b U7z GRERBH AR,

MERPIRIEII O 4

mUREEHERAIE 200 mg

International Federation of  Gynecology and
Obstetrics (BLF, TFIGOJ) 434 (2009 4FRi) A%
IVA Bl 15 (9 B

e RECIST ver. 1. LIZED < HIE FTREIR A OF #E 2 D72\
FIGO 4 iﬁ@%9$W)WE@Xiﬁ%@%EWF$%

*3 : AHKI 200 mg QWL (Fa—20 1 HEICHEE) L5271
2 XV 175 mg/m2 RBUEIG D T= /37 U & X1 /L Dk
N TERWEEICHLTUX, FeEZXEL 75 mg/m2 (H
AR1E60-70 mg/m2) XX T /T I RTINS ) X X E )L 175
mg/m2 D GNAEEE STz ] LAV ARTZF 2 AUC 5 mg
‘min/mL FHY EONEIZ QW &G (F=—AD 1 HEHIZEE)
6 a—AFL5 L, TO%, MERRIES L TAH 400 mg 6
MR (LT TQeW) &9 ,) TG Lz GRBRBALAIE,
HMERS VR O AL 200 mg QW H5-Th - 7-78, RERRT
T 400 mg Q6W HGICEF 7o),

*4

TR QWL (Fa—AD 1 HEICKRE) &%x3 LE—

DALFRR L7 6 72— ARG L, T Dk,

MEFFRIEE LT T

Q3W B 5 TH 72728, AREBHAT T 400 mg QW £ 5 ICEH X
ni-,

¥4 1 77 R QWKL (Fa—AD 1 HEIIZES) L*x3 L[E—
DILSEE 6 a— A G L, T 0%, MFREL LTFT
TR QoW THE G L7z GRERBRAGRE, MERFEIEM O 7 T 2RI
QW5 Th oz, BBuEH T QoW I AR S,

(%)

[Z241E]

OEE L FE AR (KEYNOTE-775,”E7080-309 75%)

A QW TG L7 GREBRBHAGIY, MEFRFRIEI O 77 AR
QW G- T o723, FBRIETH T QoW 5 ICEF shio),
(%)

[Zc4=i]

OEBIEFHEMAERE (KEYNOTE-775, E7080-309 7&5R)




BRI A L NT = T BE 405/406 141 (99. 8%) |
=P IRIERE 386/388 il (99.5%) (2R3 B v, TRBREK & o KRB
RPEE TE WA ERGIL, £ 4 395/406 il (97.3%) K
Y 364/388 f5i] (93.8%) (25D BT, WT IO THRILEIS
25 5% EORIWERIZITRO LY ThoTz,

(W)

7B, AEEHERA Lo RTF = TR B W CRIE MR R 5
B (1.2%) . KEE%K - /NE2E « BEEO TH#I 50 4 (12.3%) . BEED
Fe gl (Hr a2k e SO ARE . G REIREIRIE elE . 2 IALEE,
BARFIES) 461 (1.0%) ., MfRkEE (X7 « N —JERERES)
9% (2.2%) . BUEAFR « FFARE - FFHEREREE « T2 « B L PERRAS
2 109 B (26. 8%) . FAKARBEREREE 237 5] (58.4%) . T HEIAHEEE
2 i (0.5%) . FIBFHEREREEE 4 5] (1.0%) . 1 ZHEIRIH 3

(0. 7%) . BpeES (RMEMEMERR., RERIRERSE) 134

(3.2%) . W 41 (1.0%) . fhok - BEBUT ARG 2 51 (0.5%) .
HE AL IS E 1] (0. 2%) . AMdk - #llEEZ 165 (0.2%), S& 9K
%345 (0.7%) . OFEE 1B (0.2%) KON infusion reaction 5
B (1.2%) ROz, £, EERMEES (GeEMkiis Mg
PSRBT TR M, JRIFERES ., MERERIERIESS) . MmEKE
RIEGERE K ORERZ 13380 B IR Do o ABIWE R ZEBLIR X BE
F5 (AMEMRT Z25T) 28 0EHEREZR~T,

O E IR EMFEEER (NRG-GY018 KEYNOTE-868 3kEh)

HEFGIIAK/ L o NF =7 BE 405/406 ] (99. 8%) . (L2
TERE 386/388 il (99.5%) 1ZR3D B, 1RBREE & D RIRPARA
ETERWEFERIL, ZNLI 395/406 {5 (97. 3%) K 1Vt 364/388
Bl (93.8%) 123D BT, WO BECRIEIS A 5%LL o
RERIZ TRDO LB ThoT,

(%)

7 BARA L RTF = TR TRV R 5 1 (1. 2%) |
KIGZ « /IMESE « BEE O TH1 50 1] (12. 3%) . BEJE DR GRS (H
TR B HESERMARE . B2 ERGIEARAE (AR . ZTRALEE, FEREIE )
400 (1.0%), ffEpEE (X7 « N U—EEREZ) 941 (2.2%)
BIEF 2% « A4 - BFRERerES - PR - s b MERRE & 109

(26. 8%) . HUIRIRFERERS S 237 1] (58.4%) . T E(LHEREREE 2 f

(0.5%) . FIBHEREREE 4 61 (1. 0%) . 1 BUBERNS 3 61 (0. 7%) . &
BREEREE (RS TERIMER 28, RERIREZE) 1341 (3.2%) . i
2 A (1.0%) . AhE - RERCTRARAE 2 61 (0. 5%) . FEIE ) M) AE
1% (0.2%) . fdoe - BEEEZE 141 (0. 2%) . 5 & S 3 1] (0. 7%) .
e 1] (0.2%) M ON infusion reaction 5 5] (1.2%) 723328
bivle, Fio. EERMIKES Gt i MO HERstm .
M, JREFERES . MEERIERIESE) | M ERE RIEMERE K O
FFR D bR o Tz, REWEHFR BRI HFS (B R fE
HBEZ2El) 25 0EERE =T,

@ EpILFEFH AR (NRG-GY018, KEYNOTE-868 2tER)




HEFERIT RS RARE 376/382 B (98.4%), 77 &R
375/377 5l (99.5%) \Z78D HAL, TRERIE &L ORIFEABRA G E T
IRWEERERIL, FNFI 365/382 i (95.5%) KN 358/377 il
(95.0%) 2R LTz, WTNNORETHRILE S 5%, EOFE]
ERITTERDO EBY THoT2,

BEFRG FIEMH . ZRMEMRFFE O BLES 1L pMMR K O dMMR
OMmEMZ AR L TR LT,

7B, AEEHERAIRSC R WD CRVEMEMEE 4 61 (1.0%) ., K
W% « /NG - BEEO TR 1L 1] (2. 9%) , RS (F 72 - N
L —IEERESE) 98 ] (25. 7%) . BIEHZ - A4 - IFpéaefEsE -
2% - AL MENRAE 2 91 1] (23. 8%) | FUIRIRHERE IR SE 54 6 (14. 1%) |
THEEARREREE 2 1] (0.5%) . RIBEEREREE 3 41 (0.8%) . 1 FlHE
PRIE 1B (0.3%) . BEHEEMES RMEFEMER R, RERKE R
) 4 ] (1.0%) . BESR 1 1 (0.3%) . sk - RERUTRRGE 2 3]
(0.5%) . ESEAREESE LH (0.3%) . M4 - Bl - RIS 1 1)
(0. 3%) .5 & 9 D 2 4511 (0. 5%) . Lyl g 1 41 (0. 3%) &2 O infusion
reaction 52 fil (13.6%) MBIV, F7-. EEDKEREE
(Mgt S EESE A ARE . BRI ARSE e . 22 TALEE, BRI
B, EEMmEEE (G MR SRR AR
M, ZRIFERES, MERRRIERIESE) . HEEOFRK, MEREFRIEGERE K
IR bR o 7o, ARIVERFSBLRILIX R EFS: (BRK
MREMET 2 5T) 2 E0EHERZ RS,

AERGIIAAEE 376/382 ] (98.4%) ., 77 & ARHE 375/377 4]
(99.5%) IZFBOH B, RBRE L ORI EBERNETE TERVWEE
FRIT, FNEI 365/382 B (95.5%) KON 358/377 il (95. 0%)
IZRO LIz, WTNhORETHREEIG D 5% EORIERIZT
HDOLEBY ThoTo,

BEFRL EEMH . LM FHE O BLE S 1L pMMR K& O dMMR
DOWEMEZER L TR L7,

7B, AHFECIBOTHEMEMZEE 4 61 (1.0%) . KL -/~
Wd% » BEEEO TR 1161 (2.9%) . MfkfEE (F7 2 - N L—hEfE
FESE) 98 i (25.7%) . BEMFZ - A4 - IFilRelES - %K - i
{EMERBAE 2% 91 ] (23.8%) . HURMREERERES 64 5] (14. 1%) ., T
REEREREE 2 61 (0.5%) . EIIFEHEEEREE 3 6511 (0.8%) . 1 BUBEIRIH
16 (0.3%) ., EimelESs (RAEMEEBR, REREBRSE) 4
1 (1.0%) . HEZR 141 (0.3%) . fhzk - BEEUTHAEAE 2 41 (0. 5%) |
EEAEESE 1] (0.3%) . Mok - Bk - Rk 161 (0.3%) .
5 E 9L 2451 (0. 5%)  Op g 141 (0. 3%) &2 X infusion reaction
52 B (13.6%) 2eddbiiz, £7-. HEOKEREE (PR
P BEACRMRIE . BRERGIERRIE BlE . ZIBALEE, BREIES) . &
oMk (G Ml MR PSRBT . AR i, JRIFER
B, EYERIEOES) . HEOBF R, MERE BRI OFEZILR
D ORI T2, REWERFE BRI LB S5 (AR AR A 5
Eate) HEUEINERE T,




(% - HE]

A ERA OREMEYEREE T VEFIH LY I 2 b —
Ta ATk SEEEHERIA 200 mg A Q3W, 400 mg Z Q6W I
10 mg/kg (fKE) % 2 @MMIFE (LLF QW) w9 ,) THEEL
7o B D pa i i A o0 I35 IR EE DS RET S v To, £ OSSR, AT
ERERIA] 400 mg & Q6W TH5- L 7= BE o S EHERIAI o & F IR Re
BT L FHMIEFIRE (LLT [Copod EVWVVI) 1T AR EHE
BHK 200 mg Z Q3W TG LTEBRD Cop o« LHET 5 & THIS
72 (F5R), Flo. AHEERFA 400 mg 2 Q6W TG L7=FED A
- ERA OEEREIZBIT 2 & mMIEFRE (ULT [Chuy el &
W o) TR AT ERHERA] 200 mg & Q3W TG L72BED Capes &
i L CEEZ R T E TSRO0, BEARNEFIZB O TH
REDHERINTWDHE - HETH 5 AHEHERA] 10 mg/ke

(RE) % QW CTEE LTZFED Cpoy o« EHE L TIREZ =T & T
W (FR), 62, EMEREAMEE % X5 S ER TR
#1400 mg Z Q6W TH 5 L 7o e 1 #85k  (KEYNOTE-555 55R)
FOHEONTFEAEICES S EYBRR AT A= F, v Iab—
Ta Al LD PRILIZEENRE ST A —2 UL (FHR),
MZz T, EEOBATEITIT D AR D& | AR irE
BIKI O FE B & AT Z M L O E MG D18 — X
JNET VS S U, AT ER R 200 mg 2 Q3W X iE 400 mg &
Q6W TG L 7-BROREER & & A 20 STz 2tk & ORI DV T
REt SRR, RO L - HEOM TAIWNEK 2P IZ B
Melp 2B x e e PRl S iz,

[Hik - HE]

AANOREMEDEETT VERHALZY I 2L —v 3 i
L v AHKI200 mg & Q3W, 400 mg % Q6W X% 10 mg/kg (fKH)
Z 2 MEMERE (CLF 1Q2w) w9 ) THRE LEEBEOARA OITE
FIRESRE STz, ZORR. AHA 400 mg & Q6W THE- L7
BROARZN O EFRECIT T 2 FHMIGEHEE (LT [Cop o) &V
9.) X, AHKI200 mg & QW TG LIZEED C,, . CHELT D L
TS (FF), £7-. AH 400 mg % Q6W TG L7ZEEDOA
AOEFEREBIZEIT 2 EEMIEFRRE (LLT [Cuwl EWVI,)
1T, KK 200 mg & Q3W TG LTZBED Couy oo & LB L THEME A
AT ETHIESNTZ OO, BRNEZIZB W THBEEDR MBI
TWAHHE - HETHHAA 10 mg/kg (KE) % QW THRE5 L
TBRD Cpy oo S L CTIRIEZ R TE FHISHEZ (FHR), &5
(2, B ERAEEE 2 X RICAHK] 400 mg & QW THH- L7t
55 1 tHFER (KEYNOTE-555 #liR) L D #5572 FEHIMEIZ D < 3K
WERE /N T A —F T, a2 b—3 3 2k 0 TRl L 7= 38 Ee
R A= L LT (FR), Mz T, BEoBEREICBIT 5
REBREGRE 2 HD & | RAOWgER & & AR T etk & ol
ERRETT AR — SUSE T VP HEE S, AAKI200 mg & Q3W X
1% 400 mg % Q6W TG L 7B & A T2 att s o
Bl OV TR SRR, BERo L - HEOM Ta ot &
(0" S i i 50 1 =2 Y e 0/ Al o : | P g W il




# 5 R ERA OEDERE T X — 4 # 5 AFNOEMERE NT A —H
(F %) C

5. hHEXZR L HBHE 5. HEHEXRERDHBEHE

(%) (W)

[ZeaMEIC B3 2 FH] [Z2 PRI B 3 % FH]

(%) (%)

@IBREATOFHIIC I W T RIS T 2 BE IOV TE, KA O
FETHERE S R0 A DTRIFREIR AN 2 WA TR Y | 5
HICARZHEHTH L E2BETE 5,

OIBBRATOFHIIZ B W TFREICZ S T 2 BHE IOV TIE, AFIO
PEITIHERE S V7208 L A DTRIEIEIR DN I WA IZIR Y | 1H
HICAFN LT L 2B ETE D,

(%) (%)

6. REIZERL CHETREFHIH 6. WEHICEL CHET XEHIE

(%) (%)

@ s E RS O R PR FBR 12 3\ T KEYNOTE-775,E7080-309 78 | @ASAI D i AR # BRI 3\ T, KEYNOTE-775,”E7080-309 7R Tl

BRCIXAE AR T 206 8 R Z & (BRI E RS ST XL
0 HEED) [CHEIMEOFM A2 T o T2 Z & K TOYNRG-GY018,
KEYNOTE-868 FAB& Cldf @D 9 » HIX 9 W Z & =Dkt 12
R Z EICBEIEDORHME AT > T\ 2 & BB, AFIRE
HIEMNC BB RELE CHROMEREITO 2 &,

IEAEZEIT T 20 8 A Z & (BRRANC ML EZRGATT L 0 SR
(A RIED R A2 1T - TV = Z & . K TINRG-GY018,/KEYNOTE-868
AR CIIERMO 9 » HIX 9B T &, 20%IT 12 HMI L ICH
IHPEDFH 21T > TNz 2 & 2B B ARAIFE G- 13 E R 2 s
GRS TR RDOMERZITY 2 &,




=W RS S T

TAERE (TMB-High) 249 2B REMERHEETA KT A4 > OWETE

It CBT IR R ER)
(BERRER IS SRR 5))

Gl

IH

el HHEE T A KT A >~
NATul) XvT GBEFHEERZ)
_AhTa ) AvT7 (Bl Z) -
Roerrun=F—F¥ TiL77 (EaFHEz)

~mE WIS RIS ARE (MB-High) A9 %k~

e im i HEE T A R A
NRAT Y Xv7 GBI %)

~m VISR E (TMB-High) Z2A9 SEH~

L. LI
(%)
BT Z)

MG EBRDEEM : ~LTr Y X7 (]

(%)

XA AT GBlaFHiEz) - XT7eT
on=F—¥ FTL7y (BaEz)

DS AV ERIER TR U - O RS s A
FE (TMB-High) &3 21T - R DOE
(EEYERY) 7o VR 05 IR B 2R A I BR 2 )

WE L. AR, AT Y X+ GEET

XL 22D B

REEBHPERIDR -

HELBDRMERVAE

L. XL ®HIZ

(%)

WG ETRDIEHEN A bV — X SEERE 100 mg (—%4 - XA
7rlX<v7 (B fz))

(%)

¥ 2 NSD BER At

B R SE

M z) RORTe T )lu=F—¥ T)LT

7 (BnfH#az) & LT, £ 1839




mg &N 4, 800 B A 3 BRI XiZ~A7 o

J A~ 7 GBEnf##zx) MONF 7 o=

H—¥ TNLT7y BBz LT %

ALEX1[E] 790 mg N9, 600 HAAT 4 6 A [

R TS

2. ARHIOFE, (ERET

NXATn ) Xv7 (Blariiz) (BT, A )
I%. PD-1 (programmed cell death-1) &FDVU > R Toh 5 PD-
L1 O'PD-L2 & Of &G ZEZNET S5, & MbIg6d £/ 71—
FTATERTHY, X7 X~v7 (Blarffz) - X7e 7

non=F—¥ TAT7y Bz CUF, TR FERHS))

LT, Wiz TARAL bv)) BREEET e T o =4 —

Y TA7y GEETHELZ) 28083 5EAAITH D,

PD-1 #RB& I T M sy BE A > & 8 2 72 01208 AR A
FIHT 2% F 700 Hil# A A~ F T, PD-1 1%, fEEZIRARIZ IV T
TEMERL T A O MR R ISR B L, B OB %2 & T R
VTR 22 T SOS A I 5, T2 PD-1 11X U T R EREE
THZ IR VIURSRIRICL DY 7T vinErx AICHIET 5
ZRIRTH D, PD-L1 O EFHICBT 2 RBUIDOT N TH L0,
Z< ONAHIIRTIE T MO 2 Mz 213 L@REICHETL L T
WD, DAMIIBIZEIT 5 PD-L1 O &R L, B, .
A . DREEE . FE/ NIRRT 72 & Dkk 2 723 A T T B AR RIA
FTHY, BWAEFRE OMEIMERHE S ILTVD,

BE DD DRI T4 & PD-L1 FEELOFAEEMEN S . PD-1 &

2. ARFIOFK, 1ERERF

XA FV—F AEERHE 100 mg (4 a7 n ) X< (&
o z2) DA, TARA &5 .) X, PD-1 (programmed cell
death-1) &ZD VY H > FTH D PD-L1 KLNPD-1L2 & OFsA % E
HEHET S, b M 1g64 £ 7 u—F AHETH 5,

PD-1 #RE I T ML o027 B ARS8 2 72 D125 AR A3
FIAT 2 F 700 H# A A~ F T, PD-1 1%, KRR IZ IV T
TEMERL T AR O MR IR B L, B OB UG %2 & Te R
TR 2R S0 OS2 f 9 5, 37205 PD-1IT Y o RERE
THZEICLYHURSZERICLD V7 viaEEAICHIET 5
SRR TH D, PD-L1 OIEF RIS 1 2R BT DTN TH 5 03,
2 < ONAHIETIE T Mo 2 Mz 213 LIRS LT
Wb, DAMIRBIZRT 5 PD-L1 O &R BIL, Bk, e,
A . ORERES . FE/ NIRRT 72 & DRk 2 723 A T T B AR R
FTHY, MRWAEFRLE OMEIMERHE STV D,

BED N A DERIREY T & PD-L1 3EELOFEREMEN S . PD-1 &




PD-L1 O#E &I TN DS g Rl oW CHEER&EE|ZH 5 2 &3
RRSNTEY  FemBARROERNE LTS TR DS
NoerTnue=F—F TNT77 BlarH#Ex) 1T, —FFY

ORI e T Ve U a5 R ) a3y X —BT
b5, TN FRITZ TEBEOMESN~ Yy 7 ZFET D
ZECchHh, XgeTn=F—¥ TiT7y (BaHz)
DOIEMENZ KV Bz TRERE D /0 Bt K ONR B PE S HE U B2 TS R RE
H &Y OEEMEEIND,

N_A7al) XA<7 GEm - Z) 1%, PD-1 & PD-L1 K O PD-
L2 OfU Ty ROFEEEAETLZEI2XY ., BEEMINRET
D EE R AR ENET U //\ﬂz%/ﬁrée{téﬁ PUE 0% %
BT 52 & f#ﬂ%fﬂ%%%’%ﬁﬁ“éo

(%)

PD-L1 D% B | J S D 50 %2 [R5k (2
RSN TERY, Frimn

BOWTHHERKE ZH S Z &N
ARIRDIE & L THIRF STV %

AHE, PD-1 & PD-L1 KON PD-L2 O U o KOk % PH5E
T5Z LRV EERUNRE R ORISR EAOMEEET U
INERZTEME(L S, PUERE R A IETE(L T 5 2 & CTHUEE SR
Z R D,

(%)

3. FEERERAE

N PACFIRIE L T E U @ WS s A R & (LT [TMB-
Highl &W9,) 26T 2T - BROERE (EAELIEEN
W72 552 IR 2) 1281 B sl e d 4] O AGRFEIZ B 217 -
7o ERERARBROEE =~ T,

[H2htE]

[ B[] 5 AR (KEYNOTE-158 7A5R)
45%%?/2%*1@%5@?? HROBREESE BAFEI &2
372 A~L D7 )L — T2 12BN TH 200~1, 595 f5i]) & x4,
SR TR 200 mg 3 MG (LT QW) &wvoH,) &HD

3. BRI

D AACFERIE R ICHE L2 @ W EEE R 2R E (LT TTMB-
High) &W9o.) ZHT 5T - BREOERE (BEERRIGED
WEE 72 GG TR D) DOAGRRFIZR-M 21T - 7o 72 BRI R O plik
AN I

[ 2h1E]

[ B[R] 56 AR (KEYNOTE-158 5AER)
15#5/2%*1@&;5@?? HROBREESE DA LIy

72 A~L D% 7 /L — T TN TH 200~1, 595 i) A 5421,

AAI200 mg 3@ (LLF 1Q3W) &9 ,) EHOHZME




FE R OV Z D RE S e, B ERE R o F I,
FoundationOne CDx (Z X ¥ TMB A =2 7™ 73 10 mutations/megabase
(mut/Mb) L L& B SHIZ5EIC TMB-High LHET D2 L&
L. fENTEHENZAE > T, T —7 A~]J I8 S N ER s EE
(ZOWTHT 2MT DAL T,
(%)

[HiE - AE]

SRR OREREDEEET AV EZRA LY I 2 b —
Ta U Ac kv, EREEERA 200 mg 2 Q3W, 400 mg A& 6 @[
e (LT TQeW) Luvv9,) XX 10 mg/kg (RE) % 2 BRI
(LLF TQ2wy &9 ) THG L 7=BR o s § 5] oo i 17 o
EDRRT ST, £ORER, S FHERA 400 mg & Q6W TH G-
L 72 BE 0 R i A5 o0 8 R BRI 38 U 2 P i g iR A (BAF
[(Covgssl VD) 1F. SETEEERA 200 mg % Q3W TG L7-
BRD Coe oo CHARLT D & PRI SN (THR), T2, RS ERA]
400 mg % Q6W TH G- L 7= FE o i i Al o & FIkeIc B 1T 5
EIMIEFIRE (LT [Ch sl &I ) 1E, AEERERIA 200
mg & Q3W TG LTZBRD Cp oo LG L TEMELZ T & THIS U
b0, AANBEIZBO TERMENHER I TS HYE - H
B TH 5 mmpE R 10 mg/kg ((KHE) % Q2W THE- L7ZEED
Coas, s & P L TIRME Z 79~ & PRI 2 (TR, i, Bk
BAANEBE 2 k5T a0 FHE A 400 mg & Q6W TH G- L 72 ifpdh
75 1 FHEER (KEYNOTE-555 aklR) & 0 15 6 U7z SHHIMEIC K-S < JE

WL RET S v, RAIOAZMEIL, FoundationOne CDx (T
LV TMB A= 7™M 10 mutations/megabase (mut/Mb) LA k&
HEN25E1C TMB-High SHIET L2 & & L, TErEIciE-
T, IN—7 A~J I8 SN B EE IOV TRHT M TH
e,

(%)

[ - HE]
ARENORHEFEYBEREET LV EFH LIZV I 2L —T 3 il
L. AAI200 mg Z Q3W, 400 mg & 6 @AM (LLF TQew) &
W9 .) XX 10 mg/kg (KE) % 2 B (LT Q2w &
9o) TEE LIZBEOARHF O MG FIRE G Sz, ORGSR,
AHA| 400 mg Z Q6W THH- L 72RO ARAN O EFIRFEIZ I 1T 5 1)
MIEHFIRE (BATF [Chpel EVVO ) 1, AHI 200 mg % Q3W T
HLUIZBO Cupo EEBT D ETFHIESNT (FF), T2, AA
400 mg % Q6W THE L7=BEO KD EFIRRBIC I T 5 fem
FIREE (LAF [Chxeel EWVVD ) 1H. AHI 200 mg & Q3W THEH- L
TEBRD Cpay, e E L CTEEZ R T L FHISNIZ B OO, HAAN
BEICB W TCEREDHER I N TS HEE - HETH D AA] 10
mg/kg (IRE) % Q2W THE G L71ZEED C,,, o & L TIRME A 7R
PN (THR), &6, EERANEEE 2 X512 AA] 400
mg % Q6W TG L7=¥Es s 1 AH7ER (KEYNOTE-555 #lk) L
BoNTEIEICE S FEYEE AT A —X T v Iab—T3
AKX PRI LT ERE RN T A= HERI LT (F#), Mz




MIENEE /R T A —Z (T, a2 b—3 3 2 X0 TR L7- 36 e
NI A= ELHP LT (FTR), M T, BERODAFEIZBITS
ERAR IR AR IS BE D & | i e A O R & & A T2 A
PE & DEE A2 MFd DR UGTE T L 0EEE S, A e
200 mg % Q3W 1% 400 mg % Q6W T 5 L /=R D& & A ohik
XAFL M L ORFEIZOWTHRET S LR R, Lo L - HE
DR THNMER BRI R ZR TV E PRIz,

#6 sl EERF O ERE T A —F
(F W)

T, BEEONAFEIZEBT DR AGE IR S & ARA|ORFE &
&AM TR M & OB 2 MRET T D IREE ST T VDI
S, AFAI 200 mg & Q3W X% 400 mg % Q6W THeH L 7- R OMREE
B LA T LM & OBEIC OV TR S iR, ERERo
YL - HEOM CHIME R O ZEMEIC /2 2RI 0 & PHIS
iz,

K6 AR ORMERE T A —F
C3L

6. FHICBRL THET & HH
(%)

@ S R O B R R BR 12 35V T, KEYNOTE-158 3R Tl 5-
BRI O 1AL 9 WM Z & 1AELERIT 12 8H 2 & ICa @M
DFHE 2T > T2 Z & 255, ARAIE G- 138 -0 B3R
BETHROMBEREITO Z &,

6. FWHITBRL THEET~EHH
(%)

@AFNOEFFEFER I T, KEYNOTE-158 3Bk T3 5-BR1E 6
LAEMIZ A Z & 1 ELIBT 1258 Z & ICH MOl 21T
S TWe Z & E2BFIT, KA G HIXEHICEBRRE TR
EREITO T &y




F e SRS D S HHEE T A BT A o OUET AT

CIEPSpisES
(BRI IE#5Y)

Gl

IH

el HHEE T A KT A >~
NATul) XvT GBEFHEERZ)
_AhTa ) AvT7 (Bl Z) -
Roerrun=F—F¥ TiL77 (EaFHEz)

.
H"(((E‘n:-
f\,% I% =H FH N

e im i HEE T A R A
NRAT Y Xv7 GBI %)

L. IZL®IC
(%)
BT Z)

MG EBRDEEM : ~LTr Y X7 (]

(%)

NXoaT7v Y AvT7 Bl THRZ) - XTeT
o=KF—¥ TiLT77 CEEFHHE#Z)
HEAT XU FFE D -5 S

J BT T+ S

<HEAT UTFHIE D T2 S >

i OPTEEMEIEE A & OOFHIZ IV T, Gl E R
ANIZiE, Na7 e ) A~7 (Efarkz) &

XL 22D B

RELBHPERIDR -

HELBDRMERVAE

MRy e7rru=X—¥ T)L77 (G

I. XL DI

(%)

WG ETRDIEHEN A bV — X SEERE 100 mg (—%4 - XA
7rlX<v7 (B fz))

(%)

¥ 2 NSD BER At

B R SE




AL Z) L LT, ZnZEi 1 [F 395 mg KO
4,800 Hifrz 3 WEMIMR I~LT7r ) X~
7 (B Z) KON T e T =X —8
TNT77 Bfaffiz) & LT EZnERl
[5] 790 mg M Tr 9, 600 Hif %~ 6 3 [H[FH & TR T
w535,

<JR T T 1 S >

VAT T T T R O R &
OPFRIZEB VT, i AT, A7 ey
A< 7 (BIEHBZ) KORT e T la=4F
—8 TNTy EETHEHRZ) L LT ER
241 1 [A] 395 mg KON 4, 800 HAAZ A 3 3 [ [ e
FRa 7 v ) X<7 B z) KO
Jernru=K—¥ TILT77 GElsTHHi
Z) LT, ZZEN 11\790 mg K TY9, 600
HALZ 6 MMM TR &R 595, 5 HH
%24 H HEIETLE 35,

2. AHN O, 1EHET
NRA7v ) Xv7 (Brrifaz) (COF, _DafEEFRA)
I%. PD-1 (programmed cell death-1) %D YU H > KT&H 5D PD-
L1 X OVPD-L2 & DffS# EHEET S, & M 1g64 £/ 7 m—
TAHETHY, XAT ) X~vT (EETHEEZ) - T T
nop=K—¥ TNT7 GEBEFHE#Z) CIF, TR FHERA)
CALE. WmAZ TARA] L)) FREEXTe T o =4 —

2. AHIOFH. 1EHKF

XA bV—F f{iiE 100 mg (4 XA T7 vl X<v7 (&
/e z) AT, TARA &9 ) 1, PD-1 (programmed cell
death-1) £ZD U H L K THD PD-L1 LUPD-1L2 L DOFEAZE
BEHET S, b MbIgtd £/ 7 u—F PR TH D,




Y TAT7y GBEHHRZ) 25687 5AAITH D,

PD-1 #RBEIT T A S B A 2> & KA B 72 DIT D3 AMERE 23
FIHT 2 720 ZHIE# A A~ FC, PD-1 1%, KRRV T
TEMER T MO MR I BL L, B OB bUG % & T R g
TR R 2R 0 OS2 HH T 5, T2 5  PD-11X Y o REREE
THZ LIV PURZERICL D V7T REEZAICHIET 5
SRR TH 5, PD-L1 OIEFAFRIC I T 2 RBBUTDOT N TH 5205,
Z< ONAHIIRTIE T MO 2z 213 L@EIREE LT
W5, DARIIICET D PD-L1 OERBIT. BSHIIE . RENRE .
A . OREE . FE/ NIRRT 72 & Dkk 2 72 3 A T TR AR RIK
FTHY ., RWAEERLE OMBEENRESHL TS

BE DD A DERKII 1% & PD-L1 FEEOFAREMEN S . PD-1 &
PD-L1 ODFEE 1 JEEE D G A Z 33 C BB 2R 24 5 = LA
RBEEINTEY ., FeRBAREOERN E L THffF ST 5

Rogbe7gran=F—¥ T7iL77 (Blarlhz) 1T,

ORI e T Ve VgEE GRS b= R ) ay X —ET

HbH, e T7ve CEEITE TREROMaNA~ Y v 7 RTHEET D

ZHETHY, X" Tro=F—F¥ FTLT77 (EaTEHZ)

DIEPE & 0 B TR D o3 i e QN2 DM L BRI [m] i
G a8 Y oikEMEtES D,
~h7nl) Ax7 Gl R )
L2 o) T FOfEazlET L2 LIl 0, SN
DRI FEHOA 55 iT)«Uﬂi%%ﬁﬂﬁﬁi?ﬁ@ﬁ%f%
PHEVEL % Z & THUG A R 2 5 5,

X, PD-1 & PD-L1 J2 U PD-

PD-1 #RB&IT T MRS B AR 7> & kA 2 72 DT 28 AR 23
RIS 2 £/ hilfl A A~ F T, PD-1 1%, @EEE/IREIZHB W T
TEMERL T AR O MR R IC B L, B OB RUG % B T R B
TR R 22 0 OS2 T 5, 37205 PD-11X Y I REREE
THZEICEYHRSZERIRICL D V7 e AICHIET 5
SRR TH 5, PD-L1 OIEFAFKIZ I T 2 FBUIDO TN TH 208,

L ORI TIE T MlRO@E 22 21T E@EICRE LT
WAL DAHIIEIZET A PD-L1 O R BT, B . P

MR . INEE . FE/ NS 72 & Ok & 72 3 A T TR AR RIK
FThHY ., BRWEFERE OMBEMERHRE S TWD

I DN A DERIRE T4 & PD-L1 38ELOFERIMEN S, PD-1 &
PD-L1 DRI IEIG D 0 R B WO CEERKRE 2 5 = &2
IRIBENTEY, BN AAREOER & LT ST D

AHNZ. PD-1 & PD-L1 X ONPD-L2 Ol Y H v FOfEA 2 FHLE
T 52 LT X0 | SN R OISR RS EMET U v
PRERZIEME L S PUEE 0% & FE AL 95 2 & CHUERE A
IRET D,




(%)

(%)

3. BEIR R
HEAT SIS FI36 00 F 5 ST J OV FTAEAT 75 SO L2 5 1 2 45
FrrE 85 0 AR BT % 1T o 7= 2 20 BRSO i & T

[H7hE]
OERILFEFHMAHB  (KEYNOTE-826 #45k)
RIRHITER OIS 23 72 < ALTFRIERE D 7oy (b i #g ik
& L COBRERRITEE L) 1T T HE3 O+ SHR B 617 41 (H
AN BT Bl EEe) ZXtGs, Sl eERA) & o HrEmE g Al
(X7 U ZXBNK VT T FFEIF| NN Xv 7 (B TR
z) (LLF - X=7) Lwnd,)) &EOOFHEE (EEERHE
AR " OFIEROZ &R, 7T 'R & Ao FUEMEIEE A
EDOPERRE (77 v REE) “E2xRE L —E SRR TR
ST, FEFHmE B IX2EFHE (BLF Tos) o) kD
AT FHAR] (LAF TPFS) W9 ,) & &, sl s e
T T EARREL I LT 0S LN PFS #HFEICIER L7z (3 1.
X1 RO 2),
w1 : IR 200 mg 3 MMM (LT TQ3W) twvwH,) &
b (%=2—20 1 BRICES) LU TOTUEEESS (B8R
FHMERINERE Z LG8 ondhnz gt L,
o N7 UAXEINITE ng/m2 KONT T FFHK (AT
F 250 mg/m2 XX A NARTZF 2 AUC 5 mg min/mL AH
WEY) DOIEIZ QW (F=2—2AD 1 HEWCHRE, V27T

3. BRI
HEAT SLUT P E O ' S S O R BT HEEAT 1~ B S8 OD 7GRS (R
it 247 > 72 T 7R ERARABR O U 2 7~ 4

[B7hE]

OEREILF 2 MAHFER  (KEYNOTE-826 #kf#)

RIGHIEIE D3 72 < ALFERIERE O 7oy (BB E
&L COERITRL) HIT ITHER O~ = SR AE 617 4] (H
KN BT BlzETe) ZXRIC, AH & oGUEEEEH (N7 U
22XV ONTTFF B+ ~_AR X~ GG L) (LL
T IR X277 En9d,)) EOOFHEE (RARE OB
MR Oz 2MEn, 77 'R o BUEMEESA] & OOFHEE (7
TR PERE L ZEERHEBRORE S, EEEH
HHIZEAFHM (LT T0S) &9 ,) MOV EALERIR (DL
T IPES) W9 ,) &S, AABEL T 7 AR L Bl LT 0S &
WPFS #HEIIER L7 (F1, X1 KO 2),

*1 0 AF 200 mg 3 MMM (LT QW) Lwvwo,) &5 (%=
— A0 1 HHEIWCEE) & LU OPUEMEER (R Y AT
DERZF T LIBER) oWzt L,

o N7 UYZFENITE ng/m2 KONTTFFHH (275
F 250 mg/m2 XX A /NARTZF 2 AUC 5 mg min/mL FH
WME) DOJEIZ QW (F=2—A2d 1 HEICKRE, v AT




FUFFa—AD 1 HEXT2 HEICEE) THRE,

o NI UAXLNITE mg/m2, FTFFEEF AT TF
> 50 mg/m2 XX A /NARTZF 2 AUC 5 mg min/mL FH2Y
) KOy X7 15 mg/kg DIEIC Q3N (£ 21— A D
1 BHIZERE, AT I7F 03K =2—2A0 1 HAXIZX 2
ABICEE) THE,

*¥2: 7T7BAR QW HKE (Fa—AD 1 HEICHEE) Ex1 LlE—
OPUEMEREEA] (RBRA Y EMAEE Z LI onTh
naEPEH L7,

(%)

(PD-L1 FE LR DR DA 20

] s [m) 45 I AH 35k (KEYNOTE-826 #ER) (ZHLA AL BT
BOT—ZITEASE | PSRN AT o TR0 (BRERAY 70 fif
Haate) ROREMEORBEFIU TOLBY ThoT,

SR SRR RE O A ZhEICBI LT CPS 23 1 R D341, PFS
KOV 0S DIERZNRIT/N S WA Hivlz (& 2 KO 3,
#F3IKOUM 1),

7%, PD-L1 OFBURPUC L 63, Al ST RA DR 2~ 1
77 ANVIEERRTH o T2,

(%)

@ FE B IL[EE MFEER  (KEYNOTE-A18 3X5R)
HRIBHE O F1602014 EATHI /3 ¥H D 1 B2~ 11B Hi (U /< Hfisks

FUFFa—AO 1 HEXIT2 HACEE) THRE,

o NI UAFEINITS mg/m2, 7T FFEH (AT TF
> 50 mg/m2 XX I NARTZF 2 AUC 5 mg- min/mL FHY
&) ROy X7 15 mg/kg DIEIC Q3N (£ =2 — A D
1 HEICHKE, AT I7F 3K =2—20 1 HEXIL 2
HHIZ#&RE) TEE,

%2 7R @BWIEE (Fa—20 1 HAICEE) Lxl &FE—
OPUEMEIESA GEBRHYSERAEE Z LRI oI
MEDFH LT,

(%)

(PD-L1 FEBLRILB DA %)

E RS [E S MAHERBR  (KEYNOTE-826 #BR) 1THLA AL ST
FrOT—2ICHDSE, CPS BN 21T > To B 2ME (BRERAY 72 iF
WraaEle) MOZEMEOFREIIUTO LB ThoTo,

AHEFEDOARNMEICE LT, CPS 23 1 R DHFAIT, PFS T8 0S
DIERN RN/ SUVMEA D FRO itz (F 2 LK 3, £ 3 LW
X 4),

728, PD-L1 OBIBURIUIC L 6T, BFOLEMET a7 7 A4 v
WXIREETH - T,

(%)

@ E SR FE MRS (KEYNOTE-A18 #5R)
RAEFET O F1602014 #EATHASFED 1 B2~ 1B # (U > \Hilisk




BEPE) XA ~IVA #] (U o ~ElEB G O XREME) o RprErT
FESEEEAE 1,060 B (HAN 90 Bl ETe) x4, il
LA & RIS R (VA 7T F U RIREGEH T TOAMER
MU, RO D% O/NERIER) (BLF TCCRTY w9 ,) & off
S ERERIA] 4 CCRT BE) * OFRNER VL EMENR, TR
& CCRT L DO (FFBAR+CCRT E) A xflBé L7 _HEHEHR
AR CRET S V7o, EEFHMmIEE X 0S LY PES & Zdu, i
FESUAI+CCRT BEIX T B AR +CCRT B & bl LT 0S KON PFS %
AEIERE L (&4, X5 KUK 6),
*1 0 R SRS RHT ARG T, U BRIEIE T TRk a5
FTELT, DPORERIEIC X AIRFEO B
*2 0 R e R 200 mg & Q3W (= —AD 1 HHIZEE) TH
O— A VAT TF 40 mg/m2 & 1 ARG T 5 [EX
6 [l G- KL OV RRIaIR (SN & 2 D% O /NMRIRIRE)
%, I EE R 400 mg & 6 WIS (LLTF TQeW) vy ,)
G (%a—2xo 1 HEIICES) T15 a—x&kh L,
¥3: 75 8RE QN (Fa—2x0 1 HEICHEE) T a—2 KW
*2 L[Al—@ CCRT P, 78R %Z QoW (%=2—AD 1 HHA
W h) T15 a—xEE Lz,
(%)

[Ze4E]
OE B ILFE S MFEER  (KEYNOTE-826 #X5R)
HEFESG T SEGE KR 305/307 i (99.3%) . 7T EREE

BtE) XUXM~IVA #] (VU > ~EEBEEIE IXRaME) o JRpTEST

TESEEE R 1,060 B (AAAN 90 Bl Z&Te) ZXITRIC, AflE

R R E (VAT 7 F RO T COANERIRET . K&

WZF DB O/INRIRIEHE) (LATF TCCRT) &vv9,) EoPEH (AH

+CCRT ) * OHFIER NLELEMEN, 77 ARE CCRT & DHFH
(7"ZAR+CCRT Bf) ® AxtEE Lz “EHEBRABR TRF SN

72o FEEHAMTEH X 0S KL OVPFS & &, AHFI+CCRT #IX 7 7 &

7N +CCRT BE & bl LT 0S M ONPFS 2 EICIER L7 (F 4, ¥

5 &N 6),

*1 R SEISR DIRIBI T B RRE R X T iRk a5
FTELT, DORERIEIZ X DIRREO B

%2 . AKI 200 mg & Q3W (F=—AD 1 HHICEY) T5 a—=2,
VAT TF 40 mg/m2 & 1 ABEER ST 5 \IXIX 6 A
5K O SHRIEHE  (INEERE & 2 Otk O/NRIRIEHE) %, &K
#1400 mg % 6 MERFERME (BLF TQeW) &voH,) &5 (F=—
A0 1 HBICHRE) Tlh a—axxE LT,

¥3: 78R E QN Faz—20 1 HEICHE) T a—2 KW
*2 L [Al—® CCRT fEH%. 77 AR %Z QoW (%=2—AD 1 HE
o E) T15 a—AEEH LT,

(%)

[Z241E]
DOE LA FE M (KEYNOTE-826 #5R)
B EESIIAFIEE 305/307 4 (99.3%) . 7T & AREE 307/309 44




307/309 5l (99.4%) \ZF8 D BV, TRERIE &L ORIFEABRA G E T
RWVEEFESIL, FHhERN 298/307 6 (97.1%) KX 300/309 f
(97.1%) IZRBD BT, WTNNORETHRILE S0 5%, EOFE]
ERHIZTRO LB THoTo,
9]

7ok, AEERF AR IV CREMEMER 3 61 (1.0%) . K
W% - /RS« BEED T 23 5] (7.5%) . BBEDOKERES (1%
PEFR B EIE R RE . R JRRGIEARIE et . ZIBALEE, JEHREIESE)
15 (0.3%) . FREEFEE (5T o« N L—JEERESS) 75 1] (22. 4%) .
JEIE ST 9% « AN 42 - I RE R - 1T 4k - AL RS 2% 56 131] (18. 2%) |
HRBRBERERE S 70 1] (22.8%) . T HE(AREREREE 1 451 (0.3%) . &I
EREREREE 4 61 (1.3%) . BeERETE (RMEREMER K, SREK
RRERAE) 1161 (3.6%) . BER 2 61 (0.7%) . fhde « BB phiziE
2 %51 (0.7%) . e - B 11 (0. 3%) . LofnZk 141 (0.3%) ., EH
FEDOHEK 26 (0.7%) KO infusion reaction 37 il (12.1%) 23
OB, £, 1V EERP, EEMEE, 5SE IR, E
Bl E (R IR PESRBER . I I PER I, FREFER
5. MERRRIEKIESE) . MERE RIEMERE K OHEZ TR O b v -
720 AEWERRBLRDUIBES S (ARREMRE T2 5T) 25
R Z T,

@ FE B IL[EE MFEER  (KEYNOTE-A18 3X5R)
HEFES T A EERIK] -+ CCRT BE 525/528 5l (99.4%) . 75

(99.4%) 125D B, BB L ORREABRNP B E T RVWEE
TR, FNEI 298/307 #il (97.1%) K TX 300/309 i (97. 1%)
IZRO BT, WT IO THRELEIG D %L EORIERIZT
xDERBY Tholo,

(%)

7B, ABFECB O TRIE ML 3 F] (1.0%) . KK - 7
W% « EEJE O T 23 Bl (7.5%) . EE OGRS (PR
SERMARE . B2 JEPRG B ARAE Wit . 2 TALBE, FERIIE %) 1 31 (0. 3%) .
PRRESE (7 v« N U—IEREEE) 75 61 (22. 4%) . BIE 2 -
A4 - JFHSHERE S - 2% - BB PERRAE 2% 56 61 (18.2%) . H:R
R REREE 70 6] (22.8%) . TEEMRHEEERETE 1 61 (0. 3%) . FIEH
RERESE 4 ] (1.3%) . BEHEERESE (RMEMEMEE K, SREREE
REE) 1141 (3.6%) . FEHK 261 (0.7%) . fhae - MEEUH RMRIE 2 1
(0.7%) . s - Blmsge 145 (0.3%) . Oof5ds 14 (0.3%), FEE
DOFK 246 (0.7%) KO infusion reaction 37 5 (12.1%) H3id
DOz, Fho. 1 BUERF, EIEAEOAE, S8 9K, EHE
PRI (So Ve M/ NS PSR B VR MMER I, ARIEEREE
HETRI ERAESE) | M ERE BRE MR K O ITE8 D b ive o 7z,

ARWERZBRDLIBEE RS (RREMEET 2 50) 2508
R R E T,

@ E SR FE MRS (KEYNOTE-A18 #5R)
B EHE S I AHK 4 CCRT B 525/528 4 (99. 4%) . 7°F & A8 + CCRT




7 7R 4 CCRT A 526/530 1 (99. 2%) (258D HAL, 1GBRHK & DK F
BIRNEE CTERVWAEFRIL., £ 512/528 #il (97. 0%)
KON 513/530 1] (96. 8%) IZFRD HNT=, WT N ORETHRELE
AN EORWERIZT TED EBY TH o7z,

(%)

7B, AT ERERA 4+ CCRT BRI W CRIE MK A 8 f
(1.5%) . KM% « /MEHK - EED THI 40 41 (7.6%) . FEEDFK
JEbEE (PR B S ARIE . SR AR ARIE . 2 TEALEE,
FARMIESE) 161 (0.2%) . #fRFEE (F7 2« N U—IEREESE)
16 % (3.0%) . BUEMZ « A4 - IFigaEREE - fF2¢ - f e
B 139 151 (26.3%) . HURBEERERRE 147 f1] (27.8%) . RIEH&EE
b 4 51 (0.8%) . 1 AUBERIE 1 H1 (0.2%) . BEEREREE (RME
FIEPERE . SRERIRBRSE) 10 61 (1.9%) . B 3 41 (0. 6%) . fiK
P - BRI - Bl 161 (0. 2%) . 55 E D 155 1 431 (0. 2%) | infusion
reaction 3 fi (0.6%) MOVEELEDH R 2 4] (0.4%) ik 5L
Teo FTo. NEEMRBEREFRE . Fidk - BURUT RUARIE  B0E 1) ) E
DFf2%, EERMEREE (G MOs PSRBT, i EE
i, ZRIFERES, HEPRRIERES) | MEKE BIEMRE & UREEZ 3G

S o Tz, RREARBURDLIZES#H TSR (FFRRAME R %
wte) EEUEFRER L RT,

[k - &
A EHE R O REEH Y BIREE T VAR Ly T2 L —

#E 526/530 1 (99.2%) IZFRD B, 1REREK & ORI FEIFRNEE
TERWAEEFRRIL, ZNE0N 512/528 i (97. 0%) K& TX513/530
Bl (96.8%) (ZFB®H ALz, WTFNNORETIEEIG A 5% LD
BWERIZTEDEBY THHoT,

(%)

72¥5, AH|+CCRT BEIZ BT MEREE R 8 #1 (1.5%) . KIG
K INBI - BEDO TR A0 B (7.6%) . B LGRS (Fhidk
F R ESCRMMIE . FEREBEIRIEMERE, ZTALEE, JERIEIES) |1
B (0. 2%) . AERREE (5T - S L—REERCE) 16 51 (3. 0%) .
BUE & « IFAR4 - JFRErESE - JFR - i b MEIEE & 139 f
(26.3%) . HUIRBREERERRS 147 61 (27.8%) . FIEHRERES 4 4
(0.8%) . 1 ZUHEIRIF 161 (0.2%) . BIFERERRS (JRME M MEE
K. RERIREREE) 10 61 (1.9%) . BESK 3 61 (0.6%) . fide - B
P FBES 1610, 2%) . 5 E D BEK 141 (0. 2%) . infusion reaction
3B (0.6%) MOEEDOHE2H (0.4%) NRDLNT, £,
TEAREREE ., Mk - BB RUARE . EEA I E, Ok,
B MPEREE (MM MRS ERBERE . IR, JR3F
Bk, MERRIERIES) . MERERIEMEE L O ITERD bt h»
o7, REIWEARBLURDUIEHEFS (RREMBET 2E5T) %
EUERERE T,

[ - HE]
AR ORERBEYEEET LEZFHA LY I 2L — 3 Ui
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71 400 mg % Q6W TG L 7-igshef 1 AHFER  (KEYNOTE-555 7AER)
FOBLNTZFEAMEICE S S EPERE AT A —21T, I a2 b —
Ta ik PRI IEmENRE T A —& LHEEE LT (F&R),
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WD EAERR LT,

RG LR DEIR  NaTn ) A~vT (B LRz

RG L RDREIDE AR PUBNENEE ARG IM: O P58 9N B

KL RDMEROHE  hOFUEMIEEA & OPEHICBW T, @E . AT, LA o
X~ 7 (Bis T Z) & LT, 1E200 mg 33 M M X1
[61400 mg % 638 [ ke 3050 M 2> ) CAiifidiiE+ %,

KPR ELRDHEREN X7 ) XAv7 (Baf##z) - Xoerro=4—8 7
N7 7 GEAGFHAHZ)

RG L RDREIDE A RPUBNENEE ARG IM: O P58 9N B

WG ERDAEROAE : hOFUEMIEEA] & OPEFHICBW T, W, RAICIE, Lo o
VA7 (BIGTHEZ) RONF T Arn=4—F TLT7

(B 7 2) & LT, ZREH11E1395 mghk U4,800H 7 %3

HEMRXIIRLAT7 e X7 (BETHEEZ) KORTET L
n=4F—¥ TNAT77 (@EETHEfEZ) & LT, ENnENET790
mg &% UM9,600 5107 4 638 fHI[#I R C R T & 53 %,




2. FEERIZDOWT

AFNOP G- RO 72 BE 22 W - FFE L, ABOFGIC LY EEREWEHZRIL L
BRUCKHET 2 Z ERRER T, U TOO~QDT X T Az skl ZB W CEHAT 5
REXTHD,

@D HEHFRIZHOWT

D-1 Fi2d (1) ~ (5) DTN LT IR THD I &,

() EEZEBREDRET D0 A SHEEERLRRBT S (BEE RS A SR BE L SR
Hie 23 A RSB ML RURRE . HUES AR 72 &)

(2) FEEREHEFRRT

(3) EBEIFAENIEET 20 AHOEEERGT (DS A PGB ERbT, 3 AR
W19l DS ARSI EEHEE R 2 &)

(4) I RACFERIERE 2R E L, S RIERC LR 1, SRR LR IE2 IR 2
ST RIESA L FHRIEZ IR 3 DOfiak FYEIAR D | H 24T - T D ik

(5) BUrEMERES AL E BINR OfE EAEITLR 2 | 21T - TV S Jitigk

-2 IR DAL K OSBIVE R BB O SIS 440 70 Jndsk & feBk &2 Fr o Rl (T8
DT IDNTELY T HER) 23, YRR OARANCET 20O FTE L L TRES
NTWNWBHZ L,
<
o [ERIMFFEUGE 2 FOYIMPHE ZAE T L7212 S FLLE O TR DERIRIHE %
ITHoTWAHZ L, 96, 2 RIT, BDAEYREZ L LEBRIERFOHE
EIToTWbH I L,
o [ERNSEFFEUSEZ 2 FEOMMINHEZE T L2 RIC4FLL LOBRRBRZ AL T\ D
Zl, 9B 3L, b ARHES D0 A SRMIRTE & G e h TR IR O SR AHE
EIToTWbH I L,

@ BENOEXKMBREEDOMEKHIZONT

PR S A PRI 2 BEE AR E S, RGN OFmAE D, Ao - %7
EMEEIEE R OB IR CERSE IR DR, AEFS0RE LG 0o®RE
B, SERHONITONDIRHNE S TWDH Z L,



@ BIEA~OHRIEIZDOWNT
@-1 fiERAHIZBE ¥ 2 B

[VEPENZ S O B 2R B E N84 L 72 BRI, 24 IRefRIR2IRIRHI O T, 3%k X
FEEE IR 2BV T, FEBL L 72 RITERNCIG U CABRE LK O CT S5 D RIEH O#E RN 2
BRMAOR RN G APICHE L, EHIRISATRER KRN E->TnDH 2 &,

@2 EREEHIC L IEEESASICET 3R

AR D B EMI 2 ik CHREE A T B ERERE NBIERE =4 Y v 7
EEOIERORY V== T EATVTIRE LG @A AT CE D F— LR 255
flESNTVBZ L, Ak, EEHICOWT, BABE L ZOFRBC AN SN T
VBT L,

@-3 BUER OREr-CXIRICBEI LT

AANDEFAL SNBSS LFITB O TEEBRE S TO 2 BIERIC R LT, 2 i% b
AT AT BREE AR O REFINE 2 A9 5 EEAT & dfs U (BIEH ORZEr-oxtIsIicB L THEE L
OXBEEZZTONDIRJMHICH D2 L) EHIZHETIRAEN TE KR E->TnD 2
&



3. REXBRLRHBE

O TRUTEEY T 2 HAIEC O TR, RAOFIMERHELI N TE LT, KFlO#
HGxtge L 7a b,
o FilFoMmiBhERIE

@ TFRICHEYTLHIEEFIZOWVWTIEAFORGNED L SN TWDLZ NG, &5 21T
birunz &
o KRHIDFATITR UIBBUE DBEERED & 5 B

@ RFEATOFMIZIB VT FRLCEZ S T 2 BE T OV T, AFOEGITHESE S /e

N, MOIRFEEIE AR WVIGEICRY | HEICAFZEHT 52 L 2BETE 5,

o [MEMMEBROEH UIBEDH % B

o JuEBEi iR A CHRE R 2R D BE K ONEENNE OO HU # il I o gL T 2%
EORIZRIENEZEL N A BN D BE

o HOMEREOED, UTIEMEM A L < ITERMED B 2Rk B OB RO
b o EE

o BB (EmiMlaBEE L ST) Ob D EE

o EBOBYSUIBEEE AT BE

*  ECOG Performance Status 3-4 ™ o 4

WED ECOG @ Performance Status (PS)

Score E#

0 |ESMERIETE 5, BWATE R LA EAERIHIRZ AT D,

PRREIZI LUEBNEHIR S 225, BATAIRE T, BAIEESE > TOMERITITO LN TE D,
Bl mOFE FEEE

TR CHGDOH DRI O Z LT T X THELEDERIITE W, HHO 50%LL Eid~y 4Tl 27,

RENTZHODOHOEY OZ L LNTERY, BFO 50%L, L&~y R+l Zd,

F G S S ]

ELENT RV, BAOHOEY DOZ L34 TERY, BEICy R+l Id,




RIS 2

REFEREET A FT A
RAa7nl) X<v7 (BEETHEZ)

Ravny <7 (BFE#Ez) -
Rerru=F—¥ T7TLT77 (BEFEEEZ)

~ FE/ N iR ~

T2 92 A (FF184F 11 HET)
JE A S Ea



B &

P2

P4

P8

ZOWNWT

24

A

GRG0 D B

VN

3.

P10

4.



1. IXC®»IC

KHA RTA TR, BARBEBEL N E TITHELN TV D EFFFR - B AU
Box, T OEKMORERMERZHET 28R » b, ~a7n ) X~7 (Ba1#l
#iz) (CUF. TREFHEEA) AONLaT7n ) X~v7 (BioHE#z) - X7 7 /rnm
=4—% TAT7 (Barz) (CUF, TRCFERAN) (CUF, WAz TRA &
W) AT DRI KD B D BN OGS & 2 D w2 R, TERERE . B
IREAE, 5 ICBE L TRETAREFEEIZOWTL, BFTOE b S CE LD
A Y 2 7 @B (LLF. TRMP)) 2245 2 &,

¥ AIEFHERANC B O TR, AEE IR R D 5 B UIRAEE A LT - FEIEDIE/N
AORRAEE (2R 2 FRSR IS I 1T DMl OfE R, R3S, EREHREONE, AL OR
BMEOMEREICET DIEEE W RFE2HE I FANONAETONTIUTHEEY LR
HIEF SN (B 64ES H), BAL SIIZIRAT SCES RMP CUERE . BRA AR
BHIZBE L THETREFHEONRDHER TEZ L2 LD, ZH O EER LT
HA RTA NGV EZT- (G645 A),

1B RATA KT A 3 MSATEGE NE S dn BRI O AR HERTE AR
BRI e — AN A ARBRRANRE S, FPEIREFIEETEN B AN 72 L O
—HALHEN ARG ER OO b LR LT,

KR LE IR DEIRN a7 n ) X~vT (Eis R Z)

REERDENTNR « CIBRARE LT - FHIE D IE/INHE e fifiges
/KRR R (2 33 T DRI - R A B IE

MR ERDAEROHE « <UIBRAREEAMEST - FRAE DIE/ KR ftifs >
W, KA, A7 e X+ (BaEz) LT 1
[B] 200 mg % 3 M FFFRE I 1 18] 400 mg 2 6 1] HIE T 30 77/
2T TR .
<FE/INHRRATIE L2 350 DAIRTAT - IireE il BhE L >
TR BRIE CIX, o PTEMEIEL A & OPFHICB VT, @H,
FNIZIE, ~Aa 7 r Y XA~v7 (B ) & LT, 11E 200 mg
Z 3 AR RIRE S 1 [B] 400 mg % 6 3 B IFE T 30 42T T Adi
FET 5, EO%., INEMIIELETIZ, XA7Rr Y X7 (EE
TREfAZ) & LT, 118200 mg % 3 MRIFMKE L 1 [A] 400 mg &
6 FHE /MG T 30 32T TR EHET 2, &G-EHIE, 3 1 RHH
b G- D4, IRTBIRIEIT 4 [B1F T, R MBIREIT 13 [
£ C. 6 HEMMRER G- OS5 G, INRTHBIRIEIL 2 B £ T, i
ByEiEIL 7 mlETET 5,




KGR & 72 D EFE

KL D PREUIRR

ML REROH &

XL e AvT GEiaEfZ)  RXTeTe=F—F 7

N7 7 (BisfH8Z)

: IBRANRE 70T « FRIE DI/ N fifi e

FE/ NIRRT (2 3 U F D AMTRI - TR A RE

: <UGIBRARREZRAELT - PR O I/ IR i >

WHE L. RAZIE, A7) X7 (BETEEERZ) KR T e
Thrun=F—t TNLT7y (Brfri#z) LT, Ehtil
5] 395 mg & 1Y 4,800 Hifr % 3 MR XTI~ L7mr ) XA~ 7 (&
BF#Z) RORNTe T ve=4—F TL77 (B
Z) & LT, ZNFH 118790 mg &N 9,600 HAL A 6 8 [ bR
T T#&ET 5,

<FE/INHERE I L 3T AR - itk B A >

TR BOIETE Tl MLOHUEMERESA] & OPFRIZB W T, #H.
FRANIZIE, NaT7r ) A<v7 (BafHEz) KOXTeT7inm
=4—8 TNAT7y (BxEZ) LT, EhLi1E 395
mg & O 4,800 HifzZ 3 ERIMREIE~LTr ) X~7 GBIET
M z) RORTFeTn=F—¥ TL77 (Bnfiliz)
E LT, ZF41[E 790 mg LT 9,600 HifL % 6 1 [ k@ CTH
THET D, 20%, IRMBRETIE, a7 r ) Xv7 (&
B Z) RORT e T ra=4—¥ TIL77 (&5 7k
Z) LT, ZhEi 118395 mg KON 4,800 HAL A 3 1 kR
iERa7 v ) A< (Bl Hlfaz) KORTe 7o =4 —
¥ 7Ty (BETHEEZ) & LT, 2R 790 mg &
9,600 AL % 6 HEIRINE CR THRGT 5, &G RHIL, 3 #HkH
MbEE G- O%E . ITRIBIEIEIX 4 [B1F C, W mBIEIAIT 13
% T, 6 EERMREERG-O%E . INETHBIREIL 2 B £ T, itz
BRI 7Rl ETE T 5,




2. ERPRAGHE
GIBRARE 72 A T - FFFE O FE/ IR ITE 1235 1T 5 B TR DO A& FRIR IR A2 4T - 72 3
fiﬁﬂﬂ uit%@ﬂﬁa%fﬂ“‘?“

[G2hE]
[E B LR B IFEEER  (MK-3475A-D77 #5k)

LFRAERE D 72 UIBRARE LT - BRI O FE/ N itife B8 (A AR N 23 & &)
TR, B2 FEERA L ALSRE L OOFRFETY (2 FHERARD OFE, etk
SR ENRE S, AR &ALk & OOFREY GREFHERIFIRE) 25 e L
THET ST,

ztximzisﬁzoﬁiﬁi@aé%%ﬁlﬁa 1325205 [RECIST A R7 A4 > 1.1 lRICHES<
B FMSEHRICHEIZ L D8RR (CR) XUFE 7 Z8%) (PR)] & 4, Afis e il
ﬁc:iﬁ?%&ﬂjﬁzﬁl HEDOIELTEN T S 47,

1 ETERA (NAT e ) AT @EFMERR) RO FeT v —F TALT 5

(BT z) & LT, N2 790 mg 19,600 Hifr) 6 FMEHEE S (QeW) (%
a—2D 1 HEIZKET#EE) Lo (BRI A BE 2 &38R ovg
nWrEHH Lz, ok, RTERAOREGIIRK18 a—A L L,
o FERELERIE/NEAE : XA P LFE K R U T A 500 mg/m? K ONT T T 8IA (L
AT T F 275 mg/m? XX AR T ZF 2 AUC 5 mg-min/mL A8 &) % 3 ##[H [H 6
(Q3W) (Fr=—Ad 1 HEBIZEE) T4 a—2fEK, XA LIS ERF R DA
500 mg/m?> % Q3W Tixh-
o R ERFEAINHIIRE « 1V AR T T F 2 AUC 6 mg-min/mL 124 & Q3W (%2 — A2 D 1
W H) . 287 U 2 %E 0200 mg/m? Q3W (%2 —A 1 HHIZHE) XX nab-/X7
U &2 ¥ E/N 100 mg/m? (1 =2—A 21 HE, £=2—AD 1, 8, 15 HREIZEKE) 42—
AP
#2 1 R ERLA] 400 mg QOW (-2 — A 1 H BIzHe ) L*1) ERl—o bk E2 0 Lz,
E, AEEERAI O 53Rk 18 23— R L LT,

F1 BARMHEE (MK-3475A-D77 35%)

B2 T AR SRR RLA
(251 B1) (126 B)
ik | 52e22%h (CR) 8 (3.2) 2 (1.6)
(%) | ¥ %&%h (PR) 106 (42.2) 51 (40.5)
Z=2h% (CR + PR) T (%) 45.4 42.1
(95%FHE X [H) (39.1,51.8) (33.3,51.2)
RO 1.08
(95%(E HH X [H) (0.85,1.37) —
P {H} 0.00051

T I BERAZIE T CR X PR BT SN ABE OES | 1 Mantel-Haenszel 1% F 72 @72
hED L OHEE | § ¢ Synthesis Method & F\WN 7= IELED GG E, A EAKUE () 0.025

4



[Z241]

EFS RIS MARRER (MK-3475A-D77 #ER)

HEFERIIT FIERIFIEE T 249/251 1 (99.2%) (2, s s ERIAIRE Tl 123/126
Bl (97.6%) (ZHBL LT, IRBRIE L OREBRNEE TERWEEFGIL. KT ERA
FECIE 226/251 5l (90.0%) (T, s EHERAIRE TIE 121/126 B (96.0%) 1ZFBL L 7=,
WD ORETRILEN 5% EORIERIZTTEOLBY THoT-,

£2 WTNHAOBETRERN 5% EOBIERA (MK-3475A-D77 3RBR) (MM ER)

BB K3 (SOC: B (%)

System Organ Class) FaNEs iili: AL R S
AR FE (PT: Preferred TWJ 12651
Term)

(MedDRA ver.27.0) 4=Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
ZEIEA 226 (90.0) 116 (462) 9  (3.6) 121 (96.0) 60 _ (47.6) 3 (2.4)
MEE E Y SRS

2 ifi 131 (522) 42 (16.7) 0 81  (643) 27 (214 0

i BRI E 70 (27.9) 20 (8.0 0 32 (254 11 (87 0

A BRI E 105 (41.8) 54  (21.5) 0 39 (3100 22 (17.5) 0

(/RIS E 71 (28.3) 25 (10.0) 0 34 (27.0) 6 (4.8) 0
Wi

B A RE TUAESE 18 (7.2 0 6 (4.8) 0

FOIR BB REA T E 31 (124) 0 0 14 (11.1) 0 0
B IBkEE

5 19 (7.6 0 0 10 (790 1 (0.8) 0

T 22 (8.8) 2 (0.8) 0 12 9.5 1 (0.8) 0

G 56 (223) 3 (1.2) 0 27 (214) 1 (0.8) 0

Mg - 18 (7.2) 0 0 5 4.0 1 (0.8) 0
—i% - BHEER OGO REE

) E 17 (6.8) 3 (1.2) 0 8 (6.3) 2 (1.6) 0

9 57 33 (13.1) 2 (0.8) 0 15 (119 2 (1.6) 0
R AR AT

ALT B0 29 (116) 3 (1.2) 0 13 (103) 1 (0.8) 0
AST #8/n 33 (13.1) 1 0.4) 0 12 95 3 (2.4) 0
ALP B4 9 (3.6) 0 0 (6.3) 0 0
y-GTP B4/ 10 (40 2 (0.8) 0 63) 2 (1.6) 0

U BRI 22 (8.8) 9 (3.6) 0 (5.6) 4 (3.2) 0

R L OvseskrEE
BN RIS 17 (6.8) 1 0.4) 0 20 (159) 3 (2.4) 0
B R L O A LRk

BA &Y 8 (3.2) 0 0 7 (5.6) 0 0
PR R B 2

KM= 22— T — 11 (4.4 1 (0.4) 0 7 (5.6) 0 0
B R KOV TR

JEIE 21 (8.4) 0 0 13 (10.3) 0
% O FEIE 26 (10.4) 0 0 10 (790 1 (0.8)
it 23 (92 2 (0.8) 0 11 87 1 (0.8)




B BT EREIREC BT RVEMEIR R 13 61 (5.2%). K < /NG« BEOTF
5B (2.0%), BEEORERE (FElERREFERMIE, RIGHEIRERETR, 2B
BE, HRIEIES) 161 (0.4%) ., MREREE (X7 2 « NU—EERES) 1161 (4.4%) . Bl
FENTAE « FFAR4E - BFHSREREE - IFZ% - B L PEREAE 2% 53 51 (21.1%) . HORARMEEEREZE 43
B (17.1%) . BIEHEREIEE 4 6] (1.6%). 1 BLBESRIR 1 1 (0.4%) . EHEREMEE (JRAME
VB MERFR SRERIRE %) 1 41 (0.4%) | A 2% - BREUT it fsiE 1 51 (0.4%) | infusion reaction
6 B (2.4%) KOEEDHK 16 (0.4%) RO BT, Fo, FTEEHRERE, FEX -
FESN ST IS RE A A BERG I 0E, e - BEREAR - i, SO BEE, LRk, HE
PRI RS (Gt MR D PSRBT, AR R L, SRIFEREE . MEEERIERAEZE) . i
EREBIEERE L OFERZ TR B vie o T, AREIWERFEBURDLIZ B #E H 5 (B R R A
B aate) 2E0EERERT,



[ZEmEhRE
BRI RS MAHFER (MK-3475A-D77 #klk)

UIBRAREZ2ELT - TS OIE/INHIIaE BE 1T, T ERA] (Ra7 e ) X~7 (Bi5
TR Z) RORTeTrn=F—F TA77y (ExHlEz) LT, Thth
790 mg F O 9,600 Hifr) I3 A R RA 2L TE & OPFREIEIC T 6 ERIMIR T
KAERE TG LoD, REREMICBITA2XA7n ) X~v7 GEa - z) OEYHE)
MBRTA—FFR3~5 DELBY Thotz, o, BARANEE 18 HliCi T 2 HKyEhiE
NRIA=ZIRE6DEBYTHY, AT X~vT (B HHELZ) Ok d e
FEBIFERFHE] (Tmax) OFHRAEITN S H (#EHH : 2~9 H) Tholz,

K3 KTEREXZIHIREGICRITIEZNLT v A=7 (BaTFH#ER) O PKRFA—F

« " &’G—-Eﬁ@%}g‘* Cmax AUCo-6 wks

B5E BERE | Ak (ug/mL) (ug/mL) (ug-day/mL)

E1IV A1 H | RTERS | 245 | 19.36 (52.2) 64.9 (44.0) 1,633 (40.4)

H &S | 126 | 12.26 (50.8) 130 (20.8) 1,438 (26.2)

EI3V AL R | FFERS | 202 | 39.23 (43.3) 99.0 (36.8) 2,798 (35.5)

H eS| 101 | 23.49 (44.2) 148 (21.6) 2,122 (27.8)
eI (MR %), * B2V A7 LE 1 HAROE 4 ¥4 7 L% 1 B HOKER]

R

i 4 ’\o-b-jn U f?j (ﬁ'{f\‘%%ﬂj’ﬁi) D AUCO-G wks
(D77 FRER. AUCo-6 wks DFENTRLERM, 2024 F7TH 12 AF—F v b AF7)
B R SRR AR
%k 245 126
AUCo-6wks (pgrday/mL) 1,633.24 (40.41) 1,437.58 (26.23)
S [96%CI] 1.14 [1.06, 1.22]

e (RTZZEN R 5L %)

#5 NATn) A~vT (BETHEBRZ) OBRERIHRE
(D77 Bk, BEANREOHITHRER, 2024 F7H 12T —F¥ v b4 7)
BT ERAIRE ST A R
Bil%k 202 101
FEATRE (pg/mL) 39.23 (43.29) 23.49 (44.23)
ATE¥I L [94%CT] 1.67 [1.52,1.84]
BTEYE (T BIRE %)

#6 KHTHAEAZERORLATnY XY (EiaTHRR) OXYEERNRT X —F

&E"ﬁﬁ/’%&f* Cmax AUCO-G wks
5 H
(ng/mL) (ng/mL) (ng day/mL)
F1HA7VE1IRHE 23.10 (27.5) 69.52 (24.3) 1,815 (22.6)
H3VA 7 NVEFE1LIHE 42.59 (39.1) 103.8 (27.0) 2,969 (29.5)

MfTEE CRMAINRE%) ., *: B2V A7 NVE1LBHEROE 4T A 7 VE 1 HEHORSRIRE




3. FasRIZ2OWT

AFNOP G- RO 72 BE 22 W - FFE L, ABOFGIC LY EEREWEHZRIL L
BRIZKIGNT D 2 EmMER 72 LTFTOO~Q@D T XTI ek iZB W THEHAT S
REXTHD,

@D HEHFRIZHOWT

D-1 Fi2d (1) ~ (5) DTN LT IR THD I &,

() EEZEBREDRET D0 A SHEEERLRRBT S (BEE RS A SR BE L SR
Hie 23 A RSB ML RURRE . HUES AR 72 &)

(2) FEEREHEFRRT

(3) EBEIFAENIEET 20 AHOEEERGT (DS A PGB ERbT, 3 AR
W19l DS ARSI EEHEE R 2 &)

(4) I RACFERIERE 2R E L, S RIERC LR 1, SRR LR IE2 IR 2
ST RIESA L FHRIEZ IR 3 DOfiak FYEIAR D | H 24T - T D ik

(5) BUrEMERES AL E BINR OfE EAEITLR 2 | 21T - TV S Jitigk

O-2 il DAL FIEE L ORIE RS BLRF O XI5 70 5k & #%BR & FFoERl (F&R O
WIIUNIRE ST B IERT) 25, Ui B OARBNCEE T 21RFEOEEE L L TRE SN
TWbHZ &,
<
o [EMEFFIUSE 2 FOMMINHE & T LI SFELLEDO D AVIRIR O EIRIHE %
ToTWABZ L, 96, 2FL BT, BAIEYREZ £ L LBRIERFOHE
EITHoTCWVWBH I &,
o [ERFFIUGE 2 FOMMINHE & T LI BIZ4FELL EOREREZ AL T\
Z&o 96 3FELLRIE, MDD ATEMREE 2 Lo R AR IR T D ERIRAHE 21T
STWAHZ &,

@ BENOEXKMBREEDOMEKHIZONT

PR S A PRI 2 BEE AR E S, RGN OFmAE D, Ao - %7
EMEEIEE R OB IR CERSE IR DR, AEFS0RE LG 0o®RE
B, SERHONITONDIRHNE S TWDH Z L,



® BHEA~DOXRRIT DT
@-1 fERRHIICEIT 5 B

FVRLME AR5 00 RS AR BIVE R AT L 721, 24 BERIRIRIAIRI OO F L 4%k X
FEEE IR 2BV T, FEBL L 72 RITERNCIG U CABRE LK O CT S5 D RIEH O#E RN 2
AR ORERD Y B HICE DAL, EDICHS R RN TS L,

@2 EREEHIC L IEEESASICET 3R

AR D B EMI 2 ik CHREE A T B ERERE NBIERE =4 Y v 7
EEOIERORY V== T EATVTIRE LG @A AT CE D F— LR 255
flESNTVBZ L, Ak, EEHICOWT, BABE L ZOFRBC AN SN T
VBT L,

@-3 BUER OREr-CXIRICBEI LT

AANDEFAL SNBSS LFITB O TEEBRE S TO 2 BIERIC R LT, 2 i% b
AT AT BREE AR O REFINE 2 A9 5 EEAT & dfs U (BIEH ORZEr-oxtIsIicB L THEE L
OXBEEZZTONDIRJMHICH D2 L) EHIZHETIRAEN TE KR E->TnD 2
&



4. BEXHB LR HBE
O TRUTEEY T 2 HAIEC O TR, RAOFIMERHELI N TE LT, KFlO#
HGxtge L 7a b,
e PD-LI [5G (TPS=1%) MR STV R WHIBRARRE /R HEST « FER OIE/ N
JitifeE FR L2 o9~ B ARKI B ¢ -

@ TFTRIZEYTHEEFIZOWVWTIEARIOREGENED L SN TWDEZ G, 52T
bz &y
o KRHIDFATITH UIBBUE DBEERED & 5 B

@ TBRETOFHIIZIBW T FRLUICIE S T 2 BF IOV TR, AA O GIFTHELE I 7w

DS, MOTERGEIUE A 72 NIGAEIZIRY | HEICAFEZHEHT 22 4BETE 5,

o MEMMZEEROAD IIBEEDH 5 EE

o MEE R A CHIE R 2R D B K ONEENE D BUN BRI <P G H fiti %
FEDOMIZRIEMEZALD IR B 5 B

o HOMEREOED, UTIEMEM A L < IFERMED B 2Rk B OO
b5 BE

o BB (EmiMlaBEE L ST) Ob D BE

o FEEOBYIIEFEEAET L BAE

*  ECOG Performance Status 3-4 ™ o 4

WED ECOG @ Performance Status (PS)

Score E#

0 |ESMERIETE 5, BWATE R LA EAERIHIRZ AT D,

PRREIZI LUEBNEHIR S 225, BATAIRE T, BAIEESE > TOMERITITO LN TE D,
Bl mOFE FEEE

TR CHGDOH DRI O Z LT T X THELEDERIITE W, HHO 50%LL Eid~y 4Tl 27,

RENTZHODOHOEY OZ L LNTERY, BFO 50%L, L&~y R+l Zd,

F G S S ]

ELENT RV, BAOHOEY DOZ L34 TERY, BEICy R+l Id,

10




B 3

REFEREET A FT A
RAa7nl) X<v7 (BEETHEZ)

Ravny <7 (BFE#Ez) -
Rerru=F—¥ T7TLT77 (BEFEEEZ)

~ERAE~

T2 92 A (FF184F 11 HET)
JE A S Ea



B &

1. [ZL®IZ P2
2. RANOK. EHAET P3
3. BEPRARAE P4
4, FEFRIZHOWT P18
5. \ERRERDEE P20
6. WHIZEEL THETNEHH P21



1. IILBIZ

=S5 DH N « B RMEOREROT-OIZIL, I SCEEIZE S W2 Ee AR D
5D, 5T, IWEORAHEMOEANC LV | PUREIKSL 72 & OF 072 8T HVE %
FFEIMPARINDLH T, 2N O DOEHKZEICLER BRI 5 2 L3RR
AR & o TR Y RIFMBGER & SO FA T #2016 (FRk 28 42 6 A 2 HEERE)
IZBWThH, FHERLEOHHORBEHEEZXS Z LS TWn5,

BFORERE ST, BB 2T 0 7 7 A VBB OESK L &7 5 5
RHZENDHD, ZDH, AMELOLZEMEIZET L ERSHERT 5 E TOM,
WMELEIL O BE LR ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDNVREEL U7 BRI B et i & & D 2 & DS AREZR — 18 O B 2 i 7= 3 A% BE CHE
THZENEETHD,

LTeRoT, KAA RTA 2T, BIFREREC N E TIZE LN TV A EFIKER -
B RIS & | LT ORI O i 7o 2 HEE T 2880 b B R EE & %
F RO EFHER~T,

I, ARITA KT A 0%, MSIATEBOE NESE SRR S, A E AR AR
BRI s . — M N B ARERIR N B E 2 L VAR E N B AR R &R P2 O W )
Db EAER LT,

KGR HEIEG  RaTn ) AT (B Z)

RG LB DRIRIIRR - e R

MG ERAMERORE : B, AT, a7 el X~v7 GEETHBZ) &LT, 1
[5] 200 mg Z 3 3 IR I 1 5] 400 mg % 6 3 [H[# R T 30 73
T CHRIEFET 5, 7272 L, INRMBRIEDOSGGIX, &5H
X 12 » HEETE T 5,

KB ERDERM  RXAT7 v ) XA~v7 (BaHHE#Z) - X7 re=4—8 7T
N7 7 (BRI R)

JSE QUL TR AR IR S e o SNl

MG ERDMERORE 8%, BAIZIE, Xa7nr Y Xv7 (BEFHE#RZ) KOWRTE
Trua=F—¥ TNLT7y (BaTH#iz) LT, FnER1
01395 mg &% 184,800 N2 2 3 IR X FZ L7 r ) X~7 (&
LR z) KORZeTra=F—E TL77 (BT
#iz) L LT, L4118 790 mg K O 9,600 BT % 6 i [
BT THRET 5D, 72720, WERMBFRIEOEEIT, &5 -H1H
IX12 » HEIETET 5,




2. AF DK, 1ERBERF

NRA7rl) Xv7 Bz CUF, TREEERA) X, PD-1 (programmed
cell death-1) £ Z DV > R TH D PD-L1 LUPD-L2 & OfESZEHEAET S, & Mb
[gG4 &/ 7 a—FNAHURTHY, XaTvn ) Xv7 (Ba#z) - XJe71re=
Z—¥ TNAT7y GBEETME#EZ) (IR, TRFERAD (LR, mAlE TRA] &
) RV E RS e T Aan=X—F TAT7y GBETHILZ) 2587 5EAKIT
H 5D,

PD-1 #REIE T I 5028 B AR REAE s WKL D 72 D12 28 AR A3 4= 5 32 72 e g il 40
AA w F T, PD-1 1%, EFEZRREBICI WD TEER T MifuoMinLmIcBEL L, B %
P SO % B e A Tl 72 S0 OS2 %, 37ebBH, PD-1 (XU T2 R EfH
ATHZ LKV PURZRIRICL D v 7P Ve AICHIET 2% B/IKTH S, PD-L1
DIEFFIC BT 28BUTD TN TH LN, L OB AMBTIX T HlBOM X %Mz 5
IEEBENCRBLL TV D, BAMIIZICEIT D PD-L1 OERBIE, B, s,
JrrmAaE. JREE. FE/NRIRITESE O B A TTHRARRE-TH Y | RWAEfFR L
OFRBIERHE ST b,

BEL DD DGR T & PD-L1 FELOFEEMED S PD-1 & PD-L1 OB ILNEE O
FPE R B W CEERRE ZHH ) Z L AVRBREINTEY B2 ARROER L L
THFRFSN TV D,

Ryernru=F—t TNATy (BETHAEEZ) X, —FRFHSRFTNICE 7ua
VARG T D R ) av X —BThDH, B Tva UERIIKE THEROMIasN~ Y
o I AAFET HEPETHY , "o Trn=F—F¥ TL77 (GBI z) OF
PEIZ X0 B2 TR D oy Bt e ONRaB ME 3 LU 2 FICRIRER 5 & 5 F O 262D ME it
b,

RA7n ) X<7 G&af##z) 1L, PD-1 & PD-L1 X ONPD-L2 Ol U 4> KO#E
BEMET D Z L0 | B NEREE O RS ARG EME T U v Bk &2 iR L
S, PUES R 2 TEEET 5 2 L CHUER R 2 RIET 5,

AEN OB IS < E OGE SOSIZ L DEIERER & b i, B XIFETIZ
ELARMEND D, AFNOEGH R OREGHICIT, BEOBIEZ 512170, B
O BTG AT, I L2 H RIS U7 MR 2 sk & SRR 2 Fr o= il & #E L Cil
GI7REERRZ I 24TV IR OSEROGIZ K D EIWER S b 2 581213, BRI E RV
RO GHEDWY) IRALE 24T 9 MER D D,



3. BB
FEME B E 2 S VT B i E R LA O KGR R R 24T o 72 3 7R R IR R R o plfg & o
-3—0

[H2hE]

@O ENE b HRE (KEYNOTE-041 #5%)

CFERIERE DI IA B A~ 7 (B HH#E2) CLFIA Y AT L0 9,)
EEERN2 LY A ETORTFRIERE 2 AT HRIGUIRAGE Ao ik AR B 42 4]
(FIMERRAT 65 37 f51]) Zob BRI, Rl E SR 2 mg/kg 3 EMRIEE (LT TQ3W)
EV D) BHEOF MR NREMENRE Sz, fds, BERFEE CHREEITRRD 5
NTGEIC, EEET 2R TIERDBE D DR W EDOKRIZZE LTV 5 BE T,
R B CARE O G FAT T BMEIT AR b b F CRIEFHERA ORG24+ 25 2 &
DAEE & ST, FEFHMEEE Th 5 Z520% [RECIST A K7 A > 1.1 RIZHESL H
JHIEIZ K 2588288 (CR) XTI /2282 (PR)] 1E. 24% (95%EMIXM : 12~41)
ThHolz, BB, FENIRE LZRHEIX 10%TH -7,

@ WA MAHRER (KEYNOTE-002 #5k)

A Y LA~ T K DIEREEE A3 D RIGUIR N RE 72 B B AEBE 2 x50 AR
TESA] 2 mg/kg QAW #5- K& TN 10 mg/kg Q3W £ 5-DF M Oz D fbis (&
NN TEIOI R, IVRTTF o RV EZXBIVIIHNVRT TF o+ %
7V EXEL LI TICC B &£ )H,) ZxE LTRE SN, ok, BfgHEC
PR BETT 5D DTG BT 2 R T IER SR8 0 DR W E DRI L E L
T\ D B TIE, IRIEILARE O BTG CREETA RO b b F CRIEHERA o5
ZAkfET D 2 EAREE ST, FERHMIE B IXAEAHME CLF [0S wvo,) Kk
OSSR (BLF TPFS) &9 ,) & S, mflFE AN b L & g L
T, PFS # A EITIER LT,

#1 BB (KEYNOTE-002 3E&)

ST A S ER R #2230
2 mg/kg Q3W 10 mg/kg Q3W
(180 1) (181 #1) (179 1)
thgufi [H ] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
oS MNP — R 0.86 0.74
(95%CTI) (0.67, 1.10) (0.57, 0.96) —
P i 0.1173 0.0106
o [H ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS*! | Y — N2 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P fiE* <0.0001 <0.0001




CI : f5#HX[H. *1 : RECIST #A FT7 A > 1.1 MIZEED < B RRHE & OWES S M R K 2 51,

*2 : JERI Cox LB W — RET M L D(LRIE L O, *3 . @hln 77 7 E

100 -
90
80
?'D-_

& 60 1

EEG-_

3 40 -
30 1
20
10

— AR 2mgkg BV
= kRS 10mgkg QW
s

D P L L L)

0 3 6

atrisk #

PR 2mgkg Q3W
FUTRRHE] 10mgkg Q3W
e=22-5

180
181
179

131
138
115

9

12

95
99
80

PO LL AR LALALE B LY R bl LR
15 18 21 24 27 30 33

36

7R (A)
70 61 11 0
79 67 12 0
60 48 9 0

1 OS @ Kaplan-Meier #i# (KEYNOTE-002 35%)

100

&

RIEEETTE (%)

O 000000000
R (ke el AR e i R ) g

o
(3%

atrisk ¥

FRER YT 2mgkg QW 180
FURRE A5 10mgkg Q3W 181
[e=2-5 7 179

153
158
128

74
82
43

6 8 10 12 14
REEFIRM (A)

53 26 9 4 2

55 39 15 5 1

22 15 - 2 1

X2 PFS ® Kaplan-Meier fif (KEYNOTE-002 3RE%)




@ WAFEMAHRE (KEYNOTE-006 #kk)

AT LA TICLDIEEBEOINWXIFIA BT AT E2EERN 1 LUAETOL
IREIRE B T D ARIGUIBRARE 7 BV RO RS 2 R, AT EHERIA] 10 mg/ke
Q3W #:5- & T 10 mg/kg 2 HE MRS (LA TQ2WJ &5 ,) &5 OFIWE K D2 2D,
AU AT ERBE LTRSS, 7o, BN CREEBETHRD D2 GE 12,
P BEAT 2 R TIEIR DR B IR WEDORFRINCZ E L TV 5 BE Tk, IREILAEOHE
GG CHEBEITFR D DAL D £ CRIEFHERAI OB 2k 5 Z LN FEE L S
Too FEFHIE X OS LOVPFS & &4, AANTA Y L~ 7 Ll LT, OS LT PFS
EHBIEER LT,

#2 FiMERE (KEYNOTE-006 3E%)

SR T SR AEY b~
10 mg/kg Q3W 10 mg/kg Q2W
(277 B1) (279 1) (278 )
e LA NE NE NE
(95%CI) (NE, NE) (NE, NE) (13,NE)
0s™ NP R 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
P {3 0.00358 0.00052
g [H] 4.1 5.5 2.8
(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PES™ 5 | A~H— FE2 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P fiE" <0.00001 <0.00001

Cl : fF#IX[H. NE : #EEAF, *1 : PEMEHIREOT —% 120153 H3 Bl > bA 7, %2 &
B Cox LN — REFIICL DA BV LA~=T L OHER, *3: @51 2 7 E., *4 : RECIST
HA KT A2 1.1 RIS SANT U 72 iR 2 ) OEIS R 21 L 2 3R, *5 : FP AT RE D
T—% (014 F9H3BI Y A7)



B 50

30 1 ——— s 1omgkg W
20 7 RS 10mgkg Q3W
1B)LTT

atrisk £ £ R]

FURRRESEH 10mgkgQ2W 979 266 248 233 219 212 177 67 19 O
FUEREHEN 10mgkgQ3W 277 266 251 238 215 202 158 71 18 O
AEYLTT 278 4 712 188 169 157 117 5117 0

)

3 0S ® Kaplan-Meier Hiff (KEYNOTE-006 35%)

a0 - —— LTRRREEH 10mgkg Q2W
80 P ESHI 10mghkg GIW

1EYLZT

{)_""""'I"'"""I""""'I""""'I""'""I""""'IIIIIIIIII
0 2 4 6 8 10 12 14

LM A)

pr F ot e - | 147 98 49 7 2 0
b 7 S 1 133 25 53 7 1 1
278 186 a8 42 18 2 0 0

atrisk 3

RIS 10mgkg Q2W
FURER RS 10mgkg Q3W
1EVLTT

4 PFS @ Kaplan-Meier #iff (KEYNOTE-006 35%)



@ EFEILFEF MRS (KEYNOTE-05435%)
FRYBREOAT VM Y oERAERE (AANSHEZET) 2X150c, itk

MBI & U CaifFERLA1200 mg QAW G- OB NIER RN, 77 B R % %R

ELUTHRE SN Tz, FEFHELE B IXEERAAHIR (LT TRFS) &9 ,) &S,

AIFHERANL T 7 2R L LT, RESZ A BICIER LT,

#3 FiMHERE (KEYNOTE-054 3X8%)

SR RLA1200 mg 77 R

Q3W
(51441) (505751)
R [H] NE 20.4

(95%CI) (NE, NE) (16.2,NE)

RFS™ ANHP— R 0.57
(98%CI) (0.43,0.74) _
P fiE*3 <0.0001

Cl: @XM, NE: &R, *1 : PEETEEOT —4% 12017 #€ 10 H2 By h47, *2:
JERI] Cox tEBINY— RETNMZ LD T TR LEDORE, *3: EHa 77 7HE. Q3W : 3
i [ b 15 -

20f —— A 200mg Q3W

07 1 1 1 1 1 1 1
o 3 6 9 12 15 18 21 24

ERRETFHRE A]
atrisk
i~ 505 415 363 323 264 157 60 15 0

X| 5 RFS ® Kaplan-Meier Bi#t (KEYNOTE-054 3R%)

GED AJCC (American Joint Committee on Cancer) A4y HE (55 7 iR) 12 <FHE, A7 — YA TidY
VEINOEERBEDY | mm BOGE DA,



® [EERILFEF MRS (KEYNOTE-71655%)

FRUIBG O AT —VIBXITIC "2 oEMREEAEEE (BANMGIEET) 255
(2, IR ABIIRTE & U C AR EERAI200mg QAW G- DA shE K N etkn, 77k
RaERtBE U Catan-, TEIMERIZRFSE S, AEEERAIZ T 7B R e
i L C, RFSEZHRICIER LT,

x4 BAMEE (KEYNOTE-716 35R)

SR RLA1200 mg 77 R
Q3W
(48741) (4893))
e [H] NE NE
(95%CI) (22.6, NE) (NE, NE)
1 £ RFS £ (%) 90.5 83.1
RFS™! (95% CI) (87.1,93.0) (79.0, 86.5)
INH— R 0.65
(95%CI) (0.46,0.92) _
P ik 0.00658

Cl: fE#X[H. NE: #EEA R, *1: 1 [@ H OF ST REO T — % :20204F 12 H4 Hh > b4 7
*2 1 @B Cox eI — RETIWIZ L D7 TR EDEE, *3: @Hln 7T 7 KE, Q3W : 3
1 [ [ b 4% -

100 +i- T
90 P - v

Ty el h
) i Ity gy e | B-1— -
.::E 70 i

i 60 -
£ 50
i 40
& 30
20 s 200mgQaw

10 Ittt
0
0 3 6 St a e R e P

atrisk # ERRETRARI[(A]

FUBREESGN 200mgQ3W 487 465 401 340 249 149 71 21 1 0
IS5tk 489 475 400 336 229 149 77 27 1 O

K6 RFS®DKaplan-Meierfiff (KEYNOTE-7165%8%)

(2 AJCC (American Joint Committee on Cancer) JRHZ34E (55 8 i) 12353 < 5,



[Ze 2]
O EWNE 1 bfHRE (KEYNOTE-0417 %)

AEFERIT, 41426 (97.6%) (258D AL, TRRIE L OEREBIRNEE TE RWVAE
TR, 34/420] (81.0%) TR BTz, FEBLRNS%LL EORWERIZI TRO LB T
HoT,

£S5 REEN 5%ULEORIEN (KEYNOTE-041 3RER) (RN RER)
B (%)

ZEBIRS¥E (SOC: System Organ Class)

FHAGFE (PT: Preferred Term) 2 mg/ljé 1;)”3WE$
(MedDRA ver.20.1) 4=Grade Grade 3-4 Grade 5

2EIEH 34 (81.0) 7 (16.7) 2 (4.8)
PN 3 i e

FROIR ERBE AR T E 4 9.5) 0 0
B RS

THI 3 (7.1) 0 0
—i% - BEFEER IO SEMORE

(=R 5 (11.9) 0 0
R AR i A

AST #/m 3 (7.1) 0 0

T BRACHE AN 3 (7.1) 0 0
KRG KOV MRk E

% 9 FENE 6 (14.3) 0 0

IS VNITRZ SN 42 6 (14.3) 0 0

=51 B 3 (7.1) 0 0

7ok | VMR 5 (2.4%) . KIS « BLEE D T4 (4.8%)  IFHEREREE 361 (7.1%) |
TEAEEERE 26 (4.8%) ., FIRIERERE T (14.3%) . infusion reaction 11 (2.4%)
KOS ESERIB] (2.4%) BB BT, iz, RREEE (7 2« N U—IEERESE) |
EEREREE (RAEEEMBRE) . AIBREE, BERE, BEOKERS (BERME
IRAEMERE, ZIOALEE, FREIEE) . ER. Mk - BREUTRBARIE , EE AL I ) 0E . sk -
Bl DR, SR MBI PESREES R . T MR M OFRFFERBFIIFE O B v e )
ST, ARIEMZFBURUIBEEFS (BRREMEEE 2 50) 2 30EIERE~T,

@ ¥/ DA ER (KEYNOTE-0027305%)

HEFELIT, 2 mgkg QAWEE172/178%51 (96.6%) . 10 mg/kg Q3WHEE178/179%1 (99.4%)
JONCCHEL6T/17141 (97.7%) 123D HiL, 1R & ORBEBIRNEE TE WA EE
LT, TNENI121/17861 (68.0%) . 133/179%1 (74.3%) K OM38/17141 (80.7%) (Z7D
HITE, WTNDDRECRILFENS %L LORIERIZI TRO LB ThoT-,

10



#£6 WVWTFNILOBEETERERN 5% ELOREA (KEYNOTE-002 3RER) (2t first24£H)

%k (%)

Z8'H B K 3% (SOC: System

2 mg/kg Q3WHE 10 mg/kg Q3WHE ICCHE
Ognfla“) 7% g1/7§ i 171

A& (PT: Preferred Term)

(MedDRA ver.18.0) 4 Grade Gr;ie Grade 5 % Grade Gl;aie Grade 5 % Grade G;a;le Grade 5
2EIEA 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (140) 0 138 (80.7) 45 (263) 0
MmgEFs KOV >R fmE

21 5 (28) 1 (0.6) 0 7 (3.9 0 0 35 (205 9 (53) 0
F ifn BRI iE 0 0 0 0 (0.0 0 0 14 (82) 6 (3.5 0
U HR BRI E 1 (0.6) 0 0 1 (0.6) 0 0 14 (82) 6 (3.5 0
M N iE 2 (1.1 0 0 1 (06) 1 (06) 0 16 94) 4 (23) 0
PN 3 AR T

FROIR ERBE AR T E 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
B RS

(T 5 (2.8) 0 0 9 (5.0 0 0 14 (8.2) 0 0
THI 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 (82) 3 (1.8) 0
G 8 (4.5) 0 0 16 89 1 (06 0 56 (327) 4 (23) 0
[ 2 (I.) 1 (0.6) 0 10 56) 1 (0.6) 0 26 (152) 4 (23) 0
—fk - 2HREER OGN ORE

HE)NE 6 (34) 1 (0.6 0 8 (45) 1 (06) 0 10 (5.8) 1 (0.6) 0
957 40 (22.5) 2 (1.1 0 52 (29.1) 1 (0.6) 0 62 (363) 8 (47) O
FEEN 6 (3.4) 0 0 11 (6.1) 0 0 8 47) 1 (06) 0
BRI AT

M R 0 0 0 1 (0.6) 0 0 13 (7.6) 5 (2.9 0
Rtk L O EE

RAEOR 8 (4.5) 0 0 17 95 2 (1.1) 0 26 (15.2) 0 0
B R R B X O SRRk =

RAA 13 (73) 1 (0.6) 0 12 (67) 1 (0.6) 0 9 (53) 1 (0.6) 0
RG] 9 (5.1) 2 (1.1) 0 7 (3.9 0 0 10 (5.8) 1 (0.6) 0
PR SRR TR

KM= 2 — R F— 2 (L.1) 0 0 0 0 0 14 (82) 2 (1.2) 0
BERLTE 1 (0.6) 2 (1.1) 0 0 11 (6.4 0

FEJE 3 OV TRk 5

JHEE 5 (2.8 0 0 1 (0.6) 0 0 35 (20.5) 1 (0.6) 0
B2 ¥ i J 9 (5.1 0 0 9 (5.0) 0 0 2 (1.2) 0 0
Z 5 FEIE 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5 0 0
W5 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7) 0 0
IS INITRZ SN 42 5 (28) 1 (0.6) 0 10 (56) 1 (0.6) 0 0 0 0
FH BB 10 (5.6) 0 0 9 (5.0) 0 0 2 (1.2 0 0

72 3.2 mg/kg Q3WHE K& N0 mg/kg QAWEEIZ I T Z 24y, RV MEMTEE 1451 (0.6%)
KO (2.2%) . KigZe - EEO FFIE] (0.6%) K6 (3.4%) ., MfkfEE (F7 2 -
AN U—IEERES) 201 (1.1%) K O0fI, FFSReEREE 1361 (7.3%) LU0 (8.4%) ., &
FERERR S (JRAE VR MER &%) 141 (0.6%) KON (0.6%) . T HEAHERERE 1451 (0.6%)
KO3 (1.7%) . HRARIREERERE 1461 (7.9%) M ON56] (8.4%) . infusion reaction 25

(1.1%) KXU3H (1.7%) . BEEOKERES (IGHERIRERRE, A, FREE
) 141 (0.6%) KO (0.6%) . BER1H (0.6%) MK OOF, FAEH; HE /) E0H] & OV

11



(0.6%) . M7E « BEBEZROBI KL MBI (0.6%) , WS E D IRZR0FI KX O261 (1.1%) 23
W bivle, £io, BIBEEE. BRBERMA, fH7k - BUROHRIEE, Ok, St
BB PESRDES R | Ve IR i Ky ORZFBRIEE 13380 B 787 o Ty ARRIVEHFEBLIRBLIL RS
HHESR (BAREERT250) 2E30EMHRETT,

@ WEHMEIAHFRER (KEYNOTE-0067-5%)

AEFLIL, 10 mgkg Q3WHE264/277%1 (95.3%) . 10 mg/kg Q2WHE275/278%1 (98.9%)
J ONPIEE239/25661 (93.4%) (258 Hiav, 1RBRIE L ORREBAGE TERVWA TR
%, ENEN20227761) (72.9%) . 221/278%51 (79.5%) K& Tr87/256%1 (73.0%) (258 5
iz, WITNHORETHRBELENS% U EORWERIZ TEO LB THh o7,

£7 DPTNAOBETRERN 5% EOBWER (KEYNOTE-006 35r)  (REMMrxSEM)

B (%)

FERIRIHE (SOC: System

10mg/kgQ3Wit 10mg/kgQ2 Wit IPTHE

Organ Class)

HAZE (PT: PreferredTerm) 2776 278451 2560
(MedDRAver.18.0) 4Grade G;a;ie Grade 5 “Grade Grade Grade 5 4 Grade G;a;ie Grade 5
ERIEM 202 (72.9) 28 (10.1) 0 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
iR

B A RE TUAESE 7 (2.5) 0 0 17 (6.1) 0 0 6 (23) 1 (0.4) 0
B B A REAR T 21 (7.6) 0 0 25 (9.0) 1 (04) 0 2 (0.8) 0 0
B Ik

i3 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9 0 0
PN 8 (29 5 (1.8) 0 4 (14 4 14 0 19 (74) 16 (6.3) 0
T 40 (144) 3 (1.1) 0 47 (169) 7 (25 0 58 (227) 8 (3.1 0
H P RS 11 (4.0) 0 0 20 (7.2) 0 0 1 (0.4) 0 0
L 31 (112) 1 (0.4) 0 28 (101) 0 0 22 (86) 1 (0.4 0
M A 5 (1.8) 0 0 10 36) 1 (04) 0 14 (5.5) 0 0
—f - A EFER L OB G ORE

HE T 9E 31 (112) 0 0 32 (115 1 (04 0 16 (6.3) 2 (0.8) 0
955 53 (19.1) 1 (0.4) 0 58 (209) 0 0 39 (152) 3 (1.2) 0
PR AR AR

AST 0 6 (22) 1 (04 0 14 (5.0) 0 0 6 (23) 2 (0.8 0
R L OvearEE

AR 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B R L O A LRk

B 32 (11.6) 1 (0.4) 0 26 (94 0 0 13 (5.1) 2 (0.8) 0
5 P 6 (22) 0 0 19 (68 1 (04 0 5 (20 1 (04 0
B ¥ K OV T ALk RE

Z D FEAE 39 (14.1) 0 0 40 (144) 0 0 65 (254) 1 (0.4) 0
B3 37 (13.4) 0 0 41 (147) 0 0 37 (145) 2 (0.8) 0
0 PE I BE 31 (11.2) 0 0 25 (9.0 0 0 4 (1.6) 0 0

723, 10 mg/kg QAWHE KL M0 mg/kg QQWHEIZ BN TE AL 4L, [HVE MR 441 (1.4%)
KON (0.4%) . KBS - HEO FHI0G] (3.6%) KTN3HI (4.7%) ., #hfklESE (¥ 7
Voo N U—IEMERESE) 261 (0.7%) K O0FI, ATEEREREE 1461 (5.1%) K TUR2341 (8.3%) .
RAEEREREE (R T EMEBRZE) 261 (0.7%) KONH (0.4%) . T IEAHERERE 14

12



(0.4%) MO (0.4%) . HARBESREREE281] (10.1%) MK OB3H%1 (11.9%) . FIEREE
11 (0.4%) KO (0.7%) . infusion reaction 74 (2.5%) K561 (1.8%) . 1HIKEFRIF
161 (0.4%) KOG, BEEORZERES (RERBEIREGRE, A, ERIEES) 0
B OB (0.4%) . FER1HF] (0.4%) KON (0.4%) . fhde - BRSO BAEEE1B] (0.4%)
T OB, i - BERE 0051 2 O (0.4%) M TN S5 E 95 I35 (1.1%) L O (0.4%)
DD BV, Fio, BEMMBEDRE, OfhRk, Ve MR ESSBER, Al rEE i
B ORIFEREE IT38D D e o 7o, AEWERFSBLR DL EF S (BRIR MR A fE R 25
te) HELEHERETRT,

@ EFEIEFEF AR (KEYNOTE-054:57%)

A EF G T R AR T I1E475/50961 (93.3%) 12, 7T B AR TIE453/5024)
(90.2%) (ZHEHL LTz, 1RBRE & DR REBEURNEE TX RWEEFGIL, A A
FETIE396/509%1 (77.8%) 2. 77 BARRETIE332/50261 (66.1%) IR L=, WTi
MORETIILRD 5% EOREIERIZTTRO B THhoTo,

K8 WTNHOBTHREEN 5% LORIVER (KEYNOTE-054 38 (REMEIT e RER)

&mOE oKk 4 o8 (soc: B (%)
SystemOrganClass) SRR e L 75 v REE
HARGFE (PT: PreferredTerm) 5094 502441
(MedDRAver.20.1) 4>Grade Grade 3-4  Grade 5 4:Grade Grade 3-4  Grade 5
2FEIER 396 (77.8) 74 (145) 1 (02) 332 (66.1) 17 (3.4) 0
N0 sk
FOIR IR RE T HEE 49  (96) 1 (02) 0 4 (0.8 0 0
RO BRAE REAR T 73 (14.3) 0 0 13 (2.6) 0 0
Bl E
T 94 (185) 4 (0.8) 0 82 (163) 3 (0.6 0
TN 58  (11.4) 0 0 43 (8.6) 0 0
— % - EFEER X OGO
1 9 48  (9.4) 0 0 34 (6.8) 0
9 57 143 (28.1) 4 (0.8) 0 135 (26.9) 2 (0.4 0
R AR AT
ALT 530 26 (5.1) 3 (0.6) 0 16 (32 1 (02 0
R R L O A MRk
BA &R 51 (10.0) 3 (0.6 0 47 (94) 0 0
5 P9 26 (5.1) 0 0 15 (3.0 0 0
PR R R E
SER 37 (7.3) 0 0 33 (66) 1 (0.2) 0
RGN SRR ] e
- ] 3 27 (53) 1 (0.2) 0 14 (2.8) 0 0
KRG F X OVE TRk p S
& D FERE 85  (16.7) 0 0 49  (9.8)
B 49  (9.6) 0 0 32 (6.4) 0 0

7ok, RIEERERAIRE WD CREVEMEMEBE] (2.9%) . KIGK « EEO THFIR2341

13



(4.5%) . NFH&REREE46651 (9.0%) ., BrHREREE (RMEFEERRE) 261 (0.4%).
TEEAREREREE 1161 (2.2%) . FURIEEEERE T 10561 (20.6%) | FIEHERERESH (1.0%)
1RLEERRIRSB (1.0%) . 5 &E 9 IER2H1 (0.4%) . fhde - BERUHAMRIE1H] (0.2%) . FEd
205 (0.4%) . FEIEFHMEIPELIB] (0.2%) . DFHE1F] (0.2%) M ONZinfusion reaction 2451
(0.4%) DD NIz, Fio, MRREE (X7 « NU—EERS) ., EEOLERE
(BTG RERARE EfE . ZLTRALEE, BURHIESE) . MMe - RENRA ., SV MRS PSR
BER . VLR M OFRZFER B IIER D DRy o 7o, ARRIWEFAR BRI IR EE S (i
IR ERE 2 51e) 2B EERERT,

® EFEIEFEF MRS (KEYNOTE-716:57%)

A EF G T R AR Tl3461/48361 (95.4%) 12, 77 B AR TlL444/4861)
(91.4%) (ZHEBL LTz, 1RBRE L ORREBEURNEE TX RWEEFGIL, A A
FETI3400/483%1 (82.8%) 2. 77 BARRETIE316/486%1 (65.0%) IZHBL L=, WTi
MORETIILRD 5% EOREIERIZTTRO B THhoTo,

9 WTNHOBTREEN 5% EORIVER (KEYNOTE-716 38 (REMMIT e RER)

BEBIKSH (SOC: System % o)
Organ Class) SR R A 75 REE
HAFE (PT: Preferred Term) 48315 48614
(MedDRA ver.24.0) 4Grade Grade 3-4 Grade 5 4> Grade Grade 3-4  Grade 5
2EIEA 400 (82.8) 82 (17.0) 0 316 (65.0) 24 (4.9) 0
oy WAk
FRR B R T SE 48 (99 1 (0.2 0 6 (12) 0
RO BRAE REAR T 75 (15.3) 0 0 14 (2.9 0
H A
T 90 (18.6) 5  (1.0) 0 55 (113) 1 (0.2)
L 38 (7.9 0 0 33 (6.8) 0
— % - EHEER X OGO
e 45 (93) 1 (02 0 4 (9.D)
9 57 102 @2L1) 1 (02 0 88 (18.1)
R AR AT
ALT #/0 38 (79 4 (0.8) 0 23 @47 1 (02
AST #8/n 30 62 1 (0.2) 0 12 (25 2 (04
R R B L O A MRk
RA A 78 (16.1) 2 (0.4) 0 39 (8.0)
5 P9 32 (66) 2 (0.4) 0 17 (353
Bef ¥ K OV T RigkbE 5
9 FEIE 117 (242) 3 (0.6 0 51 (10.5) 0
W55 76 (157) 7 (1.4) 0 36 (74) 1 (02)
RINIR N 35 (72) 2 (0.4) 0 8  (1.6) 0

7ok, R ERERAIRE BV CRIEMEIE B8HI (1.7%) . KIBK - /MG - EED T
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F2215] (4.6%) . FEEDOREEE (REMERLESCMAIE, RGHRARERRE, ZIEAL
BE, FERIEIESE) 161 (02%). MRS (X7 « SNU—EERS) 461 (0.8%) . El
FERTSE « FFR4 - IFpsRERRE - 2% « EMERRAE K596 (12.2%) . HUIRAREERERS 101
B (20.9%) . FEEARBEREFEE 1261 (2.5%) . BITEHRERT 1261 (2.5%) . 1505 RIA241
(0.4%) . BHBERRE (PR FEVRIMEB 28 . SRERIREF 22 5E) 341 (0.6%) | BEL 141 (0.2%) .
fiH 2% « BERUT BARIES B (1.0%) | BIE A% D E2451 (0.4%) . 5 & 9 I 1451 (0.2%) | infusion
reaction 25 (0.4%) M OVEE /2 MRS (G MR EERBER . it m, 7R
RS, MERERIERIES) 161 (02%) MO, £7o. MMk - Bk, DRk, &
FEDBE R, MERBERIEMRE K OFERLIIFRD DIV D - 72, ARBIEAFR BRI E S
(FRARMAEERT EZET) 25 0EERZ T,

15



ik - A&

RIGYIBRARRE 2R B RO E RS 2 x5 & U s iR (KEYNOTE-0027R57
J O'KEYNOTE-006:&5%) O R, 2 mg/kg Q3W. 10 mg/kg Q2W } (810 mg/kg Q3W
DUWFT D E « IR W T b SR s E A O F 20 & O I R TER
SR ho T,
ST FR R o REE M SR B e AR AT O fE F, EMEREAERF 21T 5200 mg
Q3WHEHHRED AUCs i GEFIRREIZ F51T 2 618 [H] D FE-RE [ g A T i) o Hde
& [10%5, 90%5] mg-day/mL) 132.16 [1.45,3.04] mg-day/mLT& ¥, 2 mg/kg
Q3WHEH-FED AUCs 6w (1.32 [0.722,2.06] mg-day/mL) &HifLl L. 10 mg/kg Q3W
BB DAUCewk (7.49 [4.32,11.3] mg-day/mL) % Flal-7=,
HME R ANEEE 255 & U 7o sl i S O W R SO O F L et S v H
% - A (2 mg/kg QAWHES-, 10 mg/kg Q2QWH% 5- ) N0 mg/kg Q3WHH) D
P CAUCss owic & A ZIE K V22 22 & DO RN IREZRBE TR0 H e o 72,
RSB OREREYBEREET VEZRHA Ly I a2 b—ra X b | AH
FREHLAI200 mg A Q3W, 400 mgZ 6 R (LT TQeW] &5 ,) XiE10 mgkg
(RE) Z2@MMEME (LT TQ2W) &9 ,) THEE Lo SEEEg o
MIEFRESRE S Te, ZORE., AEFERA400 mga QoW TH G- L 72 B
D R RA O E FIRRRIZ 1T 2 FHMIEFIRE (CLT [Cagsl &V 90) 1F,
R FERLFI200 mgZ Q3W TG L 72BE D Cavess & FALLT 5 & Tl &7z (3210),
Fo. s EHERAI400 mgh QoW T h- L 72 BR D Sl oo i #R AR I 3
T D MIETIEE (LLF Chass) &VVD0) 1, A EFHERFAI200 mgZ Q3W T
5 LT Cranss & LB L CREZ R T E FHISNIZ b OO, HRANBEIZE
WCRARMERHER SN T D AL - HETH 5 Al RAI10 mgkg ((KE) %
QW TH G- L 7o BRD Cinaxss & HLBE L TIRIE A 7R3 & IS L7 (R10), S HIT,
TR B A e RS A R RAI400 mg A Q6W TH G L7-HEs 1 AR
Br (KEYNOTE-5558%) X & 5N 7RIS EYEE T A — X 1%,
Vialb—ya k) FRILIZEERERE ST XA —Z P LT (R10), Nk
T, BEEOBAFEIZIIT D KRB IC D & | R RA OMRE & & A2
PRI & OB 2 Wt 2B EE RS E 7V AER v, R 1200
mg % Q3W X 13400 mgZ Q6W T G- L 7= BRONRER & & A2 X2 etk & oS
IZOWTHRET S NG R, ERCo L - FEO M TH MR V2 M e 7R 2
LA AN /i [F=F gl
SME N OUIBRANRE 70 A TR SR B AR 4401 A 1P 21T, B2 FUERGA] (RaTm Y
X7 GEETHZ) RORTeTin=F—F TAL77 (GBETHEZ)
& LT, ZNEN1EIB95 mgh U4,800H0,) G- DOIYEEEFELMFT5Z L%
HEg L L [ERR LR BB (MK-3475A-C183KBR) M3 S i, B2 RS
(Rarva ) X< (BrHfEz) KORXTe7re=4—8 TL7r (&
fafffz) & LT, TNEN1E395 mghk 4,800H ) A Q3WHKE L7=KFD,
M G% (A 7 01) RO6RIE& 5% (A 7 16) OXAT7 v ) X~ (&
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G z) OFEYENRENT XA —ZFTRKIDOLEEBY Thot-, o7l XAv7

CEAR FAEHA R ) DTmax D P RAEITAKISH (FPH - 2~10H) ThH o7z,

R 10 AEEHENAORMBIRE N F A —F

)ﬂ¥£ . )ﬂg Cmax Cavg Cmin Cmax,ss Cavg,ss Cmin,ss
- (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
50.1 279 181 9238 504 309
T
200mg Q3WH 1 (555 59.7) (27.7,28.1) (178, 18.3) (917, 94.1) (49.8,51.0) (30.5,31.4)
123 324 106 148 507 203
T
400mg QOWT | (155 " 1o4) (32.0,327) | (10.4,108) (146, 149) (50.1,513) | (19.8,20.9)
400 mg Q6W 136.0¢ 14.98
() | (135.6, 136.4) NA (14.4,154) NA NA NA
220 144 119 423 279 197
:
10mglkeg Q2WTI (518 223) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
T:n=2,993, 100 MO I = L—3 2 A &0 B S BTEEEO Tl (2.5%4%, 97.5%40) \ Cunax = FIEI

B 5% DI MIE TR Cave : HIEHER G5 O ME TIREE, Cumin : MIEIEE G2 (1 71 2 HEAD DR
ﬁﬁ%ﬁgﬁ:ﬁbjéqzi@m?%ﬁqu%g\ Cmin,ss . H/:E_‘rl%ﬁ"{ji

{jﬁa qu%g N Cmax,ss .

RBIZF5 1T D B v Hh i B
I 156 BIOKMTEEIME (95%F X )
§ 41 BIO AT (95%(5 48 X [H)

NA : 472 L

ﬁﬁ%ﬁg [NabS] H' %) H%T%J]’]l{% EP]%E\ Cavg,ss .

#£11 KHTERARERORLAT Y X< (BaTFi#2) OEYEIBE/ T X —F (MK-3475A-C18 FRER)

Cinax Ctmugh AUCo3wks
(ug/mL) (ug/mL) (ug-day/mL)
33.0 20.3 546
FA7n1 (40.6) (34.2) (36.7)
TAL L6 76.5 49.0 1,343
GEFIKHE (39.0) (45.8) (39.9)

Sy RMAEIRE (%) ]
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4. FERIZOWNT

RIGUIBRARE 22 A A (e~ D KGR A & U T ki A (i) 23ake
BITWNDHZ Enn, YHEZEUICE B TE AMH THLILENRH D, D LT,
I Y 2 7 EEGEHE (RMP) (M-S & AHI OB G 22 AV EREARTE B~ 7 ) (R 238
b L hak T > T, AFNOFGNEY72BEZ2W - e L, AFlOREIZXE Y 'R
RIERZ B LTZBRICRIST 2 2 & BB el LT OO~@ DT & il 72 T ik
IZBWTHEHT 2 X&ETh D,

O MEERIZOWVT

D1 Fied (1) ~ (5) OWVThMNHELTHMHETHDLZ L,

(1) JEASERE DR ET 50 A FOr ISR bR (B E TR 2N A S Rl HE L IR e
Hiek A3 A B2 L HIL RURE . MUY A BB 7R &)

(2) FrREMSHENRRE

(3) FREIF R EEET 20 A BT (DS AIGEEERR ERbt, 03 A
W 19mE. 2 ARSI HEE R 2 &)

4) ARAFREIEEZRE L, S RIEG LR RR 1, A RIS L2k 2

NATARIEGA L SRR 2 R 3 Ok JEUEICAR 2 H 24T - TV B il
(5) HUEVEREEAIAL & PN O s L UEIAR D Ja A 1T > TV B ik

DO-2 EME B ANE O b RE K OVE] 1’?%3%@%%03%)7[ Ny e A SIE e T R S RN

(FROWTINTEZL T DIER) 23, Y2 FERORANCET 26RO EMLHE L LT

BLEINTWDZ &,
#*

o [EANAFFIUSE 2 FEOPINHE ZAE T L 712 SELL E D2 ATEIR O REIRWHE %
fToTWbZ &, 9B, 24 EIT, BARERWEREL T & LTEBERESESSOHE
EITHoTCWVWBH I &,

o [EANGRFFEUSEZ 2 FOYHBHE AAE T L 7o I S HFLL B & VLR T 2%
Rk ZH L T\WDZ L,

nﬂT

© BENDERMEHREBEDAH]IZONT

A B IE S 2 BMEE L E S, BUERESE) O OB D . A2 - 2
B i%ﬁﬁfﬁi&O)Hst&Ul:Eﬂﬁ# I DRI A EFRNREAE LIS EOWE
R FEPHLATONDERI N E->TVWD 2 L,
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@ BHEA~ORRIZONT
®-1 FaaRAHICBEY 5 E M

VR M AR R O BB e BIPE A 233628 L 72 BRI, 24 BERIRSIRIAHI O T, Mi%itiak X
(FEE IR I T JEEL L2 RITERNIZIS U CTABREELL OF CT O RIVER ORI 4
AR ORERD Y B HICE DAL, EDICHS R RN TS L,

@2 ERUEEEIC L DA EERANICET 5 Bt

ARSI B B R i B O e 2 T B R AE T E B RIERIE =4 U > 7
EEOIERORY V== T EATVTIRE LG @A AT CE D F— LR 255
SN TWDZ &, 72, EBIRHIEHIZOWNT, z)\/‘/'%%k%@%ﬁﬁﬁ‘l“ﬁj\@l}%%ﬂéﬂf
VB L,

@-3 BIEAOBZErXIRICBEIL T

RIWER (FEMEMEBIZINZ . KIBK - NMEK - BEO TH, BUEH% - A4 - i
BEREFE S - JHFJC - BEALMENRAE 25, BHERERE S (RMME MR 28, RERIEBRSE) . N
rulEE (P EEASREREE . FURIRMEREREE . BIRHREEREE) . 1 BERIE, S &9 K
K. TR - BRBUTHRUEIE . R, BN IARREAN A2, HHEE O R @R (Fhagith 3k e Bsr
FMRIE . FREREIEIREMRRE, IR, FERIEIESE) . infusion reaction, JM72% « S -
FEES . FIERGIEESIRE . MREEE (T2 « N U—EEREES) | 2. mE ik
(G MR MR PESE BT . TR L, JREFEREE . MERERIERIES) . HEDOH K,
M2, MERERIEGERE, ) (o3 LT, Yikhiak U T EFERE OBt 26
T 5 ER & EEE U (RIEH OZWrOoxSICBE L TSR VSR Z =T b5 & HITH D
Z &), BEHITERLENTE HEHPESTND Z L,
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5. B##ExBL e BE
[B2h B3 % 1]
O TROBHFIZBWTAAIOHIMEN RSN TND,
o ALEEBRIERE D 72 OMESEBRIERE O & 2 IR IA YIRS RE 22 v Bl B s
o ERUBHZOAT—YIB, 1C W2 I ©V ok RAfEEE BT D1
LI RER
728, BRAF BIn AR ZHAT 2 HEIZE WV TIE, BRAF [LERNC X 21H5%E L BE
THI L,

@  FREIZCEEY T D ARBNOPEE K OMEFH 5 IEIZ DOV TE, ARAN OB ZIMERHESL SN TR
59, REOEGRZR L 725720,
o fhoOPUEMEEAIEOFH L TR S DB

(PB4 % FH]

O TRRICEZY T HEITIZOVTIIAFOERGNEER L SN TWL Z &b, &5 %217
DRIk
o ARHBNDOESTITXE LIsBUE OB ERED & 5 B

@ IRFEATOFMIZI VT RIS ST 2 BF IOV T, AR OB G-I S 0

IR, OTEFETR DS 2 WNIGEIZIRY | HEBEICAKZEN T2 2L 2BETE D,

o MHEMMELEOED UIFITEDH 2 EH

o MaEBmEigAR A CRVE S 238 2 A M ONE RN O HU SR At 2 o J Gt fiti 7%
LEOICRIEMEEA DI D B

o HOREREBOEOF TR L ITHFREMED B O R E OB ERE O
b o ERE

o JEssBRE GEmErMaBREELET) Ob o EHE

o EEOBYSUIBEEE AT L BE

e ECOG Performance Status 3-4 " D&

(E) ECOG O Performance Status (PS)

Score EF

0

< R JEBTE 2, FBHETL R U HHE ARG HIRZR <ATA 5,

PIEREZIE LWEENIHIR S 1525, BTHIRE T, AR > TOERIITO Z &N TE D,
Bl - BEOFE FHEE

ROENTZESOHEDEY DZ L LTERY, BHRO 50%L EE2 Xy R+ TimId,

G VST S

ELET RV, BLGOHFOEIY O Z L34 TERY, BRIy R TiHId,

20
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6.
@
@
®

BECBRLTHERE T REHH

AT SCERE TN 2, B IR 3 D RS 2 BB 1T 3D & ARH D etk K OV 1E i

MDD LB Wz + B L T BT 5 2 &,

TRIRBARICIENL S | BB XX E OFIRICAHINE R EREZ +o3 L, RE x5

TmbEGT5HZ L,

FEREWEH DO~ A MTHOWT

o [WEMMERENHLOLNDZENHHDOT, KFDOEGIZHT- > Tk, FIHIE
K CEEIFL, PERIRIEE, %) O O X S A O F s, 8l
32479 2 &, Fo. MBS UTRE CT, Iig~— 0 —%OMi# % Fi
T5Z &,

e infusion reaction 23 & B O D Z & M 5, infusion reaction 23588 H AL AT
(%, WEIRAE 21T O & &b, SRR EE T S £ TREDOREBE 0Bl
THZ L,

o HURERBERERET . THRMAEMERET K ORIBHEREN L LN EDBHHD
T, ARHIOFG-BAGART R O G I E IR N s e s (TSH, 0#8f
T3. #EHE T4, ACTH, I =/vF > —VSEORIE) % FEhid 52 &,

o BUERTS. MR, IRl E . ITR, B{EMIEE RPN LoD Z 03 D
DT, AFN O E-BAAART & O G-I F i3 E IR T RERR & (AST. ALT.
v-GTP, Al-P, BV LVEVEHDONIE) 2FEiid 252 &,

o SEIERK (IERKMITEEMREREZ ETy) EORERIREERH DD
ZEenHHOT, EMMICIROREOFREZMET 52 &, £, IROEFE N
RO BTG, EONCERENEZ2T 0 L) BELRET L2 L,

o AFIOEHIZXY | WEORIERINTERT S £B 2 DRk L R ESCEIE
DHLONDLZ ENbD, BREPRDO NG, BELZFZRIIS LT
BRI 7o Fnatk & AR A B OBl & s U CE bl 2 i R W 21 T I D E
BOSZ £ 2 RIWER A8 2581213 AAIORIE T F IR, K ORIE B R
WEVRIOBRGEZZETHZ L, B, BIERERLVE L OERGIZEETE
FHOUENRFRD BV WA, B B A DA OaEmiilA o n
LEET DL,

o BEMKTH.BUHREIOHy AR L COLEWERNEET L Z R H D20,
KB OBEHE TR HRER OB 2ITHEET D2 &,

o IAUBERRI (BUE 1 BUBEIRIWZ 2 Te) b b oiv, RS 87 R—2 &
WZELZENRHLOT, A, Bl RM-FOEIROREBL M ED F5-I12+
SEETDHZ &, 1 BBEREN DN G AICITEGEF L, AR 8
HlO5EDOEY) R EEZITO 2 &,

I OIBRANE 722 M B A E AR I 3 2 BRI, R FRERA O BRARRERIC B

T, &GS 3 5 AUN, ERLAREIE, BEHGO 1V FERIT 6 K Z &1

IMEDFHI AT > T\ Z & 2 BEIT, RAERGHIXEIIC R OMEREZ1T S

Lo

|7
f
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® EEUIRE OEMEREMEE ~ONRMIRE L UTHEMT BRI, mEFER
FIOEAGABRIZIN T, AN OREFEET 2B/ I LT 6 » AR Z L
(A EDRHE 21T > T2 Z & 2B B2 AR OG- TI3E IR0 R O RER
119 2 L, ks, Mirfiidhiik & L THEMT 2561013, AFIORGHIRIE 12
AHETETDZ L,

22



Bl 4

REFEREET A FT A
RAa7nl) X<v7 (BEETHEZ)

Ravny <7 (BFE#Ez) -
Rerru=F—¥ T7TLT77 (BEFEEEZ)

~FE i~

Sf3FE12AH (84 11 AKET)
B4 B



B &

1. [ZL®IZ P2
2. RANOK. EHAET P3
3. BEPRARAE P4
4. WiRIZHOWT P13
5. \ERRERDEE P15
6. BeHITEE L THHET X FIH P17



1. IILBIZ

=S5 DH N « B RMEOREROT-OIZIL, I SCEEIZE S W2 Ee AR D
5D, 5T, IWEORAHEMOEANC LV | PUREIKSL 72 & OF 072 8T HVE %
FFEIMPARINDLH T, 2N O DOEHKZEICLER BRI 5 2 L3RR
PR L 72 o TR Y RREMBGEE & O AR T #2016 CEAE 28 4F 6 H 2 H BRI E)
IZBWThH, FHERLEOHHORBEHEEZXS Z LS TWn5,

HORE R ST SRR M T 0 7 7 A VDB RO EI S, & B S 25
RHZENDHD, ZDH, AMELOLZEMEIZET L ERSHERT 5 E TOM,
WMELEIL O BE LR ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDNVREEL U7 BRI B et i & & D 2 & DS AREZR — 18 O B 2 i 7= 3 A% BE CHE
THZENEETHD,

LTeRoT, KAA RTA 2T, BIFREREC N E TIZE LN TV A EFIKER -
BHER LR EED & | LU O E IR O it 708 FH 2 HEHE 3 2 8LA0 b B2 B B %
F RO EFHER~T,

I, ARITA KT A 0%, MSIATEBOE NESE SRR S, A E AR AR
BRI s . — M N B ARERIR N E 2 & AR AR N B AR ls ARHIES 72 D
whob EER LT,

R LERDERE  RAT7 ) A7 (B -#z)

R ERDMEUIDE - AT - RO B IS

M ERDPERCHE  hOPUEMIEER & OFHICB W T, @, AT, a7 o
U RX~7 (GBfE7M#EEZ) L LT, 18200 mg % 3 @MY
1% 1151 400 mg % 6 W MIFFE T 30 202 CRiEirEdT 5,

KR ERDEREMN : NAT7 v ) AT (BafHH#az) - XJe7rn=4—F 7
N7 7 (B AR

RBERDHMAEUIDE - HEIT - RO E 1K

MEERDAERCHE - hOPUEMIEER & OfFRICB W T, @, RAIZIE, a7 o
VRX<7 (Bl fi#iz) KORXTFeT7ra=F—FE TIL77
(B z) & LT, 224181395 mg KT 4,800 HLAL
Z 3 MBI LAT e Y X~ 7 (B z) ROt
Tharn=F—8 TNLT77y (EBEFHE#EZ) LT, FhEh1
[7] 790 mg & T* 9,600 HAL % 6 HEEIE TR T #R535,




2. AF DK, 1ERBERF

NRA7rl) Xv7 Bz CUF, TREEERA) X, PD-1 (programmed
cell death-1) £ Z DV > R TH D PD-L1 LUPD-L2 & OfESZEHEAET S, & Mb
[gG4 &/ 7 a—FNAHURTHY, XaTvn ) Xv7 (Ba#z) - XJe71re=
Z—¥ TNAT7y GBEETME#EZ) (IR, TRFERAD (LR, mAlE TRA] &
) RV E RS e T Aan=X—F TAT7y GBETHILZ) 2587 5EAKIT
H 5D,

PD-1 #REIE T I 5028 B AR REAE s WKL D 72 D12 28 AR A3 4= 5 32 72 e g il 40
AA w F T, PD-1 1%, EFEZRREBICI WD TEER T MifuoMinLmIcBEL L, B %
P SO % B e A Tl 72 S0 OS2 %, 37ebBH, PD-1 (XU T2 R EfH
ATHZ LKV PURZRIRICL D v 7P Ve AICHIET 2% B/IKTH S, PD-L1
DIEFFIC BT 28BUTD TN TH LN, L OB AMBTIX T HlBOM X %Mz 5
IEEBENCRBLL TV D, BAMIIZICEIT D PD-L1 OERBIE, B, s,
A . SO, FE/ NRRIE 7 & OB A Ze A TTRARKR 7 TH Y | fRWALFE
& OFHBAMENHE STV D,

BEL DD DGR T & PD-L1 FELOFEEMED S PD-1 & PD-L1 OB ILNEE O
FPE R B W CEERRE ZHH ) Z L AVRBREINTEY B2 ARROER L L
THFRFSN TV D,

Ryernru=F—t TNATy (BETHAEEZ) X, —FRFHSRFTNICE 7ua
VARG T D R ) av X —BThDH, B Tva UERIIKE THEROMIasN~ Y
o I AAFET HEPETHY , "o Trn=F—F¥ TL77 (GBI z) OF
PEIZ X0 B2 TR D oy Bt e ONRaB ME 3 LU 2 FICRIRER 5 & 5 F O 262D ME it
b,

RA7n ) X<7 G&af##z) 1L, PD-1 & PD-L1 X ONPD-L2 Ol U 4> KO#E
BEMET D Z L0 | B NEREE O RS ARG EME T U v Bk &2 iR L
S, PUES R 2 TEEET 5 2 L CHUER R 2 RIET 5,

AEN OB IS < E OGE SOSIZ L DEIERER & b i, B XIFETIZ
ELARMEND D, AFNOEGH R OREGHICIT, BEOBIEZ 512170, B
O BTG AT, I L2 H RIS U7 MR 2 sk & SRR 2 Fr o= il & #E L Cil
GI7REERRZ I 24TV IR OSEROGIZ K D EIWER S b 2 581213, BRI E RV
RO GHEDWY) IRALE 24T 9 MER D D,



3. BB
HEAT « RO EREEICE T D s s L 8H O A G RH I RHE 217 - 7= B/ RO
R A R,

[ 2]
O EEEFERFEIAERE (KEYNOTE-775,”E7080-309 #X5R)

7T FF 8B ETALERIERE O & 5 UIRARRE R AT - B O EREEE 827
(HAARN104 B2 5Te) Zxt5s, AlEEERA] 200 mg 3 HRIFFE CLT TQ3w] &
W) FHELUANF=T20mg 1 B 1 BEGOOFA®EE (LT LR v
NRF=T ] LWH,) OFIMEROLZEMER, LFFEE (REF Y Le v InRs )4
Fe) EXRE L CRFI SN, EEFMIEEIESAFYR (U Tos) &vvo,)
F OSSR A AF AR (DAF TPFS) &9 ,) & &, RIEFERA L o N TF =715,
bFRE L R L T OS KUNPFS # A EICIER L7 (FR1., K1 KU 2),

F1 FOHERE (KEYNOTE-775,/E7080-309 &%)

)f_i: +7 - 41 | 1PN N . . -
R o
(411 1) (416 1)
R [H ] 18.3 11.4
(95% CI) (15.2,20.5) (10.5, 12.9)
08™ NP R 0.62
(95% CI) (0.51, 0.75) —
P ff*s <0.0001
RfiE [ A ] 7.2 3.8
(95% CI) (5.7,7.6) (3.6,4.2)
PFS™. "¢ A — R EH 0.56
(95% CI) (0.47, 0.66) -
P " <0.0001

CI : ZHEXIE., *1 : S ERERA 200 mg 2 Q3W, Lo AR"F=720mg (#1) % 1 H 1 [T
H L7, *2: REYLET Y 60mg/m? % Q3W, XiFI/7 U XXt/ 80mgm?Z#HKa—A (1 =
—Z28 HI#) ™1, 8 XN 15 HAIZEE L7z, *3:20204 10 H26 BT —% 1> hA 7 *4 .
JE@RH Cox eI NF— RET ML DIEFHRIE (R YL E S U I U Z X' )0) & O,
*5: J@Rle 77 7 E, *6 : RECIST HA K7 A > 1.1 fUCHEES < ER PRy &



100
90 D\
80 - "
70 N,
£ 60 ’
B 50 ' \u
40 Non
30 7 ‘QQW.HH

20 | FH o — —
10 — TSR] 200mg QW BUL L SF=T

0

-

0 3 6 9 12 15 18 21 24 27
atrisk 3 £7FHAR (A

RURRE S 200mg Q3W
BUL s \F=T 411 383 337 282 198 136 81 40 7 O
e s 416 373 300 228 138 8 40 11 3 0

1 OS ® Kaplan-Meier it (KEYNOTE-775,E7080-309 35R)

100 -

90 o — pUEREEER 200mg Q3W BUL ST

80 3 — R
270 |
ﬁ 60“~ \.
h 50“_ i
B 40 - \
& 30 “

| \M

20 A
3 \__““‘\_&

101 e,

= ==
0

0 3 6 9 12 15 18 21 24 27
atrisk 3% BEREFNE(A]

FURR#ESG| 200mg Q3W
RUL\F=T 411 316 202 144 86 56 43 17 6 0

ez 416 214 95 42 18 10 4 1 1 0

X2 PFS @ Kaplan-Meier B (KEYNOTE-775,/E7080-309 35%)



@ EFEEFRFEIHERS (NRG-GY018, KEYNOTE-868 #5h)

{LFFAERED 720 LT - R OB A EE810 ] (HARAN 7 x5t Zxi5g
2, BEFEOI A~y FEE (MMR) OIRRBIZHE-SE MMR IEH (pMMR) (588 i) X
IZ MMR K8 (dMMR) (222 #5l) OHEMBNT, SEFERA S bFEE 07 ) 23+
WOV RT T F ) & OPFRFEE R OV D% O S i SA BEm s (LT T
TFERAIRE) WD) OFIMER O EMER, 7 78R ALFEE L OUFREEL
WZED®BRDOT TR (LT 77 8REE LWo,) Zxtie L —HERABRT
et Sz, EEFHEEH X PFS & &4, pMMR & 8 AMMR O W LD ER T sk
ARSI 7 B AR LG U CPFS 2 A BICIER L7z (2, K3 KUK 4),

*1 o IR ABRIE & U UL RIEEN S 5 BEOLE . Uikt FRER THR 12 » A 2B 2 T

FH3L-BREITHMANTRE L SNz,
2 LFOWT IS T 2 BENKRIG L Sh,
. RECIST ver.1.1 {253 < JIE AIREIWZ % H 7 % International Federation of Gynecology
and Obstetrics (UL F. TFIGO]) 43#H (2009 4E/K) MHHA X IXIVA Hi oD+ = (g
e RECIST ver.1.1 {25 < HIE W HERZ DA 4 R 72\ FIGO 4341 (2009 4EhR) IVB
HISUI TS O F (R R
*3 0 I EE R 200 mg QAW 5 (K —2d 1 HBICHE) L8327 U ZF &1 175 mg/m?
GRBUESIS D T2 8/37 U 2 %/ )V OGN TERWAFICH L TUE, ReZFtEL 75
mg/m?> (HAIZ 60-70 mg/m?) XX 7 N7 2 VIRERL 7 U 2 X8 /1 175 mg/m? D& EN
AREL ENT2] MO VR T T F > AUC 5 mg-min/mL M4 EDJEIC Q3W &5 (% a—
201 HAIES) 26 2—AEE L, Ok, HFPREL U CORIBFRHERA 400 mg 6
WG (LT TQeW) &vv9,) TG L7z GRERBIAAI:, HERPRIEN O S e
1% 200 mg Q3W 5 Th - 7273, BRIEH T 400 mg QoW B HIZAEF X 7).,
*4: 7 7R QAW &G (% a—AD 1 HEIZEE) £*3 LA —OIbFELEEZ 6 a—ARH L,
D%, MEFRRIEE LT 7848 QoW TG L7 GRERBHAAN:, HERPEIE O 7R
I QAW & 5-Th o 7o, WBRiET T QoW I HICAEE IN),

#2 PFS"OAEMMERE (NRG-GY018,”KEYNOTE-868 3%52. MMR MDIREER])

Y= R
e X . T
MMR DifE 15 1 e E'jf;;%/ Eﬁ] (95% CI)
° P fE"s
s . 13.1
ST e LR 294 (106, 19.5) 0.57
*2 .0, 19.
pMMR — 27 (0.44, 0.74)
75 & REE 294 (8.4.11.0) <0.0001
n s . NE
S ER R R 110 (30.7. NE) 0.34
*3 L)
dMMR — 23 (0.22,0.53)
75 & REE 112 (65, 12.3) <0.0001

Cl: 1Z#HX M, NE : #EEAR ], *1 : RECIST A4 KT A > 1.1 BUCEES < RBRH Y ERTH E, *2 -
PR DT — % 1 20224E 12 H 6 B v bA T, *3 : PR O — % : 2022 45 12 H 16
HAw bA7, *4: BRI Cox lHINF—RETNVIZL DT T BRFEL O, *5: @hln /o
VU RRGE



— SRR SRR & OB RRE
I eRElLERE L DR

-
g
1H

at risk#
AESETEIN Lk notREE 294
TS5tA L LERE L OFEREE 294

12 18 24
SHEE 1R ()

57 29
36 15

30 36

162
144

7
4

o
o

w
=

3 PFS @ Kaplan-Meier Fi# (NRG-GY018,” KEYNOTE-868 3%5%) (p)MMR O ##)

100 ~—
901 M
80 % e
é!i 70 \h " '\' "t
it 60 :” } Y ——
& 50 *'-
B 40 4
g'm _-. ‘ 'I FREA H:
g 30 L
20 | —— ok o S
10 ! TSR L ERE L DR RE
0 6 12 18 24 30 36
atrisk ¥ ERREFSEM(A]
REEREERIGeEEEEORRE 110 85 45 24 10 9 2
W i N[0 -5 0D 722 3 112 69 25 9 4 3 0

X4 PFS ® Kaplan-Meier Bi## (NRG-GY018,”KEYNOTE-868 #A5) (IMMR O B¥)



[ZzaE]
@O [EERIELFE

55 AR

B (KEYNOTE-775, E7080-309:4E%)

B ERELIISEHERA L o RF = T R£405/40615] (99.8%) .

(99.5%) 1258 B, {REREK & ORI FEIR N
Bl (97.3%) K UW364/388%1 (93.8%)
DOEWEHIZTEDEBY ThH-oT=,

b5 E386/388 451
SETE WA ERRIL, TZ£1395/406
RO BITe, WTNORETIEEIE 235%LL

£3 WTRLORETRERED 5% EOBWER (KEYNOTE-775,/E7080-309 3ABX) (22 MART 55 EH)

BBk gy o (soC:
System Organ Class)

% (%)

FEAGE (PT: Preferred Term) AIEEERA/ Lo NTF =T R (bR
(MedDRA ver.23.1) 406 15 388 131
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
EEIEH 395 (973) 314  (773) 6 (1.5 364 (93.8) 230 (59.3) 9 (2.3
MR L > REE
2 ifi. 57 (14.0) 8 (2.0 0 150 (38.7) 45 (11.6) 0
FEEWVELF BRI E 1 0.2) 1 (0.2) 0 21 (5.4) 21 (5.4) 0
I ifiL BRI 20 4.9) 0 0 48 (12.4) 27 (7.0) 0
U 2o SERJE 15 (3.7) 2 (0.5) 0 26 6.7) 11 (2.8) 0
I HRERIBE 24 (5.9) 4 (1.0) 0 129 (33.2) 96 4.7) 0
(/RIS 33 (8.1 4 (1.0) 0 22 (5.7) 4 (1.0) 0
aan/A e
FOR AR RETTESE 42 (10.3) 4 (1.0) 0 1 0.3) 0 0
R IR B EAR T iE 222 (54.7) 4 (1.0) 0 0 0
BIEREE
HEA 34 (8.4) 4 (1.0) 0 13 (3.4) 0 0
- HEE R 29 (7.1) 0 0 12 3.1 0 0
feEF 36 (8.9) 0 0 53 (13.7) 0 0
T 171 (42.1) 26 (6.4) 0 42 (10.8) 3 (0.8) 0
A N R 34 (8.4) 0 0 10 (2.6) 0 0
LTI 158 (38.9) 12 (3.0 0 157 (40.5) 4 (1.0) 0
EIDS 70 (17.2) 8 (2.0) 0 46 (11.9) 2 (0.5) 0
Mgk 98 (24.1) 10 (2.5) 0 60 (15.5) 7 (1.8) 0
—fik - 2EEER L OB GEN OREE
S 76 (18.7) 17 (4.2) 0 76 (19.6) 9 2.3) 0
i 113 (27.8) 15 (3.7) 0 92 (23.7) 12 @3.1) 0
FEIBE D JAE 47 (11.6) 6 (1.5) 0 35 9.0) 3 (0.8) 0
FEEN 26 (6.4) 1 (0.2) 0 4 (1.0) 0 0
HA7 R
TI=vT ) hTUR
5 = 5 R 66 (16.3) 12 (3.0 0 14 (3.6) 2 (0.5) 0
7T —EHN 22 (5.4) 6 (1.5) 0 1 0.3) 0 0
TANRTXUBT I/ b
S U7 e SR 62 (15.3) 12 (3.0) 0 12 (3.1) 2 (0.5) 0
ﬁmg.;bfﬁ VHRATT S 27 6.7) 4 (1.0 0 5 (1.3) 2 (0.5) 0
ig%;'jmﬁwwm”%/ ) (10.3) 0 0 I 0.3) 0 0
U S—B N 36 (8.9) 20 4.9) 0 2 (0.5) 1 (0.3) 0
U Lo SEREOR 10 (2.5) 3 0.7) 0 23 (5.9) 14 (3.6) 0
b P ERE R 17 “4.2) 7 1.7) 0 93 (24.0) 82 Q1.1 0
M/ MR 44 (10.8) 7 1.7) 0 20 (5.2) 3 (0.8) 0
RE D 91 (22.4) 25 (6.2) 0 7 (1.8) 0 0
F i ERH 15 (3.7) 4 (1.0 0 60 (15.5) 41 (10.6) 0
R L OaEREE
ox /el Bl 151 (37.2) 24 (5.9) 0 65 (16.8) 0 0
&Y 7Y 'Y RifiE 23 (5.7 2 0.5) 0 1 0.3) 0 0
e~ 7" %37 S 39 9.6) 3 (0.7) 0 12 (3.1) 0 0



B Bl ok gy B (S0C:

System Organ Class)

% (%)

FEAGFE (PT: Preferred Term) AIFERA/ Lo NTF =T R (bR
(MedDRA ver.23.1) 406 B 388 5
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
A R L OV A kLR b
EafEtinil 87 (21.4) 4 (1.0) 0 17 4.4) 0 0
L] 54 (13.3) 3 0.7) 0 13 (3.4) 0 0
DU i g 21 (5.2) 4 (1.0 0 9 2.3) 0 0
PR R R E
PR R A 32 (7.9) 0 0 27 (7.0 0 0
GIEYE 55 (13.5) 1 0.2) 0 14 (3.6) 0 0
KRy = 2 —m RF— 9 (2.2) 0 0 22 3.7 1 0.3) 0
BB L ORI REE
HEAR 105 (25.9) 17 4.2) 0 4 (1.0 0 0
LR E N TP SR ON 1 ] =
P8 i P 77 (19.0) 0 0 2 (0.5) 0 0
£ i 26 (6.4) 0 0 7 1.8) 0 0
FRE ¥ KO PR
WEAE 17 4.2) 0 0 117 (30.2) 2 (0.5) 0
FE - RERFATEARE
SR 84 (20.7) 11 @2.7) 0 3 (0.8) 0 0
& 9 FEAE 29 (7.1) 0 0 7 (1.8) 0 0
55 50 (12.3) 2 (0.5) 0 6 (1.5) 0 0
M REE
& I 249 (61.3) 1499 (36.7) 0 4 (1.0) 2 (0.5) 0

B, RIEFERAF VT = TR W THEMEMMRESB] (1.2%) . KGR - /)~

W% « BEEDO THISOH (12.3%) ., BHEOKEREE (PR BEERARE, B RIEIR
JEWERE, ZIALEE, FEREIES) 4B (1.0%), ffkfEE (X7 « NU—JERERESE) 9
Bl (2.2%) . BUEMFZ « A4 - el - IR - B{ErEIRE 2210961 (26.8%) . H
W RERE 23761 (58.4%) . FEEMRHEEERE T 261 (0.5%) . RIFEHEEEREE4H] (1.0%) .
VRIBERIE3B (0.7%) . EHERERED (RAIE MEMER &, RERIKBRE) 1361 (3.2%).
ERAB (1.0%) . Wik - BT AARE26] (0.5%) . BEAEFHEIEE] (0.2%) . KK -
BEM R 101 (0.2%) . 5 E D IRR3BI (0.7%) . L% 1] (0.2%) M Otinfusion reaction 5
Bl (1.2%) MO bilz, £lo, EERMEEE (Gu M MRS SRR, e
A, ARFFERE;, HERERIEES) . MERE BIEMRE L OSEZITEO b o7, Kl
TERR BRI ITBE S S (BRMEERE 2 51) 2B 0EEHERE =T,

@ EEEEFRFEIEREBR (NRG-GY018, KEYNOTE-868345k)

A EEG T S UAIRE376/382151 (98.4%) . 7T B AREE3IT5/3774] (99.5%) 1ZER
DOV, BRIE L ORREBEENEE CTERWAFRGIL, £E1365/382%1 (95.5%)
e O358/377511 (95.0%) 258D BTz, WI I ORE THRELEIS 23 5%LL EORITER X
TEROLEBY THoT,

AEER, BIEH. ZEMERGTFHEOBHEE IXpMMR X RAMMRO i [H 2 55 L
THRHE L,



£ 4 WVDTNHIOBETREEEN 5% EOBIfER (NRG-GY018,”KEYNOTE-868 3RER) (24T it 542 )

oo e SNHE .
B RIR54E (SOC: B (%)

System Organ Class)
5 A G (PT: Preferred AR 75 R
Term)
(MedDRA ver.26.0) 382 44 377 %
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
AEIER 365 (95.5) 171 (44.8) 1 (0.3) 358 (95.0) 120 (31.8) 2 (0.5)
MigER LY R EE
2ifi. 178 (46.6) 53 (13.9) 0 162 (43.0) 29 (7.7 0
i FERIBVE 20 (5.2) 12 (3.1 0 19 (5.0 8 2.1 0
P o3 IR
FRR B RE U EEE 23 (6.0) 0 0 9 (2.4) 0 0
FPR IR B EAR T 41 (10.7) 0 0 11 (2.9) 0 0
B I E
R 112 (29.3) 2 (0.5) 0 90 (23.9) 1 0.3) 0
T 110 (28.8) 5 (1.3) 0 103 (27.3) 4 (1.1) 0
LT 146 (38.2) 4 (1.0) 0 129 (34.2) 4 (1.1) 0
AN 31 (8.1) 2 0.5) 0 15 (4.0) 0 0
M - 48 (12.6) 2 (0.5) 0 37 9.8) 4 (1.1) 0
—f% - BHEFR L OGN OREE
I 57 225 (58.9) 5 (1.3) 0 197 (52.3) 7 (1.9) 0
JRYYIE R K OV A HUiE
PR B R 19 (5.0) 7 (1.8) 0 3 (0.8) 0 0
B, fEs L OWLEAHE
HEAITPE S B 42 (11.0) 3 0.8) 0 43 (11.4) 5 (1.3) 0
IR
TI=T IR TUR
5 o 5 — 42 (11.0) 3 (0.8) 0 31 (8.2) 2 (0.5) 0
TANTE BT I b
5V 2T w5 BRI 40 (10.5) 6 (1.6) 0 18 4.8) 0 0
MFAT NIV EART 72
B 35 9.2) 1 0.3) 0 33 (8.8) 1 0.3) 0
m 7 V7 F =8 39 (10.2) 2 (0.5) 0 12 (3.2) 0 0
U 2RO 62 (16.2) 15 (3.9) 0 60 (15.9) 13 (3.4) 0
B v ER B D 87 (22.8) 42 (11.0) 0 81 (21.5) 39 (10.3) 0
i /R D 93 (24.3) 14 (3.7 0 77 (20.4) 7 (1.9) 0
R D 25 (6.5) 1 0.3) 0 16 4.2) 1 0.3) 0
i Bk E A 97 (25.4) 26 (6.8) 0 107 (28.4) 23 6.1) 0
e KOsk E
ex el Bl 66 (17.3) 1 0.3) 0 65 17.2) 2 (0.5) 0
ki 24 (6.3) 7 (1.8) 0 16 4.2) 0 0
&7 7 2 e 22 (5.8) 1 (0.3) 0 15 (4.0 0 0
KH U 7 AiffE 31 8.1) 3 (0.8) 0 39 (10.3) 11 2.9) 0
K~ 72 7 AfUiE 41 (10.7) 2 (0.5) 0 34 9.0) 0 0
[:9all R VIPN ik 32 (8.4) 4 (1.0) 0 14 (3.7) 1 (0.3) 0
B R L OE G kL b
RAfR 80 (20.9) 3 (0.8) 0 97 (25.7) 1 0.3) 0
B 25 (6.5) 1 0.3) 0 26 (6.9) 0 0
i IME T 25 (6.5) 0 0 20 (5.3) 3 (0.8) 0
o P e 61 (16.0) 2 (0.5) 0 52 (13.8) 4 (1.1) 0
VY i 9rd 37 9.7) 2 (0.5) 0 26 (6.9) 0 0
PR R PR
FEMEDE W 30 (7.9) 1 0.3) 0 28 (7.4) 0 0
AR A 26 (6.8) 0 0 29 (7.7) 0 0
SR 32 (8.4) 1 0.3) 0 22 (5.8) 0 0
KM= 2 — 1 8 — 98 (25.7) 3 0.8) 0 86 (22.8) 0 0
SEELT 27 (7.1) 1 0.3) 0 27 (7.2) 0 0
_ﬂﬁm@’ﬁ“”l_m\% 17 (30.6) 4 (1.0) 0 113 (30.0) 2 0.5) 0

PRI, MRS & Ot

10



wEBIRE (SOC:

% (%)

System Organ Class)
Rl (PT: Preferred AT AR 75
erm)
(MedDRA ver.26.0) 382 43 377 1
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
BATS 21 (5.5) 0 0 5 (1.3) 0 0
PR PR 34 (8.9) 2 0.5) 0 28 (7.4) 0 0
K& ¥ X O T HARREE
Jit B i 163 42.7) 0 0 167 (44.3) 0 0
& D FEIE 47 (12.3) 1 0.3) 0 34 9.0) 2 (0.5) 0
9% 44 (11.5) 3 (0.8) 0 25 (6.6) 3 (0.8) 0
BOR RBIR 2 E 43 (11.3) 6 (1.6) 0 17 (4.5) 2 (0.5) 0
7pB. A ERE AR BV CRIE MR B4 (1.0%) . KBS - /N - BEDOT

FLE (2.9%) . #EREE (FF 2 « N U—JEERES) 9861 (25.7%) . BIEAFR « AP
4 - JIFRERERE S - 1T - BLMENRE RKO1H (23.8%) . FURIRHEREREES461 (14.1%) .

TRAHEREREE2H] (0.5%) . FIEHEREREE3H] (0.8%) . ITLBERRIFIB (0.3%). BHERE
bR (JRAMERMER 28, SRERIRBREE) 401 (1.0%) . BERLIBT (0.3%). g « Rk
AR5 (0.5%) . EEMEESELF] (0.3%). MM - BEESE - FREZ 161 (0.3%) .

S E D ER2M] (0.5%) . L% 1] (0.3%) M Winfusion reaction 52 (13.6%) 7358

v, £io, BEORERS (TEMkREESCRAE ., R IRARE R, 2R,

FERRIESS) . EE MR E (Gt MBS, I i, JRIFEREE

EHRIERIESE) . HEOH K, MIKREREERL OEZITERO ooz, KEIEH
FBUR DU RS (RRRAEMET 2 5T) 2308 RE =T,

11



(ML - HE]

STRFHERAI OREREDBREET VAR LY 2 b—2 2 X0 | SiliE
HIHI1200 mgZ Q3W, 400 mgZQ6W X iL10 mg/kg () Z2MAMIEE (LLF TQw) &
W9 ,) TERE LD SR EERA O Mg PR EDRET S, EORE. RiEEE
K400 mgZ QO6W TH G- L 7= BE D sl FiE BA 0 & H R RE I 3 1T 2 P38 i i fE

(LLF [Cavgss) EV9,) 1, SUEEERAI200 mga Q3W THE G- L 72BRD Cavgss & FEILL
THETHESNE (FHR), 7o, SIHEEHERAI400 mga QoW TH 5 L 7=BR 0 SilEkE
RN O EFRBIZHB T 2R MG FIRE (LT [Chaxs] £V 9 0) 1, A EHERA200
mgZ Q3W CTHH: LTZBED Craxss & LI L TREEZ R T & FRISNTZ B OD, HARNESE
IZRB W TABMENHERR STV 5 L HETH 2 AliE 24110 mg/ke (RE) 2Q2W
TG LTZBR D Crnaxss & R U TR 2R3 & TRIS L2 (FR), 60, Al
B & et R SRR ERAI400 mg & QOW T G- L 72445 1 #HskBR (KEYNOTE-5557
BR) L 0SSN S S EYBNE AT A—2F, I ab—a k0 Tl
LTcEEMENIRE N T A —& CHL LT (TR), AT, #EEON AT T 2 B
PRI T D & | R A O R R & & A ST Atk & O BE & T D IREE — X
JEETIUDEE S U, ST ERESAI200 mgZ Q3W X 1E400 mgZ QoW TH 5- L 7= D
T L AU LM L OBIEICOWTRE SRR, EiRo Mk - HEOMTH
IE R OV VIR 7 22 BT 7 & PRl S Tz,

RS REBERAORYEIR T X —F

[ Crmax Cave Crin Crmaxss Cavess Coin.ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W' (58.55?.519.7) (27.27?.298.1) (17.18?.11 8.3) (91.97?.984.1) (49.?3(,)? 1.0) (30.35(,)‘39 1.4)
400 mg Q6W (a 23; 4) (32,30??2_7) (10.11(,).16 0.8) (145?49) (50.51(,).57 1.3) (19%?;0.9)
40(();‘2;%1%\)\] (1351.2,6.10 ;6.4) NA (14.1:?;4) NA NA NA
10 mg/kg Q2W* (21;2223) (14;?‘1145) (1 1;1 ?21) (422,2233) (272,7282) (19;,9;00)

t:n=2993, 100 BIDT I = L— 3 1 & 0 EH S-S EHMEO P RE (2.5%4, 97.5%4) . Cmax : A
B 5-1% Dl MIETIREE . Cavg : MIEHR 5% OFMIEPIRE . Cuin : MIERGH (VA 712 FEHD Ofifil
TEHEIE, Cmaxss 1 EFIRTEICRT D RmMLiEFIEE, Caows : EFIRIEICE T 2 FHIMTFEF I, Cminss 1 EF IR
HEIZ 31T 2 Al i Hh i

156 BIORMEEIE (95%(EFIXH)

§ : 41 FIOBTEIIE (95%FH X M)

NA : #3472 L
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4. FEERIZDOWT

AFNOP G- RO 72 BE 22 W - FFE L, ABOFGIC LY EEREWEHZRIL L
BRUCKHET 2 Z ERRER T, U TOO~QDT X T Az skl ZB W CEHAT 5
REXTHD,

@D HEHFRIZHOWT

D-1 Fi2d (1) ~ (5) DTN LT IR THD I &,

() EEZEBREDRET D0 A SHEEERLRRBT S (BEE RS A SR BE L SR
Hie 23 A RSB ML RURRE . HUES AR 72 &)

(2) FEEREHEFRRT

(3) EBEIFAENIEET 20 AHOEEERGT (DS A PGB ERbT, 3 AR
W19l DS ARSI EEHEE R 2 &)

(4) I RACFERIERE 2R E L, S RIERC LR 1, SRR LR IE2 IR 2
ST RIESA L FHRIEZ IR 3 DOfiak FYEIAR D | H 24T - T D ik

(5) BUrEMERES AL E BINR OfE EAEITLR 2 | 21T - TV S Jitigk

DO-2 e RO FRE L ORIWER R BLRE O XHSIZ 57 7o 5k & BB A Fe o= (F
ROWTIITEEY T DHER) 2, Y2 REBORANCET 2RO EME & L TRE
EhTnn &,
<
o [ERIMFFEUGE 2 FOYIMPHE ZAE T L7212 S FLLE O TR DERIRIHE %
ITHoTWAHZ L, 96, 2 RIT, BDAEYREZ L LEBRIERFOHE
EIToTWbH I L,
o [ERNSEFFEUSEZ 2 FEOMMINHEZE T L2 RIC4FLL LOBRRBRZ AL T\ D
Zl, 9B 3L, b ARHES D0 A SRMIRTE & G e h TR IR O SR AHE
EIToTWbH I L,

© BENOEREMFREBROMEHICONT

AR A 1 B BRICAEF 9 2 LA DS L E S v, BUERAZED D OIFHRE D, A0 - &«
IR OB B ONERSE IR 5 G et A FFRMNELE LG E OWE
EG, FEDRESPIATON D EHIRE - T Z L,

13



® BUWEA~DRRITONT
@-1 MBS 2 E

MV ME R B O BmE R BIER N RA LTZBRIC, 24 BRREIEIERHIO T, Sk X
IHEHE MR B T S L BHERNICIE U CABTE ELR O CT % O EIE R BRI 24
BERRAEOR R Y BRICEO N, BEHICHEAREREHAE-> 0D 2 L,

@2 ERUEEEIC L DA EERANICET 5 Bt

ARSI B B R i B O e 2 T B R AE T E B RIERIE =4 U > 7
EEOIERORY V== T EATVTIRE LG @A AT CE D F— LR 255
SN TWDZ &, 72, EBIRHIEHIZOWNT, z)\/‘/'%%k%@%ﬁﬁﬁ‘l“ﬁj\@l}%%ﬂéﬂf
VB L,

@-3 BIEAOBZErXIRICBEIL T

RIWER (FEMEMEBIZINZ . KIBK - NMEK - BEO TH, BUEH% - A4 - i
BERERE S - ¢ - BEALPENRE K, B TE (RMEFIEMER &, REKEERE) . N
orublEE (TEAPERERE T, HURIREEREREE , BIFHRREREE) . 1| BRERIE, 5 & 9K
K. TR - BRBUTHRUEIE . R, BN IARREAN A2, HHEE O R @R (Fhagith 3k e Bsr
FMRIE . FREREIEIREMRRE, IR, FERIEIESE) . infusion reaction, JM72% « S -
FEES . TEIERSIERE . MPRRFEE (T2 « N U—JEEREAE) | DA, B2 Mk
(G MR MR PESE BT . TR L, JREFEREE . MERERIERIES) . HEDOH K,
M2, MERERIEGERE, S (CxF LT, Yikhiak U TEEME OB MMt 2 6
T 5 ER & EEE U (RIEH OZWrOoxSICBE L TSR VSR Z =T b5 & HITH D
Z &), BEHITERLENTE HEHPESTND Z L,

14



5. REMBRLLRDBE

(0B 5 4 H]

© 7T FTRAN G0 AAEFERRIERITHE LT OIBRRGE 2R AT - R O 1= (o
FIZBWT AR & Lo NF =T AUl L OG- THOIEI RSN TV D,

@ ALFFERE DI WNET - RO FEEREEE IRV T, AFIE A7 Y 2L ET
ANRT T F o & OB O D% ORFHEMBE G- OFGMERRIN TN D,

@  TRLICEZRY T D BT DAKN O G L O T IEIZ OV T, BRI OA ZhED
L SN TELT, AFORERRE 5720,
*  FIGO 77 I M O o iR
o DI TAAIOANEN R STV OFUENEIREA & O gt &S
o ALTFRIEREO I WEELT - RO FERERE T AARAIE LR TF =T A
JVERKE & DPF RS-
o IitEAMBhRE

15



[ZzVEICBE 4 2 F1A]

O TFTRICENYTL2EFICOVTEAFOEENER L SN TWD Z s, &5 51T
DNz by
o KAEIDBS IR LI BEUE DBEEIED & 2 B3

@ RFEATOFMIZIB VT FRLCEZ S T 2 BE IOV T, AFOEEITHESE S u7e

DS, MOTERGEIUR A2 NIGAEIZIRY | HEICAFZHEHT 22 42BETE 5,

o MEMMZEEOAED IO H 5 EE

o FuiBE iR A CRIE R 2R 5 BE K ONEBINE 0O KO il g ol e it 2%
FEOMIZRIEMEZAL D R DI 5 B

o HOMEREOED, UTIEMEM A L < IFERMED B 2Rk B OB RO
b5 BE

o BB (EmiMlaBEE L ST) Ob D EE

o FEEOBRG IR E A AT L BHE

*  ECOG Performance Status 3-4 ™ o 4

WED ECOG @ Performance Status (PS)

Score E#

0 |ESMERIETE 5, BWATE R LA EAERIHIRZ AT D,

PRREIZI LUEBNEHIR S 225, BATAIRE T, BAIEESE > TOMERITITO LN TE D,
Bl mOFE FEEE

TR CHGDOH DRI O Z LT T X THELEDERIITE W, HHO 50%LL Eid~y 4Tl 27,

RENTZHODOHOEY OZ L LNTERY, BFO 50%L, L&~y R+l Zd,

F G S S ]

ELENT RV, BAOHOEY DOZ L34 TERY, BEICy R+l Id,

16




6.
@
@
®

BEICERL THEETREFHE

AT SCERE TN 2, B IR 3 D RS 2 BB 1T 3D & ARH D etk K OV 1E i
DT OIZ B HZ I L TR 5 2 &

TRIRBARICIENL S | BB XX E OFIRICAHINE R EREZ +o3 L, RE x5
TmbEGT5HZ L,

FEREWERH O~ R T A MZDWNT

MEMEMEEDR D b D Z ENHHDT, KFORGIZHT-->TiE, PIHE
K CEEIFL, PERIRIEE, %) O O X S A O F s, 8l

32479 2 &, Fo. MBS UTRE CT, Iig~— 0 —%OMi# % Fi
T5Z &,

infusion reaction 23 & 5415 Z & 23 & 5, infusion reaction 23728 H AL GH T
(%, WEIRAE 21T O & &b, SRR EE T S £ TREDOREBE 0Bl
THZ L,

FOR IR RERRE . TR R ORIBEHEREERN L b2 H 5D
T, ARHIOFG-BAGART R O G I E IR N s e s (TSH, 0#8f
T3. #EHE T4, ACTH, I =/vF > —VSEORIE) % FEhid 52 &,

BIERT 2, A4, ITRERERE S, TR L OMELMENAE RN H oD Z L1 dH
% DT AHFNDOFH-BRAGHT M O P G-I 13 E BRI ATHERERE & (AST. ALT,

v-GTP, Al-P, BV LVEVEHDONIE) 2FEiid 252 &,

SE IR (MR ML BRERE ) FOEERIREEN S bbb D
ZEenHHOT, EMMICIROREOFREZMET 52 &, £, IROEFE N
RO BTG, EONCERENEZ2T 0 L) BELRET L2 L,
AFNOEGIZ XY BEORERISICERT 5 &5 2 bl dikx IR B RE
DHLONDLZ ENbD, BREPRDO NG, BELZFZRIIS LT
BRI 7o Fnatk & AR A B OBl & s U CE bl 2 i R W 21 T I D E
BOSZ £ 2 RIWER A8 2581213 AAIORIE T F IR, K ORIE B R
WEVRIOBRGEZZETHZ L, B, BIERERLVE L OERGIZEETE
FHOUENRFRD BV WA, B B A DA OaEmiilA o n
LEET DL,

BeGHTHR . BOEBIN B8y ARE L T LREIERR RT3 H 5720,
KB OBEHE TR HRER OB 2ITHEET D2 &,

1 BUBEPRI  (BIE 1 BUBER I 2 &) 23 Hbdv, BERPMES b7 v R—3 X
WZELZENRHLOT, A, Bl RM-FOEIROREBL M ED F5-I12+
SEETDHZ &, 1 BBEREN DN G AICITEGEF L, AR 8
HlO5EDOEY) R EEZITO 2 &,

SRR O KRR I BT, KEYNOTE-775,E7080-309 #X5k TlLMEA/E 4%
fHF 5 M T & (BRI ERSGEIX L 0 HRD (CHIMEOFHn 21T > TV
722 & . KUYNRG-GY018, KEYNOTE-868 FRBR CIIiHPID 9 » HIX 9B = L.
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ZO®RIT 12 I EICHEIMEOFMAZIT > T2 & E2SEI, ARG FITE
IR BB R A S TR OMEREIT O 2 &
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RIS

KEFEHEETA R4V
Roavnl) <7 (BFE#EZ)

Ravny <7 (BFE#Ez) -
Rerru=F—¥ T7TLT77 (BEFEEEZ)

~BWEEELFEREE (TMB-High) 267 2 EHEE~

SRA4E 28 (FF 84 11 AET)
B4 B



B &

1. [ZL®IZ P2
2. RANOK. EHAET P3
3. BEPRARAE P4
4. BRIz DOWT P8
5. \ERRERDEE P10
6. WHIZEEL THETNEHH P12



1. IILBIZ

=S5 DH N « B RMEOREROT-OIZIL, I SCEEIZE S W2 Ee AR D
5D, 5T, IWEORAHEMOEANC LV | PUREIKSL 72 & OF 072 8T HVE %
FFEIMPARINDLH T, 2N O DOEHKZEICLER BRI 5 2 L3RR
AR & o TR Y RIFMBGER & SO FA T #2016 (FRk 28 42 6 A 2 HEERE)
IZBWThH, FHERLEOHHORBEHEEZXS Z LS TWn5,

BFORERE ST, BB 2T 0 7 7 A VBB OESK L &7 5 5
RHZENDHD, ZDH, AMELOLZEMEIZET L ERSHERT 5 E TOM,
WMELEIL O BE LR ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDNVREEL U7 BRI B et i & & D 2 & DS AREZR — 18 O B 2 i 7= 3 A% BE CHE
THZENEETHD,

LTeRoT, KAA RTA 2T, BIFREREC N E TIZE LN TV A EFIKER -
B RIS & | LT ORI O i 7o 2 HEE T 2880 b B R EE & %
F RO EFHER~T,

I, ARITA KT A 0%, MSIATEBOE NESE SRR S, A E AR AR
BRI s | — M FE N B ARERIR N B E 2 & Ot E N B AR R P2 O W)
Db EAER LT,

WG LB ERN AT n Y A~vT GRG R Z)

KR EBRDMEIRR © DI AALFIRIERITIEE L s W E (R A% &E (TMB-High)
AT HEEAT - IO BT REE 2R DB NEE R 5812 R D)

WEERDAERORE - BH., A, Ra7n ) X~v7 (BiEF#ikz) LT 1
[8] 200 mg % 3 FHFEHIFE I 1 [8] 400 mg % 6 F A fEFRE T 30 20/
T TR 5,

MR ERDERMN : AT n ) AT (BIoFH#R) - _XoeT7re=4—% 7
N7 7 GBS Z)

RELEBRDMEIRR © DS AALFIRIERITIGE L s W iS22 % & (TMB-High)
AT HEAT PR O BT RERER 2R DN R 5812 R D)

RMEERDAEROHE : @E ., AL, Xa7r ) X7 (EEHERZ) KOXRTE
Than=F—8 TNLT7y (Exrf#Hfz) LT, ThEh1
[7] 395 mg }2 1Y 4,800 Hifiz % 3 M REIR T ~2a7 v ) X~v7 (&
GBI Z) RORSeTAn=F—F 7L 77 GEE T
z) LT, N 11E 790 mg MO 9,600 HALZ 6 #H [k
TR T&E5T 5,




2. AF DK, 1ERBERF

NRA7rl) Xv7 Bz CUF, TREEERA) X, PD-1 (programmed
cell death-1) £ Z DV > R TH D PD-L1 LUPD-L2 & OfESZEHEAET S, & Mb
[gG4 &/ 7 a—FNAHURTHY, XaTvn ) Xv7 (Ba#z) - XJe71re=
Z—¥ TNAT7y GBEETME#EZ) (IR, TRFERAD (LR, mAlE TRA] &
) RV E RS e T Aan=X—F TAT7y GBETHILZ) 2587 5EAKIT
H 5D,

PD-1 #REIE T I 5028 B AR REAE s WKL D 72 D12 28 AR A3 4= 5 32 72 e g il 40
AA w F T, PD-1 1%, EFEZRREBICI WD TEER T MifuoMinLmIcBEL L, B %
P SO % B e A Tl 72 S0 OS2 %, 37ebBH, PD-1 (XU T2 R EfH
ATHZ LKV PURZRIRICL D v 7P Ve AICHIET 2% B/IKTH S, PD-L1
DIEFFIC BT 28BUTD TN TH LN, L OB AMBTIX T HlBOM X %Mz 5
IEEBENCRBLL TV D, BAMIIZICEIT D PD-L1 OERBIE, B, s,
A . SO, FE/ NRRIE 7 & OB A Ze A TTRARKR 7 TH Y | fRWALFE
& OFHBAMENHE STV D,

BEL DD DGR T & PD-L1 FELOFEEMED S PD-1 & PD-L1 OB ILNEE O
FPE R B W CEERRE ZHH ) Z L AVRBREINTEY B2 ARROER L L
THFRFSN TV D,

Ryernru=F—t TNATy (BETHAEEZ) X, —FRFHSRFTNICE 7ua
VARG T D R ) av X —BThDH, B Tva UERIIKE THEROMIasN~ Y
o I AAFET HEPETHY , "o Trn=F—F¥ TL77 (GBI z) OF
PEIZ X0 B2 TR D oy Bt e ONRaB ME 3 LU 2 FICRIRER 5 & 5 F O 262D ME it
b,

RA7n ) X<7 G&af##z) 1L, PD-1 & PD-L1 X ONPD-L2 Ol U 4> KO#E
BEMET D Z L0 | B NEREE O RS ARG EME T U v Bk &2 iR L
S, PUES R 2 TEEET 5 2 L CHUER R 2 RIET 5,

AEN OB IS < E OGE SOSIZ L DEIERER & b i, B XIFETIZ
ELARMEND D, AFNOEGH R OREGHICIT, BEOBIEZ 512170, B
O BTG AT, I L2 H RIS U7 MR 2 sk & SRR 2 Fr o= il & #E L Cil
GI7REERRZ I 24TV IR OSEROGIZ K D EIWER S b 2 581213, BRI E RV
RO GHEDWY) IRALE 24T 9 MER D D,



3. HRIRHGE

DAL BB U - s O S R A B E (BLF [TMB-High &W9,) =F
T LT - BROBEHE GEER2IBRBREERIGEICIRS) 123880 2 sl iAo
AR BN 24T - 72 70 B PR 3R 00 il 2 o~ 9,

[H2hE]

[E| BR L[R5 AR (KEYNOTE-158 3U5R)

ELFHERE O & 51T - R OBEERE (BAFE I L2007 A~L 0% 7 —
TV TR 200~1,595 B1)) & kS A EE LA 200 mg 3 3 [ ERE (LA TQ3W )
EWVD L) BHEORMMER NREMENSRF S v, a0 FE A O F B
FoundationOne CDx (Z & W TMB A =7 " 3 10 mutations/megabase (mut/Mb) LA I & & H
SN HAEIZ TMB-High EHET D2 & & L, MUEHEICIE> T, 7 0—7 A~TI2%
B ST ET R 2O W TR M T i,

TMB-High # A9 % 102 5l (HAN 6 5% 5 L) KT TMB-High 24 L 72> 689 5] (H
AN T BEET) (CBIF 5D, REFHMIEE CTdh 2 RECIST A K74 1.1 lRIZES
SHIHEIZ LD BDEOME Q019F 6 A27 HTF—4 1y bA7) ZR1DOEBY
ThHoTl,

¥ —WIBER E U ORI E M STV A EERIETE NI B F 2R THL bR TV A F
15 R OV R 1 % 2 o VR SR FUME SRS D FRF DS HL A AL B LT,

¥ F{ I N—FITBNT, TR T OBRERHAEAN S,
A TP (R LB . B: HER (HEXOMEEORE, 7272107 7 —%—FK
MRRESE AR ) . C W, TR, NG, RS, LG M OENR R Sk O RN 0 WAIE S (5
AL ST A LR N WA ) . D - e NI (RE SRR SR IS 2 bR <) |
E: e (R¥ LR, F: o OR B . G /viilaifieE, H . R,
[ HRRMREE, T - e IR (RIESOIMIERIESG 2R <), K: mBE~A 7T 7
A MARZEME (LLF IMSI-Highl &9 .) 267 & THEEZE (R - B & 5R

<). L (hED#H) : MSI-High % A3 % 1T HEE R
*3 0 5% EOT LOVBHEE T SN RIR AR K OIERIFRE RN G | AREHIRL RS D2 R
OB IR ERE DD L EZEZ O NI EREZRW A THEESH - OEROK
(mut/Mb)
#1 ARk (KEYNOTE-158 3R)
TMB-High Non TMB-High
102451 6894
CR 4 (3.9) 11 (1.6)
PR 26 (25.5) 32 (4.6)
1%k SD 14 (13.7) 228 (33.1)
(%) Non-CR/Non-PD* 0 3 (0.4)
PD 48 (47.1) 349 (50.7)
NE 10 (9.8) 66 (9.6)
Z5h# (CR+PR) (%)
(95%CD) 29.4 (20.8,39.3) 6.2 (4.6,8.3)
CR : 522788, PR : 435, SD : &, PD : JRHEMEIT, NE : fHliRGE. CI: {[ZHEXH




* o i L OGRS TCITERR A 72 L & S, BB 512 Non-CR/Non-PD & #Fffi =
Wiz

TMB-High #5832 102 il (HAA 6 flz&Tr)) KO TMB-High 4 L7220 689 i

(AARN 71 Bl Z&Ete) I2BIF5H, RECIST A KT A4 2 1.1 IS @iz L 5
DATERDOZENROFER 201946 H2T BT —2 v "4 7) IFE20EBY TH-
7=,

&2 DARBBIOFDMEE (KEYNOTE-158 35)

TMB-High Non TMB-High
28 AT B (%) #% (CR+PR) B (%) 7% (CR+PR)
102 1 (T (%)) 689 13 (FhE (%))
/NI 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
1B S 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
TE 15 (14.7) 7 (46.7) 67 (9.7) 4 (6.0)
TP 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7)
PANES 12 (11.8) 2 (16.7) 60 (8.7) 2 (3.3)
TR N 3 WARE 15 5 (4.9) 2 (40.0) 82 (11.9) 1 (1.2)
RIS 3 (2.9 1 (33.3) 79 (11.5) 3 (3.8)
PR e 2 (2.0) 2 (100) 78 (11.3) 3 (3.8)
R B 1 (1.0) 0 84 (12.2) 9 (10.7)
JIH 3 ¥ 0 — 63 (9.1) 2 (3.2)
—  HEEA W]



[Ze 2]
[EFRIC[EZE M AHER (KEYNOTE-15875#k)

HERGIL103/10561] (98.1%) (2. EIEHIX67/105%1] (63.8%) T Hiviz, FEH
RKR5%L EORWERIZTED B Th o1z,

#3 FHEHRENS5%ULORIER (KEYNOTE-158 2R5R) (MRt sS4 MH)

ZEBIRS¥E (SOC: System Organ Class) B (%)
FAEE (PT: Preferred Term) 105451
(MedDRA ver.23.0) 4=Grade Grade 3-4 Grade 5
EEIEM 67 (63.8) 15 (14.3) 1 (1.0)
NG i b
FOIR BB RE TR 7 (6.7) 0 0
RO BRAE REA T i 13 (12.4) 0 0
B GRS
T 8 (7.6) 0 0
L 6 (5.7) 0 0
—f - BHFEER XU SEMORRE
e 3 13 (12.4) 1 (1.0) 0
7 17 (16.2) 0 0
R L O EE
B ER 11 (10.5) 0 0
B R L O A HRRESE
st 6 (5.7) 0 0
R X O T RRRE
% O PEIE 12 (11.4) 0 0
B3 9 (8.6) 0 0

7k, MEMEMZERAG (3.8%). KIBK - /MEK - HEO NHFIBAE (2.9%) . BIER
K T4 S RERE TS - T8 - B L MENRAE 25101 (4.8%) . FR I BERE 1501 (14.3%) |
BB HEREREE 16 (1.0%) . TEUBEIRIF1B] (1.0%) . BREREREE (RS HEME &, R
ERIAR25%) 14 (1.0%) K Ninfusion reaction 161 (1.0%) 2RO 7=, £7-. BHE
DRz JEREE (PEPEREESERAIE, BRI E R, AL, FRRIES) .
RS (7 2« NU—EGRESE) . NEARGREREE . PR, ik - RO RARE, &
FEM I TRE, Mk - B, S E DR, LRk, BEERMEES (i Masid
PEEEBEIN . IR, JRIFEREE, MHRRIERIESS) . MERE RIEMERE MK OFEZITR O 6
Neinole, REIEARBLURDUIEEFSR (BKREERT 2 5T) 2 30EFHERE
N A



(At - HE]

S RA OREMAEYBREET VEFIH Loy I 2 b— 3 X0 | miERE
H4341200 mgZ Q3W, 400 mgZx 6JAMIMME (LA T TQeW] &9 ,) XiX10 mgkg ()
ZOHEMIFEME (LT TQ2WJ w9 ,) TEE L 7=BE o sk i 5450 o M i H i B A3 f
SENTZ, TOREE, SAFEHERAI400 mgA QOW TH G- L /=B D s #hvE A o i i
WRBIZ BT 2 MIEFIRE (BLT [Cagss) EVWVV9,) 1E, SATEFHERA200 mga Q3W
TG LTEBEDOCoess EFERIT 2 & PRS2 (FFR), T70, AR EHERAI400 mgZ Q6W
TG LIZBEO SifEERA O EFIREICB T 2 RmmiE P RE (BLT [Chas) &0
9 o) . AT FERLIAI200 mg A Q3W TH 5 L 72 BE 0D Crnaxss & HLBE U CREME 2 759~ & T
SNTZHLOD, BARNBFIZBW THARMEDIHER I N TWD HIE - HETH 5 AJlbirE
fHI0 mgkg (AE) 2Q2W THE L72BED Crauss & L L TIREZ /R & THIS U7

(TR, EolT, EMERARERE 28U A AI400 mg 2 Q6W THH- L 7=
A1i5 T FERER (KEYNOTE-55536#%) &£ 0 15 5472 ZHIEIZEE S < Y Eie N7 A — X
I, a2 b= a il LY PRILSEY SR T A —% CHFEELT7 (FR), AT,
BE DN A T D ERRBR AT IS & | AR OB E R L AT RS
Pk & OB 2 MFt 2B SUGT T A DESE S, s EHERAI200 mg A Q3W X 1X400
mg% Q6W THe 5 L 7= BEOBR TR & & A WE T2 2k & OBIEIZ OV TR S VT fE R,
FREORE - HEORM THOWE R ORI/ =R IT R0 & PRl S iz,

&6 RHBEERAOEKMEER T A —F

FHY£ . )EH% Cmax Cavg Cmin Cmax,ss Cavg,ss Cmin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
50.1 279 18.1 928 504 309
.
200mg Q3WH | (505 59.7) (27.7,28.1) (17.8,18.3) (91.7,94.1) (49.8,51.0) (30.5,31.4)
123 324 106 148 507 203
.
400mg QW | (155 124) (32.0,32.7) (10.4,10.8) (146, 149) (50.1,51.3) (19.8, 20.9)
400 mg Q6W 136.0° 14.95
(SEHE) (135.6, 136.4) NA (14.4,15.4) NA NA NA
220 144 119 3 279 197
.
10mghkg QAW (515 103) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
t:0=2,993, 100 [HDY I = b — a2k D EHESNZEMEBMEDOFRIE (2.5%8, 97.5%5)  Cmax : HIE]

B 5-1% Dl MIETIREE . Cavg : MIEHR 5% OFMIEPIRE . Cuin : MIERGH (VA 712 FEHD Ofifil
TEHEIE, Cmaxss 1 EFIRTEICRT D RmMLiEFIEE, Caows : EFIRIEICE T 2 FHIMTFEF I, Cminss 1 EF IR
HEIZ 31T 2 Al i Hh i
156 BIORMEEIE (95%(EFIXH)
§ : 41 FIOBTEIIE (95%FH X M)

NA @ %47 L
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7 F > AUC 5 mg min/mL tHY &) OJEIC Q3W (F=2—AD 1 HHICKRE, v A7
TFFFa—AO 1 HAXIL2 HRIZES) TRE,
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o 3 -
— -
= 60 e :
g hey \‘w—h,*, .
s
w2 NS S+
= 404 1
g \
5 ] :
= T S py B
= 7 7 REE *
a T T T v T T T
0 3 6 9 12 15 18 21 24 b 30
Number at nsk Tane from Randomization (months)
SRTERHERAIRE IS8 149 144 132 118 W06 76 46 21 3 0
77 R 159 151 135 116 95 81 6 Rl 15 | 0



© [EHEELFRS AR (KEYNOTE-A18 55
HRIEHE D FIGO2014 HEATHINMED I B2~ B # (U L His=B kM) IM~IVA
(U o REHERBRGIE TR ME) O RPTHELT e S A 1,000 51 (HAN 90 #il % &
) ZXIGIT, AU EERA] & RRHME 2RO R (A 77 F U RIFFIEH T TOaME
MRS, K OFD%O/INRIEIERE) (LLF TCCRT) EW9,) OO Rl i) +
CCRT #£) 2 DM R VLN, 7T AR E CCRT & OFFH (775 4R +CCRT £E)
ShExEE L THERABR CHRE SNz, FEFHMEIEE X OS X OVPES & i, S
EriE K|+ CCRT BEIX 7 7 R + CCRT B & Ll L C OS L OVPFS #H EICHER L7 (3
4, X5 KK 6),
*1 o ESEREICAT T DARIEH TN, EHRIRIR X & REE 2T TR LT, hofEik
B L DIREBED 7oV EBE
*2 T EHERA 200 mg 2 Q3W (a2 —AD 1 HEICHEYE) T53—RA, YATTF
40 mg/m? % 1 ARIFREE G- T 5 BT 6 Bl 5 K O #E#R QNS &2 oko
INERIFIEHE) 14, SR 400 mg % 6 WEFIME (LLF TQeW) w9 ,) &5 (%
a—AD 1 HEIZHEE) TI5S a—AFELH L,
3. 7T RE QAW (a2 —ZAD 1 HEIZHEE) TS5 a—AKUV*2 &[H—0o CCRT HFH%.
7T RE QW (Fa—AD 1 HEWCES) TISa—A&EL L,

F4 BB (KEYNOTE-A18 35R)

ST EHE LA + CCRT B 7 Z & AR +CCRT #
(529 %) (531 B)
HRoefiE (A ] NE NE
(95%CI) (NE, NE) (NE, NE)
0s™! NP — R 0.67
(95%CI) (0.50, 0.90) —
P fE" 0.0040
o (A ] NE NE
(95%CI) (NE, NE) (NE, NE)
PFS™ " AN — R 0.70
(95%CI) (0.55, 0.89) —
P "3 0.0020

Cl: fEHEXM. NE : #EERHE.

*1 o PEATIE DT — & 12024 E 1 H 8 HA v b A7, *2 1 JBHI Cox L

BN — RET ML DT T/A+CCRT BEL OLLER, *3: @il 7T 7 RE, *4 : PRI T —
2202341 H9B By hA7, *#5: RECIST HA RTA 1.1 BUICES < 1BERE Y EhH) &

10




1) P——
"\‘
90 1 N‘
80 \ .
70 B
£ 60
# 50
# 40
30
20
1o | T AFEMINAIFCCRT B
° - 75+ KR+CCRT
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
EEM(8)

at risk 3
RBRMTIRA+CCRT # 529 527 522 509 500 463 412 374 326 273 210136 63 11 1

77t R+CCRT # 531 527 518 508 493 455 405 366 316 259 194 125 58 12 0

X5 OS ® Kaplan-Meier Bi#2 (KEYNOTE-A18 3A8%)

100 wus
90 \"\“
80 4 N\ e
—~ ) ‘*.0\
570 \.'"‘\‘ e a I .
*60.‘ \.‘.&"'_-.n
o
< 40 -
i 30
20
1wl RERERAFI+CCRT 3
0 ———  FS54u/R+CCRT #
0 3 6 9 12 15 18 21 24 27 30
fRINEETEM (A]

at risk%
RERFERA+CCRT# 529 462 400 331 282 222 171 100 26 3 0
75+ #R+CCRT & 531 463 379 306 263 208 149 88 20 O 0

X 6 PFS @ Kaplan-Meier fi#f (KEYNOTE-A18 3ABk)
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[Zz42E]

O EREEFRFIAHREE (KEYNOTE-82655#)

B EFEG T A RAIRE305/3076] (99.3%) . 7T & AREE307/309%1 (99.4%) (ZFR
DOV, BB E OREBEBRNAEE TERWEERGIL, £ E1298/3076] (97.1%)
K OR300/30961 (97.1%) IZRBOH Bz, WT AU ORECTHIVEIS 235%LL EORIVEMIT
TROLBY ThHoT,

#£5 WDWFNI OB TRERESD 5% FOBEWER (KEYNOTE-826 38  (ZRAMMEIT R SER)

B (%)

BRI
(

SOC: System Organ Class) SR T BRI 77 B AHE
JAFE (PT: Preferred Term) 307 141 309 44
(MedDRA. ver.24.0) 4 Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5

ARIEH 298 (97.1) 209 (68.1) 2  (0.7) 300 (97.1) 197 (63.8) 4  (13)
MR LY v SRpEE

1. 149 (485) 76 (24.8) 0 132 (42.7) 65 (21.0) 0

BN L Hh BRI 21 (6.8 21  (6.8) 0 13 42 13 (42 0

M ifn 2R iE 38 (124) 14 (4.6) 0 31 (10.0) 7 (2.3) 0

I R ERIBE 68 (22.1) 37 (12.D) 0 57 (184) 29  (9.4) 0

1N I 55 (17.9) 21 (6.8) 0 58 (188) 12 (3.9) 0
W WREE

FOPR IRAS RE TLAEE 19  (6.2) 0 0 7 2.3) 1 0.3) 0

R B RB AR T 52 (169) 3 (1.0 0 25 (8.1) 1 0.3) 0
B IS

RE 15 4.9) 0 0 19 (6.1) 1 (0.3) 0

{5 %% 49  (16.0) 1 0.3) 0 49  (15.9) 1 0.3) 0

T 76 (248) 5 (1.6) 0 58 (188) 5 (1.6) 0

BN 104 (339 3 (1.0) 0 120 (388 4  (1.3) 0

ERAES 20 (6.5) 1 0.3) 0 15 (4.9) 0 0

A 63 (205 5 (1.6) 0 66 (214) 3 (1.0) 0
—f - EHEER X O G OKRE

) iE 51 (16.6) 5 (1.6) 0 56 (18.1) 4 (1.3) 0

57 70 (228) 8 (2.6) 0 77 (249) 13 (4.2) 0

A D SEAE 20 (6.5) 2 0.7) 0 9 (2.9) 1 0.3) 0

FE N 16 (5.2 0 0 9 2.9 0 0
JTRYSIE S K OV e

PR SEG 16 (52) 5 (1.6) 0 12 (3.9 6 (1.9) 0
155, PER L OWEADHE

HEAIZPE D SO 16 (5.2 2 0.7) 0 13 (4.2 2 0.6) 0
T R A A
i§;7:y7i SRTEATETTE G o 100 (3) 0 2B T4 5 (16 0
3i;;§ﬂ7ﬁ/@27 SORTIAT= gy s 26 0 6 (2 1 (03) 0

7 L7 F =8 16 (5.2) 0 0 13 (42 0 0

I R ERER 56 (182) 40  (13.0) 0 47  (152) 26  (8.4) 0

VAN %= ol 2 49 (16.0) 21  (6.8) 0 40 (129 14 (45) 0

12



B (%)

PRERIRHE
(SOC: System Organ Class) SR A R 7T R
FEAEE (PT: Preferred Term) 307 {4 309 {4
(MedDRA. ver.24.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
IR 17 (5.5 6 (2.0) 0 15 (4.9 2 (0.6) 0
i BR A 37 (121) 21 (6.8) 0 21 (68) 12 (3.9 0
PR L Ok EE
BAIR 45 (147 4 (1.3) 0 33 107 1 (0.3) 0
B HE R & OV ARk
RAHiR 53 (173) 1 (0.3) 0 57 (184) 3 (1.0) 0
i P 53 (17.3) 2 0.7) 0 53 (172) 3 (1.0) 0
4 1R 17 (5.5) 1 (0.3) 0 11 (3.6) 0 0
RO SR PR
TR AR A 12 (3.9 0 0 19  (6.1) 0 0
GE 15 4.9) 1 (0.3) 0 19  (6.1) 0 0
K= 2 —mRF— 75 (244) 8 (2.6) 0 76 (246) 9 (2.9) 0
BERLTL 26 (8.5) 0 0 24 (1.8) 2 (0.6) 0
KRR = 2 —nRF— 69 (225) 3 (1.0 0 78 (252) 6 (1.9) 0
B L OYR IR E
EHEV 38 (124) 6 (2.0) 0 22 (1.1) 3 (1.0) 0
MR SR, MOEREs K OMithRIEE
S 26 (8.5) 1 (0.3) 0 36 (11.7) 1 (0.3) 0
B3 KO TR
=B 171 (55.7) 0 0 172 (55.7) 0 0
% O FEIE 29 (94) 2 0.7) 0 17 (5.5) 0 0
b 33 (107) 3 (1.0) 0 27 (8.7) 1 (0.3) 0
BEIR IBIRE 5 17 (5.5) 6 (2.0) 0 8 (2.6) 0 0
I
fiiEs 54 (17.6) 20  (6.5) 0 55 (178) 23 (7.4) 0
7. AIEEERARE SRV TR MR B35 (1.0%) . KBK - /% - BEOT

F2361 (7.5%) . BEEORERESE (REERLEFCMAE, REHRAREGRE, ZEAL
BE, FREIESE) 16 (03%). MREFEE (7 2« SU—JEERES) 7561 (22.4%) .
BIESFZ% « A4 - HSREREE - IFR - bR 5661 (18.2%) . FUIKIREEREREE 70
B (22.8%) . FEEARBEREFEE 1] (0.3%). RIBHRERE4F (1.3%). BT (R
AE VMR, SRERIRERE) 1161 (3.6%) . FESR261 (0.7%) . 2 « BT ElfifiE2
B (0.7%) . Mg - BEEER 161 (0.3%) . LA (0.3%). BHEEDFR261 (0.7%) K&
Uinfusion reaction 37681 (12.1%) MO bz, £/, VHNERF, BEMEDE, 5&
I, BRI (M R ESRBES . PRI f, JREIFERES, ek
ERIESS) . IMERE RIEGERE R ONERZIIRO biLed o 7o, AREIEASEBUR LT B S5
(FRRMEERTEZET) 23 0EHERZ T,
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© [EERIE[E

FHIFEAER (KEYNOTE-A18

alR)

B EREG TR RA + CCRTREES25/528%51 (99.4%) .
(99.2%) |Z588 B AL, JRBRIE & O K RBIR ST
B (97.0%) K 8513/53045 (96.8%) |
DEWERIZTED EBY ThoTz,

7 7 &R+ CCRTEES26/5301)
SETERWAERRIL, TNE512/528
\—mu&b E.)j/l/f:—o b\‘@‘ﬂi))@ﬁif%ﬁfﬁ% AZI))S%oU\J:

#6 WTNHLDOHETREALAN 5% EOBWEA (KEYNOTE-A18 3B (MMt SR4EH)
PR B (%)
(SOC: System Organ Class) S FERGR + CCRT R 777K +CCRT #f
JLARGE (PT: Preferred Term) 528 4l 530
(MedDRA ver.26.1)
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

ARIEH 512 (97.0) 365 (69.1) 2 (0.4) 513 (96.8) 324 (61.1) 2  (0.4)
MR LY v GREE

B if 317 (60.0) 101  (19.1) 0 296  (55.8) 85  (16.0) 0

[ 1 BRIB D SiE 125 (23.7) 67 (12.7) 0 92 (174 57  (10.8) 0

U > SERE 49 (93) 45 (85) 0 47 (89 40 (7.5 0

I BRIV E 114 (21.6) 56  (10.6) 0 94 (17.7) 52 (9.8) 0

I MR 73 (138) 8 (1.5) 0 60 (113) 6 (1.1 0
B XUk RS

Hig 28 (5.3) 1 0.2) 0 34 (6.4) 0
PN WA

RN I i 56 (10.6) 2 0.4) 0 15 (2.8 0

FOR AR REAR TR 112 (212) 3 (0.6) 0 30 (5.7) 0
H b

NI 32 (6.1) 0 0 37 (700 2 0.4) 0

i fu 72 (13.6) 1 0.2) 0 66  (12.5) 1 0.2) 0

T 268 (50.8) 24 (4.5) 0 271 (51.1) 22 (42) 0

HLD 304 (57.6) 7 (1.3) 0 317 (59.8) 10 (1.9) 0

A 135 (25.6) 3 (0.6) 0 150 (283) 7 (1.3) 0
—f - EHREER L OB EALOKEE

e )95 77 (146) 2 0.4) 0 63 (1190 2 0.4) 0

9 57 84 (159 4  (0.8) 0 94  (177) 4 (0.8) 0

FEEL 35 (6.6) 3 (0.6) 0 2 (42) 2 0.4)
JRYSIE TS & O thUE

PR R Y 38 (7.2) 7 (1.3) 0 37 (7.0) 2 0.4) 0
BE, Pk L OES OHE

R MG 2% 28 (5.3) 3 (0.6) 0 28 (5.3) 4 (0.8)

TSR S R A5 32 (6.1) 0 0 31 (5.8)
B AR A
%;7:‘/7‘: SRTIAT=TE g d69) 10 (19) 0 58 (109) 5 (0.9 0
ii;;;;f‘/%T SORTEAT= e 4s2) s (09) 0 51 (96 2 (04) 0

M7 V7= 42 (8.0) 0 0 42 (719) 0

U 2 SERER D 70 (133) 65  (12.3) 0 83 (157 75 (142) 0

I BRI A 156 (29.5) 79  (15.0) 0 148  (279) 78 (14.7)
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% (%)

EBRSFE

(SOC: System Organ Class) SRR FRAE9 + CCRT B 77 R +CCRT #f

FEAFE (PT: Preferred Term) 528 {3l 530 {3
(MedDRA ver.26.1)
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

iSRRG D 116  (220) 25 (4.7 0 109  (20.6) 13 (2.5) 0

IR R 55 (104) 6 (1.1) 0 54 (102) 3 (0.6) 0

M i ks 173 (32.8) 104 (19.7) 0 183 (34.5) 111 (20.9) 0
RS L O fEE

EEX SIS 83  (157) 3 (0.6) 0 88  (16.6) 2 0.4) 0

&AL A fLE 26 (49 6  (1.1) 0 29 (55 4 (0.8) 0

&A U v AlfE 74 (140) 22 (42) 0 58 (109) 15  (2.8) 0

K~ 7 %> 7 LAE 91  (172) 13 (2.5 0 88  (166) 11  (2.1) 0

K9 R U v A 45 (8.5) 5 (0.9) 0 45 (85 7 1.3) 0
B #E Rk £ O ARk E

RAEiR 39 (74) 2 (0.4) 0 34 (64) 0 0
FHR SRR

R A 22 (4.2) 0 0 28 (5.3) 0 0
B3 L ORI

HEIR IR 60 (11.4) 1 0.2) 0 47 (8.9) 0 0
AR R L OLEREE

HHEIR 29 (5.5) 3 (0.6) 0 29 (5.5) 0 0
FER 3 KOV TRk E

& 9 FEAE 28 (5.3) 1 0.2) 0 17 (3.2

i 30 (5.7 2 (0.4) 0 21 (4.0

7B, RIEEHERA + CCRTREC I W CRIVE MM ESE] (1.5%) . KBS - /IME%K -
D THIA06] (7.6%) . B O RS (PR BEIERARIE , 5 & RE I ARE BERE
ZIALEE, FERIEIESE) 141 (0.2%) , FPfRBEE (%7 >« N —EBERESE) 1641 (3.0%) .
BIENFS « A4 « FFRSRERE S - IFZ¢ - A LPERRE K 13961 (26.3%) . FUIRAREERERSE
147651 (27.8%) . EI'EHEREREE 461 (0.8%) . VRUBERMI1H] (0.2%) . EHEREREE (RN
BB, SRERIABRZE) 1061 (1.9%). FER3B (0.6%)., Mo - Bl « FHER
11 (0.2%) . 5 & 9 ER1H (0.2%) . infusion reaction 31 (0.6%) K OVEEJEE D 'F 75241
(0.4%) RO BITZ, £, TEEBEREREDE, HHik - BUEUTHRRIE, REM ) E,
O g, BB MRS (FufEfE il MR PSRN . Wi MEE L, FREFERES . MR
BRIESE) . MERERSEGERE R O ITRER O by o 72, REIWERSEBIR LI EF S
(B EER T 2 51y) 2B UHEHERE =T,
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(At - HE]

S RA OREMAEYBREET VEFIH Loy I 2 b— 3 X0 | miERE
HIHI1200 mgZ Q3W, 400 mgZQ6W X iL10 mg/kg () Z2MAMIEE (LLF TQw) &
W ,) TEG LBEO SEE A O G P IRESRFT SN, ZTORE, ST
K400 mgZ QO6W TH G- L 7= BE D sl FiE BA 0 & H R RE I 3 1T 2 P38 i i fE

(LLF [Cavgss) EV9,) 1, SUEEERAI200 mga Q3W THE G- L 72BRD Cavgss & FEILL
THETHESNE (FHR), 7o, SIHEEHERAI400 mga QoW TH 5 L 7=BR 0 SilEkE
BFNOEFRBIZH T 2 MIETIRE (LLT [Chass) EVN90) 13, AT 200
mgZ Q3W CTHH: LTZBED Craxss & LI L TREEZ R T & FRISNTZ B OD, HARNESE
IZB W CHARMEDNHER ST D ik HETH 2 S EHERA10 mg/kg (RE) 2Q2W
TG LTZBR D Crnaxss & R U TR 2R3 & TRIS L2 (FR), 60, Al
B & et R SRR ERAI400 mg & QOW T G- L 72445 1 #HskBR (KEYNOTE-5557
BR) X 0O N RIS EPBE T A —X (X, v Ialb—rva itk Tl
LT7cEEMENRE N T A —& CHEL L7 (FR), AT, #EON AT T 2 AR
PRI LD & | AL A A O W R B & A I T A & o B 2 i 2 MR R SUG
TV S, SR EREREDE1200 mgZ Q3W X 1E400 mga QoW T 5 L 7-BR DRz
& AIME TR ML OB EIZ OV TRE SN fER. Lo HE - HEOM THA)
PR OVZ VIR R IT 72 & TRl S LT,

KT REHERAORYBIRF X —F

[ Crmax Cave Crin Crmaxss Cavess Coin.ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W' (58.55?.519.7) (27.27?.298.1) (17.18?.11 8.3) (91.97?.984.1) (49.?3(,)? 1.0) (30.35(,)‘39 1.4)
400 mg Q6W (a 23; 4) (32,30??2_7) (10.11(,).16 0.8) (145?49) (50.51(,).57 1.3) (19%?;0.9)
40(();‘2;%1%\)\] (1351.2,6.10 ;6.4) NA (14.1:?;4) NA NA NA
10 mg/kg Q2W* (21;2223) (14;?‘1145) (1 1;1 ?21) (422,2233) (272,7282) (19;,9;00)

t:n=2993, 100 BIDT I = L— 3 1 & 0 EH S-S EHMEO P RE (2.5%4, 97.5%4) . Cmax : A
B 5-1% Dl MIETIREE . Cavg : MIEHR 5% OFMIEPIRE . Cuin : MIERGH (VA 712 FEHD Ofifil
TEHEIE, Cmaxss 1 EFIRTEICRT D RmMLiEFIEE, Caows : EFIRIEICE T 2 FHIMTFEF I, Cminss 1 EF IR
HEIZ 31T 2 Al i Hh i

156 BIORMEEIE (95%(EFIXH)

§ : 41 FIOBTEIIE (95%FH X M)

NA : #3472 L
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4. FERIZOWNT

PSS Y A 7 EHEEE (RMP) (23D & | ARHKI O 3K G 22 BV ERETE B~ B ) (4
D Dk T o T, RANOFE G WY 72 BH 2 2W - FrE L, AAIOFTEGICT LY BHEE
7RBEIMER ZRBL L 72BRISx T 5 Z E DB 72728 LLF OO~@ D3 T Zii 7= 7
FRICBWTHEHATIRETH D,

O MEERIZOWVT

D-1 Fi2d (1) ~ (5) DTN YT IR THD I &,

() EEZEBREDIRET D0 A S HEEERLRBT S (BB RS A SR BE L SR
HiE A A RSB IR RRE . HUES AR 7R &)

(2) FEEHEREIRRE

(3) FRESFRAEEET 20 AR R (DS A PGB ERbt, 03 AR
W 19FRE. 23 ARSI EEHEE R 2 &)

(4) I RACFERIERE A2 R E L, S RIERC LR 1, S RIS L 2R IE 2R 2
ATH RIS SR 3 OfiRR SR HEI AR D M 21T > TV D fitiak

(5) BrEEMERESAIALE BUINR OfE EAEITLR D | 21T - TV S Jitiek

DO-2 =S O FRE L ORIWER R BLRE O XHSIZ 57 7o ek & BB A2 Fe o= (F
ROWTIDITEZ YT HER) A, Y2 BB OARFICET 51RO ETH & L CEE
EhTnnZ &,
<
o [EAIGFFEUSE 2 FOYMPHE ZAE T L7212 S FLLE DO ATRE DERRIHE %
ITHoTWAHZ L, 96, 2 RIT, BDAEYREEZ L LEBRIERFOHE
EIToTWAHZ L,
o [EREFFEUSEZ 2 FEOMMINHEZE T L2 RIC4FLL LOBRRBRZ AL TV D
Zl, 9B 3L, b ARHES D0 A SRMIRTE & G e h TR IR O SR AHE
EIToTWbH I L,

© BENDOEEMFREBROMEHIZONT

3R A 1 B BRICAEF 9 2 LA DS E S v, BUERAZED D OIFHRE A, A - &«
IR OB B ONERSE ISR 5 G et A FFRMNELE LG E OWE
EG, FEDRESPIATON D EHIRE- TV Z L,

17



@ BHEA~ORRIZONT
®-1 FaaRAHICBEY 5 E M

VR M AR R O BB e BIPE A 233628 L 72 BRI, 24 BERIRSIRIAHI O T, Mi%itiak X
(FEE IR I T JEEL L2 RITERNIZIS U CTABREELL OF CT O RIVER ORI 4
AR ORERD Y B HICE DAL, EDICHS R RN TS L,

@2 ERUEEEIC L DA EERANICET 5 Bt

ARSI B B R i B O e 2 T B R AE T E B RIERIE =4 U > 7
EEOIERORY V== T EATVTIRE LG @A AT CE D F— LR 255
SN TWDZ &, 72, EBIRHIEHIZOWNT, z)\/‘/'%%k%@%ﬁﬁﬁ‘l“ﬁj\@l}%%ﬂéﬂf
VB L,

@-3 BIEAOBZErXIRICBEIL T

RIWER (FEMEMEBIZINZ . KIBK - NMEK - BEO TH, BUEH% - A4 - i
BERERE S - ¢ - BEALPENRE K, B TE (RMEFIEMER &, REKEERE) . N
orublEE (TEAPERERE T, HURIREEREREE , BIFHRREREE) . 1| BRERIE, 5 & 9K
K. TR - BRBUTHRUEIE . R, BN IARREAN A2, HHEE O R @R (Fhagith 3k e Bsr
FMRIE . FREREIEIREMRRE, IR, FERIEIESE) . infusion reaction, JM72% « S -
FEES . TEIERSIERE . MPRRFEE (T2 « N U—JEEREAE) | DA, B2 Mk
(G MR MR PESE BT . TR L, JREFEREE . MERERIERIES) . HEDOH K,
M2, MERERIEGERE, S (CxF LT, Yikhiak U TEEME OB MMt 2 6
T 5 ER & EEE U (RIEH OZWrOoxSICBE L TSR VSR Z =T b5 & HITH D
Z &), BEHITERLENTE HEHPESTND Z L,

18



5. REMBRLLRDBE
(A2 L B9 % F 1]

@

RIBHIIEE DB N 72 < ALSFIRIERR O 720 (LR R & L C o5&
<) T ITHROFESEREEZIZBW T, K&, X7 VXX L EOT T T
Kl (AT ZFXIIINRTZF ) OFFRHBEEGLITAA], <7 U Z &L,
TIFFHE (AT TFUORINIINRTTF L)) O X< 7 OH %S
DOHEMENTREN TS,

HEAT SO FFE O 7= S B 123 L Cid, EREEEFRS MRS (KEYNOTE-826 it
BR) 12\ T, PD-L1 %8815 (CPS*) 2L 0 AZMEN B 72 DH M AR X T
52 L (p6~8 %) 76 CPS HIDAKRKDE M DN T AT B iR L7 F T
JRBEDFIRZITH) ZENLEE LW, CPS 8 1 RiiTh D Z & NMER SN HBEIC
BT, RKHLAOIEEEIRIE S ZET 5,

* o RKFIOZMIFK L LC, PD-L1IHC 22C3 pharmDx [ 4 =] (HR5E4) MNEAR SN TS,

FIBIED FIGO2014 TSN D I B2~1TB # (V o EiEBHE) IM~IVA
B} (U o BB OIENE) O JRETHETT T E SR R ICB VT AKIE CCRT
(VAT T F RREGFA T TOINBIRS, KO O%O/INRRIEHR) & OPFRES
DENED RS TN D,

TREIZEZ Y T D ARAN O 5 K OE T IEIZ DWW TR, RBAIOA WD L ST
S AFIDOBGRRLIRBIRN,

o iR mBbIRIE

o OXIQTAHAIDABMEIN R S L TWIRWOFUENEEE A & O 5
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[ZzVEICBE 4 2 F1A]

O TFTRICENYTL2EFICOVTEAFOEENER L SN TWD Z s, &5 51T
DNz by
o KAEIDBS IR LI BEUE DBEEIED & 2 B3

@ VREATOFMICH N T TRICHE Y T 2 BE IOV UL, AFIOFEITHERE S e

D, ADOTRFIBIE D R WIGEITIRY | HEICAHIZFENT 52 L E2BETE D,

o MEMMZEEOAED IO H 5 EE

o FaEBEGR A CRIE R 2R 5 B K ONE B D Fl #i il 2 o5 g i 2%
FEOMIZRIEMEZE LR HA BN D BE

o HOMERBOED, UTEMER 7 L < ITFERMED B R E OO
b5 B

o BB AIE (EMm@MaBEEL ST Ob b EE
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6.
@
@
®

BEICERL THEETREFHE

AT SCERE TN 2, B IR 3 D RS 2 BB 1T 3D & ARH D etk K OV 1E i
DT OIZ B HZ I L TR 5 2 &

TRIRBARICIENL S | BB XX E OFIRICAHINE R EREZ +o3 L, RE x5
TmbEGT5HZ L,

FEREWERH O~ R T A MZDWNT

MEMEMEEDR D b D Z ENHHDT, KFORGIZHT-->TiE, PIHE
K CEEIFL, PERIRIEE, %) O O X S A O F s, 8l
32479 2 &, Fo. MBS UTRE CT, Iig~— 0 —%OMi# % Fi
T5Z &,

infusion reaction 23 & 5415 Z & 23 & 5, infusion reaction 23728 H AL GH T
(%, WEIRAE 21T O & &b, SRR EE T S £ TREDOREBE 0Bl
THZ L,

FOR IR RERRE . TR R ORIBEHEREERN L b2 H 5D
T, ARHIOFG-BAGART R O G I E IR N s e s (TSH, 0#8f
T3. #EHE T4, ACTH, I =/vF > —VSEORIE) % FEhid 52 &,

BIERT . A4, iRERESE . IR, BEEIERPN O b Z 3B 5
DT, AFN O E-BAAART & O G-I F i3 E IR T RERR & (AST. ALT.
v-GTP, Al-P, BV LVEVEHDONIE) 2FEiid 252 &,

SE IR (MR ML BRERE ) FOEERIREEN S bbb D
ZEenHHOT, EMMICIROREOFREZMET 52 &, £, IROEFE N
RO BTG, EONCERENEZ2T 0 L) BELRET L2 L,
AFNOEGIZ XY BEORERISICERT 5 &5 2 bl dikx IR B RE
DHLONDLZ ENbD, BREPRDO NG, BELZFZRIIS LT
BRI 7o Fnatk & AR A B OBl & s U CE bl 2 i R W 21 T I D E
BOSZ £ 2 RIWER A8 2581213 AAIORIE T F IR, K ORIE B R
WEVRIOBRGEZZETHZ L, B, BIERERLVE L OERGIZEETE
FHOUENRFRD BV WA, B B A DA OaEmiilA o n
LEET DL,

BeGHTHR . BOEBIN B8y ARE L T LREIERR RT3 H 5720,
KB OBEHE TR HRER OB 2ITHEET D2 &,

1 BUBEPRI  (BIE 1 BUBER I 2 &) 23 Hbdv, BERPMES b7 v R—3 X
WZELZENRHLOT, A, Bl RM-FOEIROREBL M ED F5-I12+
SEETDHZ &, 1 BBEREN DN G AICITEGEF L, AR 8
HlO5EDOEY) R EEZITO 2 &,

SRR OER R IZ BV T, KEYNOTE-826 it CIIMmE/EAEIIT G, 54
BEECIHOMME I & Z BRI 128 2 S ICHEIMEOFMMEIT > T2 &
K OYKEYNOTE-A18 3852 TlX CCRT 5& T #4775 2 H[MI1E 12 R Z & 2/ MO RE
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52 &,
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1. IILBIZ

=S5 DH N « B RMEOREROT-OIZIL, I SCEEIZE S W2 Ee AR D
5D, 5T, IWEORAHEMOEANC LV | PUREIKSL 72 & OF 072 8T HVE %
FFEIMPARINDLH T, 2N O DOEHKZEICLER BRI 5 2 L3RR
AR & o TR Y RIFMBGER & SO FA T #2016 (FRk 28 42 6 A 2 HEERE)
IZBWThH, FHERLEOHHORBEHEEZXS Z LS TWn5,

BFORERE ST, BB 2T 0 7 7 A VBB OESK L &7 5 5
RHZENDHD, ZDH, AMELOLZEMEIZET L ERSHERT 5 E TOM,
WMELEIL O BE LR ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDNVREEL U7 BRI B et i & & D 2 & DS AREZR — 18 O B 2 i 7= 3 A% BE CHE
THZENEETHD,

LTeRoT, KAA RTA 2T, BIFREREC N E TIZE LN TV A EFIKER -
B RIS & | LT ORI O i 7o 2 HEE T 2880 b B R EE & %
F RO EFHER~T,

I, ARITA KT A 0%, MSIATEBOE NESE SRR S, A E AR AR
BRI s . — M A B ARERIR N E & L OB N B AR iR 52 O i /) o
b EERK LT,

KoL I DEIES  RaTn ) A~ (B8 Z)

R LR DREUTIR © B ST EEAME O R PEMERS AT B AR Y o<

HELRHAMERORE B, KA, Xa7el X~v7 GEEHHEfEZ) & LT, 1
[6] 200 mg % 3 M [E HIFFE S 1 1] 400 mg & 6 i [HFEIRE T 30 57
2 TRIFEFET D,

KL RDEIRES  RAT7n ) A~ (B HHER) - XTeT7re=F—¥ 7T
N7 7 GBS Z)

KB LT D R IBE + T3 ST RGBT O IR MERER KA R B U o i

SELRAMERORE : @E . A, A7 n ) X~ (BETHEiz:) KO
Thrun=x—¥ TNLT7y (ErfHE#z) L LT, e
[F1395 mg }2 UM4,800 AL 2 3 IR T~ L7 mr ) X~7 (GBS
TR Z) KORT e T =4 —8 T7 7 GEin i)
E LT, ZNZEN1EIT90 mgkk 9,600 HA 2 61 [ ftllm TR T 1
535,




2. AF DK, 1ERBERF

NRA7rl) Xv7 Bz CUF, TREEERA) X, PD-1 (programmed
cell death-1) £ Z DV > R TH D PD-L1 LUPD-L2 & OfESZEHEAET S, & Mb
[gG4 &/ 7 a—FNAHURTHY, XaTvn ) Xv7 (Ba#z) - XJe71re=
Z—¥ TNAT7y GBEETME#EZ) (IR, TRFERAD (LR, mAlE TRA] &
) RV E RS e T Aan=X—F TAT7y GBETHILZ) 2587 5EAKIT
H 5D,

PD-1 #REIE T I 5028 B AR REAE s WKL D 72 D12 28 AR A3 4= 5 32 72 e g il 40
AA w F T, PD-1 1%, EFEZRREBICI WD TEER T MifuoMinLmIcBEL L, B %
P SO % B e A Tl 72 S0 OS2 %, 37ebBH, PD-1 (XU T2 R EfH
ATHZ LKV PURZRIRICL D v 7P Ve AICHIET 2% B/IKTH S, PD-L1
DIEFFIC BT 28BUTD TN TH LN, L OB AMBTIX T HlBOM X %Mz 5
IEEBENCRBLL TV D, BAMIIZICEIT D PD-L1 OERBIE, B, s,
A . SO, FE/ NRRIE 7 & OB A Ze A TTRARKR 7 TH Y | fRWALFE
& OMBEERRE I TWD,

BEL DD DGR T & PD-L1 FELOFEEMED S PD-1 & PD-L1 OB ILNEE O
FPE R B W CEERRE ZHH ) Z L AVRBREINTEY B2 ARROER L L
THFRFSN TV D,

XRgeriu=F—t TLT7y (BrEfaz) X, —RHL-RFTNICE 7 La
VEEGRT D R ) av X —BThDH, B Tva UERIIKE THEROMIaN~ R Y
o7 AT HEPETHY . R Trn=F—¥Y TIL7r (BEETHEEZ) OF
PEIZ K0 B2 TR D oy Bt e ONRaB ME 3 L, 2 FICRIRER 5 & 25 F O 262D MiE it
b,

RA7n ) X<7 GEaf##iz) L. PD-1 & PD-L1 X ONPD-L2 Ol U > KO#E
AEMET D Z LI L0 JEEM RS P ORISR RIS EME T U v oRER 2151
SH, PUEBE R A FIEME (LT 5 2 & CHUIEESIR AT 5,

AAN DRI 55 < B DS SUSIT & B BERS S 8 & b, B LTI
BB RN D B, ARIOR G PR OB HHICIE, BEOBLEE T, RENE
W &IV BT, B3 L RIS U SEFRRG A A & R A RSO PR L s LT
ORI AT BEORIEUSIC &5 RIEMASFEDN S BA I, BIBRERL
LA GO INE AT ) LED B 5.



3. BB
P SRR ME O JFUSPERERRE /MRS B il U o fE 2
WFIZ R 217 o 72 T 72 i R il BR D ki 2 o 97,

(A 2hE]

@© EANE I
FHEX

B (KEYNOTE-A33
VLEERME O SRR MEERE SRR B MR U L RBEEETED (7 #) RIS, A

alR)

m {P}i H%Eiﬁl O)%um

T EFAERL] 200 mg 3 WM (LAT TQ3W] L9 ,) #B5-OHEKE VLMD et
iz,

ST @g;) 2790 [HET IWG criteria (2007)

72%h (CR) XL z%h (PR) OFIE] |

(S S FRHIEIC L D 5wE
LRIDEBY THoT,

D (i) a%ﬁmﬁﬁﬁiﬂﬁ%ﬁﬁé ﬁ%ém ab%%m‘_%%‘ (i) BZFEmsHEBREg 60
HEINIZ CR ZH LIZ PR G B N o B3, XUE (i) H Z 5 eS| 2 R @k

ThoH5AE. 2EU EORTEEEZ =T, B L<IX

ELT DRI IR Lo B

#1 FERE (KEYNOTE-A33ER)
741
7248785 (CR) 1 (14.3)
ik #45328%) (PR) 2 (28.6)
©%) #ZE (SD) 1 (14.3)
#17 (PD) 3 (42.9)
FhE% (CR+PR) (%) 42.9
(95%(EHE X [H) (9.9, 81.6)




© s I

7% (CR) XUFiRoy
E2) (1) BFE MR R IS FE A
HUANIZ CR #5 L <IE PR MG DR o T2 3L (i) A FIE A A g

R (KEYNOTE-170 &
B ST EYE O JFIPERERE AR B i U oS IERETD (53 f61]) Zxgic,
T EFERA] 200 mg Q3W e 5- DA 0 K OV 4
FHEFHMEE Th 5845 [KET IWG criteria (2007)
7% (PR) OFIE] X, K20DEBY Tholz,
6 B AL B

PEDSRRET Sz,
(CED S PRHEIC X D 7Ee

Thoya., 2B LORNREL T, B L IXEEOIRREZICHIE LIz EE

#2 HHERE (KEYNOTE-17038R)

5345

5E4228%) (CR) 10 (18.9)

P %Bia:%*b (PR) 14 (26.4)

%) Zz;? (SD) 5 (9.4)
#1717 (PD) 13 (24.5)
FHmARE 11 (20.8)

5% (CR+PR) (%) 453
(95%1EHHIX [#]) (31.6, 59.6)

(i) HZFiE ez 60




[Zpt]
@© EANE I

#ER (KEYNOTE-A33:45R)

HEHES TR AT (100.0%) 12RO v, BWEAILS/7H (71.4%) (23R

bivlz, BWERIZR3IDEBY ThoTo,
#3 BIFA (KEYNOTE-A33RER) (Z2MEMITxSER)
SRERIRSI¥E (SOC: System Organ Class) ZEAGE @ﬁﬁ/;;g
(PT: Preferred Term) " “7 5

(MedDRA/T ver.25.0) 4=Grade Grade 3-4 Grade 5
REIEH 5 (71.4) 2 (28.6) 0
MiER LY > RfEE

FEEPEAT BRI E 1 (14.3) 1 (14.3) 0

B ER A iE 2 (28.6) 2 (28.6) 0
PR R PR

I 1 (14.3) 0 0
MR, MEREs L OMERREREE

gtk 1 (14.3) 0 0
B R X OV T kb

FLBE 1 (14.3) 0 0
—f% - EHEER X OB G ORE

FEEL 2 (28.6) 0 0
BRI AR AL

TI=2T ) NIRRT =T —BHIN (28.6)

TANRGEET I N T AT =2 F—EHN (28.6)

B, AFHERE

K - HEO T, BHEERT (RMEREME
IRPRRERR T . HUIRIRPEREREE . BIRPRREREE) . VBEIRIA, S & DMk, iRk - BUEH
MREREE (72« NUERRES) . EEOREES (harkREE
BN SE . EAE A B U AE

RRAARIE T |

SFERMRIE, B EREIEARIEMERE . SSIALBE, B RIESE) . Mo -
DM, BEEZ MRS (M MM ESRBER . it i, JRIFERES ., MEREkL
ERIESS) . EEEOB K., MERERAIEMEREE. infusion reaction &z OSEEZ 1%

EE I (28.6%) TR LIz, F7-. FIEMMZEE, K% -
RERIAR 5 . NoWEE (T

%Hx%\

RO BN o T,

ARNWEMFEHRRDUIEEFS (RARERRE25T) 230ERETT,

/N



@ WS E N FERER (KEYNOTE-170585%)
FHEFEZIIHBR M T50/536] (94.3%) (238D v, BITERIX30/5361 (56.6%) (Z&8
D BT, BEENS%UL EORIERIZFR4IO L EBY THoT-,

#4 FHEBRP%ULOBIEA (KEYNOTE-1705%) (MM sER)
Bl (%)

#EBIKS¥E (SOC: System Organ Class) e

FAEE (PT: Preferred Term) ﬁ%aﬁi

(MedDRA/J ver.25.0) 4= Grade Grade 3-4 Grade 5
ERIEH 30 (56.6) 12 (22.6) 0
RS SRR INFAEA -

T BRI iE 10 (18.9) 7 (13.2) 0
P WAE

R I BB AR T iE 4 (7.5) 0 0
—f% - 2HEER LOEGHAOREE

1% J)9E 5 9.4) 1 (1.9) 0
T 3 (5.7) 0 0
FEEL 3 (5.7 0 0

7pde. IFHEREREEIZ40] (7.5%) . WobEs (FEAERERETE ., FUIRIRIERERE S, Al
EHREEREE) 13561 (9.4%) KOWHRREEDE (F7 2 « N —JEERE) 13161 (1.9%)
TRO LNz, £, MEMEMEER, RIBK - /MK - HEOTH, BEREE R
BRVEMER 8, SRERIRERE) . HBERP ., 5 & 9Bk, ik - BIBHRUARIE, JEXK .
DR EEE (TR BT, B RIFEIRIE R, ZTALEE, BRI |
M2 - BEMESE . EIEALEEGE, GOk, B MRS (SN MRS PSR B |
T L, FREFERES, MERERIEKESE) | HE OB R, MIKEBJEMRE, infusion reaction
K ORERZITER D bivie o7z, AREWERFBURIUIBEESS (BIRREMEE T 25 T)
rE R R T T,



(At - HE]

SR RA O EMEYEREE T VAR L2V 2 2 b—y g X 0| ATEERE
H4341200 mgZ Q3W, 400 mgZx 6JAMIMME (LA T TQeW] &9 ,) XiX10 mgkg ()
ZOHEMIFEME (LT TQ2WJ w9 ,) TEE L 7=BE o sk i 5450 o M i H i B A3 f
SENTZ, TOREE, SAFEHERAI400 mgA QOW TH G- L /=B D s #hvE A o i i
WRBIZ BT 2 MIEFIRE (BLT [Cagss) EVWVV9,) 1E, SATEFHERA200 mga Q3W
TG LTZBE D Corgss EHARIT 5 & PRI ST (TR, T 72, A HERAI400 mgZ Q6W
THEG LB st g o @ s iBlc B0 2 @ MiE T IRE (LLT TChas) &V
9 o) . AT FERLIAI200 mg A Q3W TH 5 L 72 BE 0D Crnaxss & HLBE U CREME 2 759~ & T
SNTZHLOD, BARNBFIZBW THARMEDIHER I N TWD HIE - HETH 5 AJlbirE
fHI0 mgkg (AE) 2Q2W THE L72BED Crauss & L L TIREZ /R & THIS U7

(T, S5HI2, EHERAMERS % X8I #1400 mgZ QoW THe G- L 7ok
% 1 FHFBR (KEYNOTE-55535%) L 0 15 572 BHEIC S < EWEhRE T A — 2%,
V3al—va ik PRILZEYEIRE T A —Z LB L7 (THR), i T, #
BOMNAFEICIIT 2 ERARBBREGRE T D & | R EHE A Ol R & & A 20 U ek
& OB ZMRFTT DB SULNE T VDA S h, A EHERLAI200 mgZ Q3W X iX400
mg% Q6W THe 5 L 7= BEOBR TR & & A WE T2 2k & OBIEIZ OV TR S VT fE R,
FREORE - HEORM THOWE R ORI/ =R IT R0 & PRl S iz,

®5 REHEEFIOEYBLNT A —F

Fﬁ{f . )EHE Cinax Cavg Chin Cmax,ss Cavg,ss Cmin,ss
= (ng/mL) (ng/mL) (ng/mL) (ng/mL) (ng/mL) (ng/mL)
59.1 27.9 18.1 92.8 50.4 30.9
+
200 mg Q3W (58.5,59.7) (27.7,28.1) (17.8,18.3) (91.7,94.1) (49.8,51.0) (30.5,31.4)
123 324 10.6 148 50.7 20.3
+
400 mg Q6W (122, 124) (32.0,32.7) (10.4, 10.8) (146, 149) (50.1,51.3) (19.8,20.9)
400 mg Q6W 136.0% 14.9%
(SZE) (135.6,136.4) NA (14.4,15.4) NA NA NA
220 144 119 428 279 197
+
10mgkg Q2WT| (518 573 (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
T:n=2993, 100 [AIDY I =2 L—3 a3 A KXY B SN RMEHEO PR (2.5%4, 97.5%4)  Cmax : HIFEI

BEROREMIETHRE, Cav : FIEH SR OFEMIE PHRE, Cuin : MIEEREGHZ (1 2702 BEAD) Ol
TETIREE, Cmaxss : EFRIBICIS T 2 B MIE TR, Cavess 1 EHFRIBIZIS T 2 FHMIETIRE, Crinss 1 EH IR
REIC IS 1 B SB35 i 2
156 BIDOKATEEIE (95%(FHIXTH)
§ 1 41 BIDRATEIE (95%(FHIXTH)

NA : 472 L




4. FERIZOWNT

PSS Y A 7 EHEEE (RMP) (23D & | ARHKI O 3K G 22 BV ERETE B~ B ) (4
D Dk T o T, RANOFE G WY 72 BH 2 2W - FrE L, AAIOFTEGICT LY BHEE
7RBEIMER ZRBL L 72BRISx T 5 Z E DB 72728 LLF OO~@ D3 T Zii 7= 7
FRICBWTHEHATIRETH D,

O MEFRITONT

®-1 FiLo (1) ~ (5) OWTHNNIIEET Dk ThHhDHZ &,

(1) JEATBRERET D05 A FoEHEILAR RS (FRE IR A S FE L AR
Hidgk 23 ARSI R . Mg AS AU RS IERR R A L)

() FrEtghEmbE

(3) FBENFIRFNFNEE T D0 A EEERPE (S AR ERPT, 23 A2 E
IR, S A BFGEEEHEER e )

(4) ARACFEIEE 2 FE U, SRIER L RIE R 1 ARG Lk ioE 2
SIS RS Lo R E SR 3 DOfiiak L E AR DM 21T > TV D fiak

(5) HUEMERESAI LTS BN OfE R FAEI AR 2 | H 21T > T D Sk

@-2 JFEPERERR AR B AL U > SIEOA bR K OVRIE S BLRE O K2+ 57 72
ik & RXBR A FEOERM (TROWT IS T HIERM) 2, Yk OARFNZEE T
HIEEOBEMLFE L LTRHESNLTWD Z &,
<
o [EAIGFFEUSE 2 FOYMPHE ZAE T L7212 S FLLE DO ATRE DERRIHE %
ITHoTWAHZ L, 96, 2 RIT, BDAEYREEZ L LEBRIERFOHE
EIToTWAHZ L,
o [EREFFEUSEZ 2 FEOMMINHEZE T L2 RIC4FLL LOBRRBRZ AL TV D
Z &, 9B, 3HLLEIT, EMARENENEE O A SKYEE 2 & IR IR 5 OB
ExEZITo-TWNDHI L&,

@ BENOEKMFHREHDOKHIZOWNT

PSR BB BT 2 B A DR E S, BRSO oA D, Aotk - %
YRS PRE RO E B OERZE ST 2 @i, AEFFGNBE LI2GEomE
¥, FERESDIATON LRGN ESTWNWD Z Lk,



@ BHEA~ORRIZONT
®-1 FaaRAHICBEY 5 E M

VR M AR R O BB e BIPE A 233628 L 72 BRI, 24 BERIRSIRIAHI O T, Mi%itiak X
(FEE IR I T JEEL L2 RITERNIZIS U CTABREELL OF CT O RIVER ORI 4
AR ORERD Y B HICE DAL, EDICHS R RN TS L,

@2 ERUEEEIC L DA EERANICET 5 Bt

ARSI B B R i B O e 2 T B R AE T E B RIERIE =4 U > 7
EEOIERORY V== T EATVTIRE LG @A AT CE D F— LR 255
SN TWDZ &, 72, EBIRHIEHIZOWNT, z)\/‘/'%%k%@%ﬁﬁﬁ‘l“ﬁj\@l}%%ﬂéﬂf
VB L,

@-3 BIEAOBZErXIRICBEIL T

RIWER (FEMEMEBIZINZ . KIBK - NMEK - BEO TH, BUEH% - A4 - i
BERERE S - ¢ - BEALPENRE K, B TE (RMEFIEMER &, REKEERE) . N
orublEE (TEAPERERE T, HURIREEREREE , BIFHRREREE) . 1| BRERIE, 5 & 9K
K. TR - BRBUTHRUEIE . R, BN IARREAN A2, HHEE O R @R (Fhagith 3k e Bsr
FMRIE . FREREIEIREMRRE, IR, FERIEIESE) . infusion reaction, JM72% « S -
FEES . TEIERSIERE . MPRRFEE (T2 « N U—JEEREAE) | DA, B2 Mk
(G MR MR PESE BT . TR L, JREFEREE . MERERIERIES) . HEDOH K,
M2, MERERIEGERE, S (CxF LT, Yikhiak U TEEME OB MMt 2 6
T 5 ER & EEE U (RIEH OZWrOoxSICBE L TSR VSR Z =T b5 & HITH D
Z &), BEHITERLENTE HEHPESTND Z L,

10



5. BEXB LR HRE
[B2h B3 % 1]
O TRICEYTH2REICEBWTABIOFEIMEN REILTND,
HZEEMSBMRBAERZICHENRD b EE
o HFEMEMIHEE 60 H LANIZ CR XL PR N5 Lo T2 BE
o AFEMBHILBAICREE CH DA, 2 FMEU EORNEEZ %, W
U < VXELE OTREZ ISR Lo B

@  FRUCES T R FIEICOW TR, RHIOHIENHESL SN TE LT, RO
BXR eI,
o ALFERRERIBRO B
o fOPUEMEREEA & OHFH

(PB4 % FH]
O TRRICEZY T HEITIZOVTIIAFOERGNEER L SN TWL Z &b, &5 %217
DRIk
o ARHBNDOESTITXE LIsBUE OB ERED & 5 B

@ IRFEATOFMIZI VT RIS ST 2 BF IOV T, AR OB G-I S 0

IR, OTEFETR DS 2 WNIGEIZIRY | HEBEICAKZEN T2 2L 2BETE D,

o MHEMMELEOED UIFITEDH 2 EH

o MaEBmEigAR A CRVE S 238 2 A M ONE RN O HU SR At 2 o J Gt fiti 7%
LEOICRIEMEEA DI D B

o HOREREBOEOF TR L ITHFREMED B O R E OB ERE O
b o ERE

o JESBEOH 5 BE (B FE i e 2 Bk <)

o EEOBYSUIBEEE AT L BE

e ECOG Performance Status 3-4 "V o &

WED ECOG @ Performance Status (PS)

Score E#

0 |ESMERIETE 5, BWATE R LA EAERIHIRZ AT D,

PRREIZI LUEBNEHIR S 225, BATAIRE T, BAIEESE > TOMERITITO LN TE D,
Bl mOFE FEEE

TR CHGDOH DRI O Z LT T X THELEDERIITE W, HHO 50%LL Eid~y 4Tl 27,

RENTZHODOHOEY OZ L LNTERY, BFO 50%L, L&~y R+l Zd,

F G S S ]

ELENT RV, BAOHOEY DOZ L34 TERY, BEICy R+l Id,

11




6.
@
@
®

BEICERL THEETREFHE

AT SCERE TN 2, B IR 3 D RS 2 BB 1T 3D & ARH D etk K OV 1E i
DT OIZ B HZ I L TR 5 2 &

TRIRBARICIENL S | BB XX E OFIRICAHINE R EREZ +o3 L, RE x5
TmbEGT5HZ L,

FEREWERH O~ R T A MZDWNT

MEMEMEEDR D b D Z ENHHDT, KFORGIZHT-->TiE, PIHE
K CEEIFL, PERIRIEE, %) O O X S A O F s, 8l
32479 2 &, Fo. MBS UTRE CT, Iig~— 0 —%OMi# % Fi
T5Z &,

infusion reaction 23 & 5415 Z & 23 & 5, infusion reaction 23728 H AL GH T
(%, WEIRAE 21T O & &b, SRR EE T S £ TREDOREBE 0Bl
THZ L,

FOR IR RERRE . TR R ORIBEHEREERN L b2 H 5D
T, ARHIOFG-BAGART R O G I E IR N s e s (TSH, 0#8f
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