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T, Mk X iﬁ[‘m:l:}%&&?@?ﬁﬁﬁii%ﬁTé PERH & L
(BIERH ORZWroxHs 2B U TS R U EE2 <0 5 5 &40
WA L) BHICHEE R NEN TE AEGFINESTNDEZ &,

< NS - TEEED T,
- FEEVERRGS 46 B EkRERE

&T&

(

%% il
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1. FC®Ii
KHA KT A T BRI ETICHOITW S EFIE PN - BHEn e

Eo&, UTORELORERMER 2 HEEST 288006, o7 nl) X<7 (BaFi

#iz) (AT, TRAN) 2T HRISRO N D ZER TR EGENRERDEL &

Y AERRER. BRIRRE ., RGBS U TRET N EFIFIZ OV UL, i OEA1L

ST CE R OERES Y 27 EHEE (LU, TRMP] ) 22845 Z &,

K OKRBREXIIZIR D O b BREIUTERES 2 AT 5 HAEHE R LBER BT 2
Al ORER, ERA, EFEESEOME, AR R EMEORREIZE T D RS
14 58565 2 THER 3 A B AETOWVT IS HREY Liwv LHlrs i (Ffh e F 5
) o BALSIIEAICER RMP TR BRARSGRE. RGICBR L TRE T
SHEHEDODNENMER TEDLZ b, ZNODOHRMEEME LT A 74 128Y
Bzl (e s H) .

B AAA KT A 0 MIATEUE ANER M BRSO, AREMIEABAR
HERIERS 7 — AR N AABRIRINRE 2 — A tERE A B SR B HRA
FHE2 R N EEIEN B AR APEARI AR OB 10 LAFRR LT,

Rl R B ERL AT R Y T (GEIETFHEE L)

KL RBIETEDE « PR UL MR & A7 5 ST
SR T ISR E T 5547 B AT - i AeLs

R R BERCER « TR ULERERS 2473 2 S
WE . AL SAT e X GREFEL) LT, 1
200mg % 3 78RR IL 1 [F] 400 mg % 6 JAT RIFRC 30 4704 F
T T 5.,

SRR TIESEERE (B U AR - A B IRTE

WRTMENERE T, WE., RAZIE, a7 nl X<+ &
FMLZ) & LCL 1181200 mg % 3 AMIERE ST 1 [E] 400 mg % 6
AR T 30 oM TRIBEHET 5, £ O%, IFREHIRIET
X, HERRRE UL Y R T T F vk TR & o fF
HlzBnT, Raval) X~7 (BEFHEBZ) & LT, 1F200
mg % 3 WM E 171 400 mg % 6 BRI T 30 02T T
SRR D, TGk, 3 BN G- 05E . TR
FIE 2 [\ E T WL 15 BlE T, 6 BUFEEREG D%
B, WATBEEIT L B E T, INEMIREILSFETET A,




2. WEERIZHOWT

RFN OG- 7 BEZZE - $FE L, FAlOZRS I Ly BEEREBWER2FEHRA L
BRICxHinT B 2 ERNELT2D, LTOO~Q D3 T %{?Etﬂ“ﬁmu CBWTHEHT S
_ETH D,

@ HERIZHOWVT

O-1 T (1) ~ (5) DNTNCFELT DR THDZ &,

(1) E/EFEREDRE T 505 AP BEHL mURBR S (B AT IR A AR HE S L SR B
HIIR DS A R EEHL IR ET, HURDs A SRR BE e &)

(2) FrEtREH

(3) FEFEREIENEET DB ABEEERN (AR ERbE, A BRI
W Rbe. 3 A EEEHEAE RIS e &)

@) HRIFROEEZFRE U, SRS L FRETERL | SRS L B2k 2

ST KIS LR 3 ORisR IR D M &2 1T > TV B s
(5) PUEEMEREE AT B EMNE O BEEIR D B AT - TV 2D ek

D-2 E@Wﬁ®k¥%@&ﬁ@@%%ﬁﬁ@ﬁﬁ’+A&%ﬁkﬁ%%%0E%Xﬁ
HWHRERD (FROWT NS T 5 EN UTHRAER) 723, Y% EROARANZ 3
HIBEOEFEE S LTEHEINTWDZ &,

7

s ERLFFIRGE 2 FOYHINHEZE T L72&IC 5 FU LD ARR DIRRIHE 2
ToTWD T &, 256 28T, BAKYRIEEZ T L LIEREE T OHE %
fToTnaz L,

o [ERTREFHUE% 2 EOPIIIHE ZME T L% 12 4 FE 0L Lo B S0 BEI 0O
BEE2IT-TEY, 9B, 24U BT, 2SARYREZ & ESEE R 5 f?@ﬁum
RAHEZIT > TWWAB I &,

o EARFF TR AHEMGQTBURE OPIEIWHME ZE T L7282 5 H L R o NSV o
BEENMEEIT > TE Y. 9 b, 24ELLET, DARYEEEZ & OEAR 0N AR
BORERIMEZIT > TWAH Z &,
7B, ABNC L AEEICB W CEEWERSEO2FWER B 5720, BEOIRE
(Y72 2R EMIE EOROWT IR TR 2072 3 A (BESGH R D L2
EROBIWERF B ORIGIZ +0 7e ik & RBE R EM) & OBEEEDO D &
WCBETDHTI b,




@ BRNOEEMEBREEOEHNZOVT

[ S S R B T B T SRR S, B D O A N, B - &
PMEIPHEROEER OEMEICST 2 BRI, AFELBR/LE L EGE0oWmE
., BEREHSNTONDEWHINE-THND T L,

@ BIEA~OXHIZ2OWT
@-1 HEREHICET 5B

MR VERR B O EE AR BIWER N F/E LB, 24 BERI2RIAH O F ., UaZhiak T
RISV T, B LUZBWERIOG U TABREEE O CT Z0RIER ORI/
B ORERAY HRIZE S, EHICHE AR AR 8- T d 2k,

®-2 BERUEEEICLIAEESISCET 2B

IS SR 0 5 IR 2 i e e 2 B T 2 BRI FENRIER =2 ) v 7 &
BWIEROA Y ) —=0 7 2ATOEIRE LIF#RE A TE 5 F— L EREH B S
NTWn Z &, B, BRI OWT, BABE LZOFRIC T RIEm SN TN D
ze,

@-3 BIEROZEr-LoxNCE L T

AR DOEFAL SN LFC BN THERREE STV DENERII LT, Y%k
AR =B R O BT 2 A5 % =il &ofE U (RIER OB S Ic B L THE R
OB HZITONLDFRMHH 2 &) | EBITEYRAEN TE RN E->THD Z
&



3. REMRLRDLBE

O TRICEATLEECOVTRAROESNER L SNTVD Z b, B5E1T
PRIk,
© AHORSIH LIRBOEOBEED & 5 B8

@ BERIOFMIZB W T FRISEY T 2 BE I 20T, AFoE GRS W
W, ADOTEIFEERIE R 72 N GHIZIRY | EEICARAZHEHT 52 L 2ZETE S,
o MEMMEROEH I TS 2 BE
o JEEGIRTE CRIE R 2789 5 B K OVEENE O HUR BBl 2 <ol et it 7% 55

DR RIEMZAL A DI % (B
o HOWREREROGH, OTEMRZRFE U IEFEFEMEO B R REOBEED
0% BE

o JEmBERE (GSISARBEREE ST ObbEE
o RO NIIBFEATHEE
*  ECOG Performance Status 3-4 "V B

“E) ECOG D Performance Status (PS)

Score T

0 | BKERFHTE 2, BT LR L HEAEFENHIIRR AT D,

{ PEBNC I LV EENTHIIR X 508, BITrIBET, BIFRRPE - TOMERIIT Y 2N TE S,
Bl - EVRE, FHIERE

FATARECH S D HOE D O = L S S TAREAERIZTE U, B0 50%H EE~ y KTl =,

RO EZOHFOED O L LnTERY, HTO 50%LL E&Xy KT cild 29,

Blw N

LT, Ba0FOEY O LEe TERY, BRIy RPRF TR,




oS 2

BEEREET A o4

Ravnal) <7 (B z)

~ BN R AE~

SRk 2 942 A (45Fn84E 2 AHET)
JE A A
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A S o e

XU HIZ
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1. I

P3R5 DO IME « R OFEIRD - OIZiE ., IR SUEE IS5l 1E e 3R
Hb, X6IC, ITEOREEMOEARC L0 | PURER G2 & OF e 708 RV R
FERLPERENLIP T, o OEEMZ LIV EREF RIS 2 2 L B3REO
B L 7o THEY REMEBGEE & E O KA G E 2016 (Fpk 28 4F 6 1 2 HBEERE)
Wb, EFEETEOFERAOREHERXRD Z & &I TV A,

HRVE A E SR LT, EREEAS LM T 0 7 7 A VR FEDOEI S &L R
MRHEZERBD, O, AR OEEEICET AERSHSERET S EToOM.
WVHERLOBEAHZT 22 MG SN2 BFICH LTERT D L &b, BIE
FNRE LB B et a & D 2 L SEIREZR o O B A i 72 3 EE R B i A
THZELNEBEETHS,

LM oT, RIA RTA T, BERBBEESCINE TIZB LN TV BIETRE T -
BHA AN S & | LUF OESES OBl 72 &2 T 2880 D LB B B %
FROHBEFRREZRT,

¥, BHA RT A 0%, MNATBOEANE IR EE RGN . DB A B AR
RIS, BEENEA A ARERANE ES R OAREEEN A AEER 2O
Db EERR LT,

KRR DM F A P A— X ETEEE 100mg (— KL - AT n ) v (B
THAHLZ))

WG ERDIRENIDR - B EAE

HELLOMERCHE (8%, AR, ~a7n) Xv7 (@mFEEz) LT 1
[l 200 mg % 3 M MMIFE X 1 18] 400 mg % 6 M MIHFE T 30 5
T TRIERET A, 272 L, WL OREX, K50
12 I HMETET B,

B35 IR 5C ¥ #F - MSD Btk




2. AFIORR. TERAEF

XA ML— & ST 100mg (R4 a7 ) X< (B Z) . LT TR
#l w9 ,) i&, PD-1 (programmed cell death-1) &% @ U #2 KT % PD-L1 XU PD-
L2 & OB EHEEET S, b Mg =/ 7 D~+/V?L{ZIKT3?>%6

PD-1 & HE 1T T MR ﬁ“ﬁ*&%ﬁ%l&n;’ 7o DAY AKBIE D3RI 3 2 02 2 fu 7 i £
A A F T, PD-1 1L, RIS TLER Tﬂ}i@@fﬂiﬁ@i‘%ﬁ IHBLL, HO®%
P2 SO % B D AN BB TR 2R R SO A 35, TG, PD-1 13U H o R e
ETHI LI LV PUEZERERCL D VT EESAICHIET 2% /R TH D, PD-LI
DOEFHBIZB T 2R ETDT N THLIB, Z<OPAMIBTIL T Mildo@E Zma
HIE EWENCFHEB LTV B, BAMIIRIZE T A PD-L1 ORIk, B, B
EAmAGLEE . BRI JE/INIIRIE % DR 2 e NATPRFRERFTH Y | RVEFR L
ORBESARE SN TS,

IO A DR T4 & PD-L1 FELOMEMN S, PD-1 & PD-L1 OifRI&IINEE
DOLIEAGREIC W CEREERBEE EZHH S Z L IVRB I TE Y | Fiime BN ATREOER &
LTHfFshTWad

AFNL, PD-1 & PD-L1 X UPD-L2 Offi U H v ROFBEEHETHZ L1280, 5
N O NEE R BRI S E N T U S ERA TR L S, PSS A B
T5Z L THERES R A BT 5,

AANDIEREFAZ I3 S DRSO X DREIERSRH 6 ofL, HEX iﬁEté
ELHHREMENH L, RAIOKR 5P EOKR G£I21E BE OB E o127V R
LoNPY Wiek® S tall s SN TN B = %3 KEL?”ﬁ!i'ff'ﬂﬂ’ﬂf;%ﬂuﬂzkfﬁvﬁﬁ*’%OEEﬂ?&@%LTJ_
ks VIl U?é’ﬁb\ DG RIS L D BWER B B 258121, BT E R
T RO GAE DR RLE #1T O LB D D,



3. ERERARAE
TR B0 B D A GR L FEM A 4T o T BB RRBROBGE 2T,

[fantk]
OEMNEE T b HH5ER (KEYNOTE-041 35%)

EFEFEREO 2N TIA Y L=V Bl l#az) LTI EYL=T7 ) L))
EEFERN2 LURA L ETOLEREREE R T 2 RIEUBRARE /B RO R A 42 4

(B DT ER 37 () A A&, ARA 2 mgke 3 @AM (LT TQ3W] £1v9,)
B G- OMNMEM O EMERFRET STz, 708 Bl THREMET 5 D2 GEIC,
PREBUETT A2 R ER DS ER D DA WEORKAYIZ L E LT 5 B TR, RIEI LR 0O
BRIl CIRBET VD LD £ TARBIOZR G215 = L AARE L Sz, EERE
e B Td 2 ELR[RECIST HA FT A > 1.1 BRIZES < el Eiz X 55242250 (CR)
EXERYEE (PR)] 13, 24% (95%IEHEIKRR - 12~41) Tho7z, 7k, FHICHRE L
7~ BB 10%THh -7,

OuEsh 5 THRER (KEYNOTE-002 3R5%)

AV AT BIEERE AT HARIRUR e B LA E R 2 RIS, RAI2
mg/kg Q3W 1% 5 K& TN 10 mg/kg Q3W 5D O vEns, (LRl (BN v
VTR R, WVRTTF R VA HNRT ZTF Ry U X
T, LU TICCRE) L 9,) e L O STz, 725, BRI TR EBETN
PR BN REETT 2 R IERDFRD N WEOBRMICEE L TWARE
T, RIFICARE O BHG A TR BIETT AR LD ETARA OG- 2k T2 Z &3 A
e & SA7e, EEFHEE A X aAFHIM (LUF TSy &) ,) KROEEEAFRIR (U
T IPFS) &9 ,) &&h, RANXMEFEE L B LT, PFS # 0 EICHER Lz,

#z1 AMREE (KEYNOTE-002 RER)

AF 2 mg/kg AFH 10 mg/kg ==2;=30R
Q3W Q3W
(180 #i) (181 #41) (179 1)
Rl [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9,13.8)
0S | HHF—Fi2 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) —
P /g 0.1173 0.0106
bl [H] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™! | A~ — Rp*2 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P fi* <0.0001 <0.0001

Cl: 13X, *1: RECIST A R7 A > 1.1 JRIZE-S < G HREHE R OTEG R EI L 2501,

*2 2 JEBI Cox LI NP — KRBT X BALFEE L ok, #3 : BRI 77 7 E




100 T ; —
90 Sy — o Img kg Q3w

70
& 60 -
ﬁ ‘5%] 1
H 4{3 =

30+

m‘;—

10

A K LR LA AL LA R L WU R L LA L
0.3 & & 12 15 18 ;21 24 27 30 33 36
ik A
## 2mg/kg Q3W 180 131 95 70 61 11 0
mwmgfkg QIw 181 138 99 79 &7 12 0
{E&anE 179 115 80 60 48 9 0

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

—— W Img/kg QIW
—— AEmgkg QW

o 2 4 6 8 10 12 14
#f2mg/kg Q3W 180 153 74 53 26 9 4 2
##omg/kg @3W 181 158 82 55 39 15 5§ 1
el 2 179 128 43 22 15 4 2 1

2 PFS @ Kaplan-Meier Bi# (KEYNOTE-002 3R8%)



O FEARRE (KEYNOTE-006 305)

A A TICEDIEEREOLWXFA ) AT 2E5FE 20 1 LY AETOL
ERERE B T O IRIAUIBR R RE R EE A E RS 2 5382, A 10 mg/kg Q3W & 45K
T 10 mg/kg 2 BRIRER (BLF TQ2wy &n9,) BEOBIMER LS., A U A
v 7 HXHE LTRSSz, el I CEABETHRD b aIs, BHERE
1T R TIER D SR WEDORERAICEE LT D B T, WIEILLE O gL
THRBETHEDLND ETARAOE G 2T 5 Z L AL S, TEFEEA
[0S OVPFS & &, AANIA B U A~T7 Ll LT, OS ROPES # HBIZIER L
7.

#2 AoERAE (KEYNOTE-006 3R8R)

AF 10 mg/kg AF) 10 mg/kg AU L=
Q3w Q2w
(277 1) (279 #1) (278 #1)
RdvE LA NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
os"! AN R 0.69 0.63
(95%CI) (0.52, 0.90) (0.47,0.83) —
P i 0.00358 0.00052
sl [ A 4.1 5.5 2.8
(95%CI) (2.9,6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5 | /HF— Rpp™2 0.58 0.58
(95%CT) (0.47,0.72) (0.46, 0.72) —
P {5 <0.00001 <0.00001

Cl : 1FFEKE], NE : #EEAT,

¥ PREMEYTHEO T — & 120153 A3 AL » b4 T, %2 BRI
Cox thBINYF— REFAICLEA Y Av T Lol *3: BHla 7 7#E, *4 : RECIST A
A RTA 2 L1 RIZFES M U7 Fat R E R OIRIE B PIIE - & A5, *5  RRIEITRE O T —
(201449 A3 B A7)




100 =
90
801
?0“

£ 601

8 50 -

§F 40-
107 — SPULTT

at risk & R R]

mmmgikg La il 279 266 248 233 219 212 177 67 18 0O
m 1 Dmg!kg GI3W 2?7 36& 251 23& 21 5 2@2 1 5& 7T 13 ; Q
AEULTT 278 242 212 188 1 69 157 1 17 51 17 0

3 OS @ Kaplan-Meier Hi# (KEYNOTE-006 35R)

e 7 10 kg W
—— AEULTT

%aa-

ME&MHL@E

at risk# o
FR0mg/kg QW 279 231 147 98 49 7 2 o
FHiomg/kg Q3W 277 235 133 95 53 7 1

AEULRT 278 186 88 42 18 2 0O

4 PFS @ Kaplan-Meier Bi# (KEYNOTE-006 3X5%)



OFE LR FEMFHRSR (KEYNOTE-054 #R/5#)

FERUIRG O AT I T OB RAEEE (HARAN 15 fladte) 28z, i
BB A & U TARA] 200mg QAW B L- OB MMER O E RN, 77 R ExHE LT
Rt S vz, EEFEE TEERAETHN (BLT IRFS) £ 0)H ) &S, RFNIET
TR LB LT, RFS #ABICER LTz,

#3 AHHEAE (KEYNOTE-054 38%)

AH200 mg 7SR

Q3W
(51441)) (50531)
el [H ] NE 20.4

(95%CT) (NE, NE) (16.2, NE)

RFS™ Y — REE 0.57
(98%CI) (0.43, 0.74) _
P fii"3 <0.0001

Cl: XM, NE: HERT, *1 : HEHERHOF —& 2017410 2B > 47, *2: /@
B Cox BN — REF T L BT TR E Ol *3: Ba 7 F o2, Q3W : 3 A

e ¥z 5

MERETR (%)

-5 by L ok PO
OO0 600000
[ i i i §

— g AW
e FE R

at risk#
FF200mg Q3IW
TSR

& s

e

15 18 21 24

EEREEHRIR]

514 438 413 392 313
505 415 363 323 264

182 73 15 0
157 60 15 0

5 RFS @ Kaplan-Meier fi#R (KEYNOTE-054 5RER)

FK)AJCC (American Joint Committee on Cancer) FWiHAH (55 7 ) 1285, A7 —VMA TIRY ~
AEN OB | mm BORE DR,



OE LR FMFHRSR (KEYNOTE-716 R/5#)

SEEYIREO AT —YIB WINC "™ oELEAERE (HAAN3fEE) &
RGN, IR ABIE R & U TARA] 200mg Q3W L 0B RMER N e, 7T 'R
xR e L CRatE Iz, FEFMEEA I RES & &h, AFNE T TR & LT,
RFS A FIZHE Lz,

#F4 HHHEAE (KEYNOTE-716 38k)

A71200 mg 77 ¥R
Q3W
(487%1)) (489151))
hovE (A ] NE NE
(95%CI) (22.6, NE) (NE, NE)
1 4 RFS & (%) 90.5 83.1
RFS™ (95% CI) (87.1, 93.0) (79.0, 86.5)
SN R 0.65
(95%CT) (0.46,0.92) -
P {Eg" 0.00658

Cl: EHXM, NE: #iT AR, *1: 1 B A OFHEITRIOF —% 120200 12 H4 Bh v A7,
*2 0 BRI Cox HBINF = FEF NI L A7 TR EDHE, *3: @Hln /7 7RE. Q3W : 3

I e kR 5
B O, b
20 — AR QW
O 3 & 9 12 15 18 21 24 27
at risk#g | HEREEFEHEIR]
AHF200mg Q3W 487 465 401 340 249 149 71 21 1 O
FEEM 489 475 400 336 229 148 77 37 1 0

6 RFS @ Kaplan-Meier #i#2 (KEYNOTE-716 3XER)

2 AJCC (American Joint Committee on Cancer) JR4EE (55 8 i) 12465 < FF4f,

9




[Z241E]
OEMNSE I b MR (KEYNOTE-041 75k)

BEEGIL. 41482 6] (97.6%) IR S, BRI E ORIEBGEAGE TERWEE
FHL, 344261 (81.0%) 2D LT, FEED %LU EORIERIL FRO LB T
Holr,

#5 FEENS%IULOBIER (KEYNOTE-041 35R) (LM S EmM)
B (%)

B BIREE (SOC: System Organ Class)

HAZE (PT: Preferred Term) 2 mg/ljé ;‘ﬁwﬁ
(MedDRA ver.20.1)
2Grade Grade 3-4 Grade 5

AST 3 (7.1) 0 0
AFBRERELR N 3 (7.1) 0 0

%)i%m

6 (14.3) 0 0
BOR Bk K5 6 (14.3) 0 0
=0 M 5E 3 (7.1) 0 0

ek, MYEMEREE 1 6] (24%) . KIBK - BEOTH 241 (4.8%) | IFH&RERES 3
Bl (71%) . THRAHERERDE 2 Fl (4.8%) . HUREEERE 6 5] (14.3%) . infusion
reaction 1 4 (2.4%) RO E S BER 1 4] 24%) RO LN, T, AHREE (5
Vo NV IEERESE) | BEREEE (RIERENEERE) | alIEES. | KRR,
BEORERE (FREHIEIRIEFERE, Z2BAEE, HIOMES) | BER. AR - Bt
e, BEREFRIESE, MM - RIS, DAk, VR RIE A SR B . A I A
K ORIFFERBEIFE O Hivie o 7o, REWEHF BRI EE S (RARTEREE 25
te) A BLEFHRERE T,

Qs THRER (KEYNOTE-002 #5%)

HEREIL, 2 mg/kg Q3W T 172/178 1 (96.6%) . 10 mg/kg Q3W ¥ 178/179 i (99.4%)
KOVICC BE 167/171 51 (97.7%) IZRD B, BRI E ONRERBEEN T ETE VWA E
BT, TR 1217178 6] (68.0%) . 133/179 5] (74.3%) M TR 138/171 5l (80.7%)
CRO BNz, WTIROORETREEN 5%LL FORERIETRO LK) Tholz,

10



F£6 WTNHAOBETREER 5% EORIER (KEYNOTE-002 R5) (Z2WftrstaE )

fFIE (%)

nn 2sn

2 E I N4 (SOC: System

2 Y 1 k y 1 N
Organ Class) mgﬁl ;‘é ?;JW?# 0 mg1/7§ ;fWﬁ? lslcijj
HAZE (PT: Preferred Term)
{(MedDRA ver.18.0) 4 Grade Grade Grade 5 2 Grade Gga(j‘e Grade 5 & Grade G;aje Grade 5
BRI 121(680) 20 (11.2) 1 (0.6) 133 (743) 25 (140) 0 138 (80.7) 45 (263) 0

“ & m 5 (28 1 (0.6)

0 7 3.9 0 0 35205 9 (53 0
K i ER A T 0 0 0 0 (0.0) 0 0 14 82) 6 (35 0
I PR D AE 1 (0.6) 0 0 1 (0.6) 0 0 14 82 6 (35 0
/A E 2 (L. ] 0 1 (06) 1 (06) 0 16 94) 4 (23 0
= o
HURBRERE I T IE 9 (5.1) 0 0 13 (71.3) 0 0 0 0 0

=

45 0 0 17 (95 2 (L) 0 26 (152 0 0

(73) 1 (06 0 12 67 1 (06 0 9 (53) 1 (06 0

(5.1) 2 (LD 0 7 (3.9 0 0 10 58) 1 (0.6) 0

SRR 2 R 2 ) 0 0 0 0 0 14 82 2 (12) 0
1 (0.6) 0 0 2 (LD 0 0 11 (6.4) 0 0

R 5 (2.8) 0 0 (0.6) 0 0 3505 1 (06 0
BTGz 9 (5.1) 0 0 9 (5.0) 0 0 2 (1.2) 0 0
APy =STH 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5 0 0
B 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7 0 0
EIRTNIRZ 37N $ 2 5 (28 1 (0.6) 0 10 (56) 1 (0.6) 0O 0 0 0
= H M S B 10 (5.6) 0 0 9 (5.0) 0 0 2 (1.2) 0 0

728, 2 mgkg Q3W BEA TN 10 mg/kg Q3W BHIZEB W THFIVENL, THVEMEME A 1 4
0.6%) KO 461 (22%) . KRBk - BEOTHIL B (0.6%) KT6 B (3.4%) | iz
s (T« NU—EBEREL) 241 (1.1%) KO0 6, FFERERE 13 61 (73%) &
D5 ) (8.4%) . BEHEEEREE (RARETHEMHERE) 14 (0.6%) KOV 1H (0.6%) |
TREARHEEREE 1 F] (0.6%) ROV H1 (1.7%) . HIRIHSHEREE 14 6] (7.9%) BTN1S
5] (8.4%) . infusionreaction2 B (1.1%) KO3 H (1.7%) . EEOKEREE (KERS
MEARAEGARE, ZTEALBE, JEREIES) 16 (0.6%) KON 1 B (0.6%) . BES 141 (0.6%)
FON0 ), EESMESIRE 0 W RO 1 4] (0.6%) . BMgs - BERESS 0 Bl J TN 1 41 (0.6%) .
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LB E DI 0 BT 2 ] (1.1%) BEEH LNz, £z, BIREE, 1 BURERMA.
gt « RERCTERIMARIE . (O, Seretbm IMRBC PESRBER TR i e ORIFERS 1
W Lo T, ARRITEMAEBUAIZEESRS (RAREMRT 250) 2o 0gs
FRERT,

@uEAFE AR (KEYNOTE-006 35)

HERGIL, 10mg/kg Q3W # 264/277 1511 (95.3%) . 10 mg/kg Q2W # 275/278 151 (98.9%)
S OVIPL B 2397256 1 (93.4%) (2R L, 1RRIE L DR RBEUEN B E TE RWEEFE
LE. FF 202277 H (72.9%) . 2217278 1 (79.5%) M O 187/256 i (73.0%) (2
BO LN, WTNORETRILEN 5% EORIWERAIXI TED L BY ThHh- 7,

#£7 VIO OBETRIEN 5%LLEOBIER (KEYNOTE-006 3BR) (&M o S H)

B (%)
AP RIR 2% (SOC: Syst . : :
f;:j chlz;l; ( e 10mg/kgQ3IWEE 10mg/kgQ2WEE IPIRE
o 2 1 2 ] 2 i
FHAGE (PT: PreferredTerm) 7?{’7J 7871 56141
(MedDRAver.18.0) £Grade U;a;le Grade 5 “=Grade G;a;le Grade 5 4=Grade Grade Grade 5
2RI 28 (

0 0 0
Kig# 8§ (29 5 (1.8) 0 0 0
¥} 40 (144) 3 (1D 0 X 0 . 0
L 11 (4.0) 0 0 0 0
0 0 0

B

=

% 0 FERE 39 (14.1) 0 0 40 (14.4) 0 0 65 (254) 1 (0.4) 0
25 37 (13.4) 0 0 41 (14.7) 0 0 37 (14.5) 2 (0.8) 0
=M 31 (11.2) 0 0 25 (9.0 0 0 4 (1.6) 0 0

728, 10 mg/kg Q3W HER OY 10 mg/kg Q2W #EZBWTCENFi, T MRS 4 45
(1.4%) OV 61 (0.4%) . KIF2S « EEEDO THI 10 1 (3.6%) KON 1341 (4.7%) . #
RIEE (K7« NU—EREEES) 2 6] (07%) KOV0 B, IFHEAEREE 14 6 (5.1%)
MR 23 1] (8.3%) . BEHEREREE (RAIEMEMEERE) 26 (0.7%) X1 H (0.4%) .
TIAMEEEREE 1 6] (0.4%) KOV B (0.4%) . FRRIRESEEREE 28 6] (10.1%) K TF33
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B (11.9%) | FIEREE 16 (0.4%) KO24] (0.7%) . infusion reaction 7 i (2.5%)
KOS B (1.8%) . 1 BUHEIRIAE 1 61 (0.4%) KXTN0 6], BEOKBEES (KEREIRE
ERE, Z2TALEE, FERHEIESE) 0 B N 1 51 (0.4%) | B 1 1 (0.4%) TN 1 1 (0.4%) .
2% « BEBCTAMARIE 1 51 (0.4%) KO0 F), Bk - BERRZE 0 BTN 1 1 (0.4%) | TR
WS E A 3H (1.1%) KO H (04%) RO BN, £z, BEEMEDE, O
9% FofE MM/ R MEER B . MR R OURZEERE LG Bl o 7o, AEIE
MBBLRDOIBESE S (RAREERT L ET) 23 EERE T,

@B F B SR (KEYNOTE-054 #%%)

B ERGIIARERE T 475/509 ] (93.3%) 12, 77 BREETHE 453/502 1 (90.2%)
WCHRB LT, MBRELORRBERAGE CERWEEFRIT, AFIHECTIL 396/509 4]
(77.8%) (2. 77 BREETIE 332/502 1] (66.1%) (ZHI LT, WO TREE
75 5% EORWERIZITRO EBY Thol,

#£8 VTNHAOETRIEEN 5% EOBIER (KEYNOTE-054 RER) (R < R 4EH)

#&= T Bl K 4o ¥ (soC A (%)
SystemOrganClass) AFNBE 75 REE
FAFE (PT: PreferredTerm) 509/ 50217
(MedDRAver20.1) 4:Grade  Grade3-4 GradeS  ZGrade  Grade3-4 Grade 5
AR 396 (778) 74 (145) 1 (02) 332 (66.1) 17 (3.4) 0

‘Fﬁ%ﬂﬁ%ﬁﬁﬁi@i 49 (96 1 (02) 0 4 (08 0 0

T 94 (185) 4 (0.8) 0 82 (163) 3 (0.6 0

E 51 (10.0) 3 (0.6) 0 47 (9.4) 0 0
P 26 (5.1) 0 0 15 0 0

* D EE 85 (16.7) 0 0 49 (9.8) 0 0
TB 49 (9.6) 0 0 32 (64) 0 0

7o ABIREZ BT RV MEIR R 15 61 (2.9%) . KRIGA - D TFH#I 23 41 (4.5%) |
FFHERERSSE 46 61 (9.0%) | BHEERERRE (RAVEMEMERRE) 241 (0.4%) . TR
HERE=E 11 ) (2.2%) . TURAREREREZE 105 1 (20.6%) . BIEMERERSE 5 61 (1.0%) .
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L A RRIP 5 B (1.0%) 5 & S Mk 2 5] (0.4%) . Ak - BRECARLARIE | 651 (0.2%) |
ESE 2 B (0.4%) . FEIEFEIE 1 6] (0.2%) . O 1 6] (0.2%) O infusion
reaction2 1 (04%) 233D LT, T, HREE (X7« NU—EERT) | H5E
OREREE (KERRIREGREEE, 2R, BUREES) | Wik - BEEs. ki)
gD VESEBES . TENLTER % OFRZFERB IO Do T2, ARRIVERZEERILIZES
HEL (BAMEMEETEE5T) 2850EHERERT,

GEBE LR IR (KEYNOTE-716 75)
BERGIIARATE T 461/483 ] (95.4%) (2. 77 BAREETIL 444/486 ] (91.4%)
WZRBE LT, RBREE L ORRBEBATE TERWEEFTRIT, ARFIBETIL 400483 )
(82.8%) 2. 7T HREETIL 316/486 5l (65.0%) (CHEI L. W ORETRILE
2 S5%LL EOBWERIITRO LB Thot,

#£9 VTR OBETHEREEN 5% EORIER (KEYNOTE-716 RER) (R *SEH)

PRI (SOC: System P (%) ‘

Organ Class) AT A A Y i
HAGE (PT: Preferred Term) 4834 48641

(MedDRA ver.24.0) 4Grade  Grade3-4  GradeS 4 Grade  Grade3-4  Grade s
ZRI{EH 4.9 0

2

FROR B e TL A E 48 (99 1 (02) 0 6 . 0

R IR REA T 0 75 0 0 14

T 9 (18.6) 5 (1.0) 0 55 1 (0.2) 0

102 QL) 1 (02 0 88 (18.1)

‘ALT%W 38 (79 4 (08) 0 23 @47 1 (02)
AST BN 30 (62) 1 (0.2) 0 12 (25 2 (04)

Batiive 78

%5 e 117 (242) 3 (0.6) 0 51 (10.5) 0

Bz 76  (15.7y 7 (1.4)
RIS INEEE 35 (12)

<

36 (74 1 (0.2)
8 (L.6) 0

(N8
—_
=
~
=
<

ek, AABEHZBW THREMEMRR 8 61 (1.7%) . KER - /IMEsk » EEO TR 22
Bl (4.6%) . BEOKEEE (PEMERLBRE, FERIRIEREE, 2/PHE5E,
FREHEE) 161 (02%) . MRREE (F7 0 - NU—EREEES) 461 (0.8%) . BUE
NP9 - RFAN4S - BPRRRERRS - AT 2% - BEALPLARE 2 59 7] (12.2%) . FRIRIRBERERRE 101
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Bl (20.9%) . TIEEMRBEEREE 12 6] (2.5%) . BEIEHREREE 12 # (2.5%) . 1 B0FER
21 (0.4%) . BHEGEREE (RAEREMLEER, RERIRERSE) 36 (0.6%) . FER
161 (02%) . sk - RERUHEARE 5 B (1.0%) . BEJEFRESE 261 (04%) . SE D
fRZe 14 (0.2%) . infusionreaction2 {5 (0.4%) M OVEEIE/D MRS (Gas M MR
ADPESREER . TEMLPERL, FRIFEREE . EEERIERAESS) 16 (0.2%) AR b, £,
Mgk - ESE. Ok, BEEOBR, MEREREFEEROEZIIRD bR/, K
RIVEHRBURIIEEH S (BARREERE Z5T) 2B 0EHERE T,
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[ - HE]

RIGEIBRAGE 2 B B Il B 4 kb 5 & U - MM AR TBR  (KEYNOTE-002 75k %
TN KEYNOTE-006 35%) O E. 2 mg/kg Q3W. 10 mg/kg Q2W K& O} 10 mg/kg Q3W
DNTHOE - ARICBWNT O AR OGN L NZ2EICZRITR D Lo
77
AHN OREF S BN REMEAT DRGSR B RAEEEIZBIT 2 200mg Q3W # LR dD
AUCem (ERIRIBIZIT D 6 B OIREE-FRFM dh#R T mifE) o IE [10%45, 90%
] mg-day/mL) X 2.16 [1.45, 3.04] mg-day/mL T&H Y, 2 mg/kg Q3IW & E5KFD
AUCqs 6w (1.32[0.722,2.06] mg-day/mL) &FH{ELL | 10 mg/kg Q3W 5 51D AUCss gw
(7.49 [4.32,11.3] mg-day/mL) % FlEl->7z,
EMERAEEE 2 dR e U AR OIRESOSHT O R, et Sh =ML HE 2
mg/kg Q3W 5., 10 mg/kg Q2W 5 & TN 10 mg/kg Q3W ¢ 5.) DO#HiH T AUC6uk
B BNER OV L ORIZIAREZR BEEITERD b v o7z,
AFIOREFREDEREE T VERM L7y I ab—2a iz kv, AAl 200 mg %
Q3W, 400mg % 6 #FMFE (LAT TQeW X\ 5,) XL 10mgke (KHE) % 2#
MERE (LT TQewi &9, THRE LEBOARE OMmE FBE SRR ST,
FORER, AH 400 mg & Q6W TG L IZFROARAN O EFKEIZIS T 5 FH Mg
FIEE (LLT [Capsl &VM2.) X AHI200 mg & Q3W TG LTFED Capss &
L2 THlENT: (TR), £72. KA 400 mg 7 QoW T EH L 7ZEDARA D
ERRBICE T AR MIETRE (LU TChxs) EVN9.) (X, KAl 200mg % Q3W
TG LIEBED Chas SR L TEREZ RT L FHIEATZ OO, BRABEICE
WTEBFEPHER SN TS A - A& TH A4 10 mgke (FHE) % QW T
HLUTZBED Craxss & B L TIRfEZ /R T & THRIS L2 (TR, 60, EEEAE
BE AR RICARF 400 mg & QoW TG L -1/ F AR (KEYNOTE-555 stl5%)
E0ELNTHIMEICEDSSEMERENRT A —2 T, v Iab—a 2y T
L7-ZEMBIRE N T A—& CHU LT (T&R), M2 T, BHROEBEICBIT 5K
BREGRIZIE D & | AR ORE R & A9 UI RN & OB & /5 2 B 6T
TV I L, A 200 mg & Q3W X ¥ 400 mg & Q6W THE G L - BEDOIRER &
EFMET RN L OBFEIZ DWW THRFE SR, BRIk - HEOMTEH
2 R OV BRI WA 2 2 BT v & Pl S e,
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R0 FHOKMBE F A —F

[ Croax Cave Crin Crnarss Cavgss Crminss
{ng/mL) (ug/mL) {ug/mL) (ug/mL) {ug/mL) {(ng/mL}
200 mg QW <58-55?.519-7) (2737?.298,1) (17;;,;.11 8.3) (91.97?54.1> <49.§??1.0> (30,35??1.4)
400 mg Q6W! (12;,2;4) <32-?f?z.7) (10.2??08) (143?49) (50.51(,)'571.3> (19.25;?;0.9)
40(07%5 W?EG)W ( 35l 2610 3 6.4) NA (a 4%:?,?24) NA NA NA
10 meke Q2 (21?55222” <14?T45> a 1;1 ?21> (422,2233) (272,7382) (19;200)

+:0n=2993, 100 DT I =2 b—1 = ALY HEH SR EEEO M UAE (2.5%5, 97.5%5) . Cmax @AM
BB DR S ILIE IR, Cavg : FIEHRGAR OFIIMIE TR, Couin : MEHREGHE (P10 712 K581 ORRMm
ﬁﬁ%%ﬁ:iﬁ”éqﬁgﬂﬁl?ﬁ EP(J%:E\ Cmin,ss : }’_‘Eﬂﬁ%

(% EP (’%g N Cmaxﬂss :

R D FfRmiE R
I 156 FlOBTLIIE (95%IEHHK M)
§ 1 41 BIORATTLNE (95%FHIXRT)

NA: #4772l

TEFIRMBIZ 31T B Som G iR L Cavgss
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4. HEERIZOWT

TRIGEIBRARE A B E R AR 3 2 GBI & L TR il A (&plidn) 23Rt
LNTNDZ Emn, YA MU ERTE DR THLLENH D, D LT,
PSS Y R 7 EFGHE (RMP) (ZES & | AH 0[5 4 22 PR TR B~ D B 3 1A H] 73
b LM T o> T, AAOTRGEPEY/EE LD - FrEL., AROERGIZLY \EEZ
RIVE R 2 5631 Ltl%‘% RS A D e Nt L FOD~B 04 N A4 iy
CBWTERT2X&THD

O MERIZONT

@1 FEEo (1) ~ (5) OWTNNIRLT LR TH D Z

(1) Ei%@]kﬁﬁi‘? TET B M AFEEEEIURBE S (HE T IR A A G2 B R
S8 A2 BRI . HUBS A2 BRI b 7 &)

) #%*Ei%%ﬁbfﬁm

3) AAENT RN NS ET A A EEEERDL (AR EEEE ERbl, 7 ASEEE
W IRkt 05 A EEEHEE R L2 &)

@) IRACFFESE 2 RE L, ARG FRIEZRER 1. SRIEG RG22 R 2

STANRHEISAC PR LR 3 OfERR AR B SR N 2T - TV A ik
(5) PUEEMEREEA S EHEINE O L AR A R 21T - T A Mgk

D-2 EEROEOEEEL ORI 1’?%%%%5#@5@# \Z Gy T ik & AR A R E AT
(FROWTNMNIEL T HEM) B, Y2 FERORFNCEHT A2EEOETLE L LT

BEINTHNA T &,

*

o [ENiRIFIRE% 2 FEOPHITHEZE T LRI 5 FL EORAIBRDOEEIHME &2
{THoTWAZ L, 9H, 24U EIX, DAEYEEL T L UEERERFZOHE 2
ToTWAHIE,

o EMGITING% 2 EOWHINHELET L%Ic 5 L Lo R EEEEEDZE O
IRBRER A A L TWA I &,

@ ﬁW@E%&F%Mﬂ@wﬁ:owf
ERMERE I E T AR SR E Sh, SERMEN S OFHEA, Aot - &7
o i%mmﬁmﬁﬁﬁmzﬁ AT D IE ARG, A EFRARAE LG 0o®E
EH, BNFLPIITONABHINE ST DH 2 &,
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@ BUWER~OXRIT VT
@-1 EBIERRBEFOXISERIZBE4 5 24

MR R O BE /22 SIER 2356 /4E LT-BRIC, 24 RRIREIREI O T, Y%k X
PILEHE BRI T I U ERIZS U CABREFE AT CT Z O IVER OERNZ W
FRBEOREEN Y BHIZE S, HEHICHISAREREHIRE > TV DH 2 L,

®-2 BEFEEEHFICLI2EEFSXNINICETIES

N A 2 B e B R OB e AT 5 EREEE BRIER =2 Y 7
EEOIEROAY V== TRTVERE L IFRAE I TE DT — AEREEHIHHE
EEXNTNA D&, B, BEEEIZOWT, BDARE EFOFRICHDICASEINT
WAZ L,

@-3 BEMEROZH-CRIGIZE LT

BIEM (MEMEREECIN L, KIBE - Mgk - BEEO TR, BUERE - A2 1T
BEREFE S « IFZC - BR{LMENAAE J5, BieemE RMEMEME R, REkEREE) | N
WEE (TERAREES, ORISR, BIEHEEES) | L EERE,. SEOK
K. K - BT RMRRE . Ae. BN WEEER =, EEOREEE (T HMki st
FFREAE, FREREIRARIEMRE, ZAEE, JHAHIES) | infusionreaction, AXZE - HENRZS -
RS . EIERGEIE . WREE (X5 - N L-EERAES) | DG, EE MRS
%= (Gl RS IR SRR IR I, JRIFERES, MRk EKESE) BE OB K,
MAF, MERERERRE, %S (%) LT, Yk )T L E B OB M52 F
T HERM & EE L EIEHOZE-O NI L THEER IR AT b (M H 5
L) | BEHIOEYRAENRTE SRR ESTND Z &,
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5.

BEXR LI DBHE

(B2 2 $1E]

@®

TROBFICBNTEREIOEIES RSN TN S,

o ALFIRIERE O 720 R OB EEERE O & 5 RIG YR e T R @ EA

o EAUIBEOATF—VNB, MC 2 I ®Y oMbt BaEBRE 2B A1
“AHIRE

72¥3, BRAF BT ERZHTHEEIZBWTIE, BRAF IEANC L ATHEMLEE

THIL,

TREIZELE T HAF OB G K ORI oW T RAIOF MRS SN TE
LY. AROBREAHRERBIR,
o fOPUEMEEEA L O L TIRG S D BE

[Zz 2tz B 2 %]

@

TRICHYT HHREFIC OV THAR ORGSR T L INTND Z b, H5A2(T
VA AN
o KRANDORS K LilEUE DB O B A BE

BRI ORI IZ BV T FRIZEE Y T 2 BE IOV T, AAIOREITHEE I A0

L ADIEFERIE N 2N GEICIRY | HEICAA AN T2 Z L 2 BETE 5D,

o HHEMEMEBOEGHIIBIEDOH 2 BE

o MAERE{ERE CTHRE R 2389 5 B K OVE B D AT i Al 28 0 e 14 il 4%
LEORNCIIEMEEALD I B3 D B

o ACAEEROAD. IR RE L IXFERMEO B OB ERBOBEED
b5 BE

o IESRBEE (EhiMEBEEELS) OhsEE

o OB AT 5 RE

e ECOG Performance Status 3-4 ™ @ BFE

W3 ECOG o Performance Status (PS)

Score EFE
0 |E<HEARIEETE 5, FMATE R U HEEEPHIRZR AT 5.
| |AERICHE L OEEHIIR SN 5%, SMTATRET, BRIERRME S TOERIIT S Z 2R TE 5,
AR N 1 (S
2 |BTARETHESOHOEY O Z LF TS TAREAEETITE R, HPO 50%LL L~y FATH I,
30 RENABEAOHOREY DT L L TERY, BROS0%LL &~y R+ TR,
4 BB RV, BADHOIY O LFETERY, TRy FFF Tl I,
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6. BREZEHLTEETR&EHH

)

@

®

WTSCES IO 2 BLEIRGEEF RIS 2 BRI E D X ARF| O Kt B OV EfE

RO DI B REwA o I BfiE LT s AT 2 &,

TRRBRALRIZ AN | BB UL F OFIRIZE MR OfERME L2+ L, FEE5S

ThoEETHT b,

ERBERO~ %P A MZoOWT

o MEMMEENRDLDONAZ ERHIOT, REIOEGICHT- > TiE, vIHE
(B0, PR REE, k) OfERL OIES X R E 0 s, Bleis
FIZATH 2 &, o, REIZEUTIE CT. MG~ — V7 —50RE % FEHY
HT L,

* infusionreaction 23 H oD Z E N B, infusionreaction H3ERD HITZIEEIT
W, TR ALE AT L L b JERAEE Y S £ TREOREE I B
THZ L,

o ERRHEEERETE. TEAMEEER CRIEHERENL LA Z ENRHAD
T, AHI OB EBIAGRT N O G- HA R oIS OIS N I RERR AT (TSH., b
T3, Wik T4, ACTH, Mt = FY — VS olE) #FE T 52 L,

o BUENFS. e, FFBERERESE. k. MBS b oA B 5
DT AAN OG- HAGET R O G-I e IR eem 4 (AST. ALT.
y-GTP, Al-P, B L EORE) 2EMETHZ &,

o REIEL (AR IIEBKEREEGT) SOEERIREER S HbiLs
ZERBLOT, EHRNCIROBREOABELMERTHZ &, o, ROEFENR
WO LNTZHEITIE, WO NIEREREZ2T L BEAEE T2 L.

e AHNOEEIZLY GBEOCGERIGCERT S LE 2 LI AREX IR BESNEE
BHELLNAZERNHD, BENRBOONHEIZE. BRALAZFRIIL LR
BEFA 72 Nk b ARBR 2 FF o A & E U CHE U e SRR M A 1TV M D5 E
BOST L BRWER DN b 5551203, RAIORFETF 1k, K OEIE E R
IWEVRIORGERBETHT L. ek, RIBREFRNE O GIZIYEIE
FHOUGENRRD B RWIEEIZIE, BB RE AT LSO S ifl# OB
HLEETLH L,

o HTERTH%. BORMN Sy ARB LT LRIERANBHT S L8N H 570,
ARFNOEGH FHBIZBREROBEIZDIZEETHZ &,

o 1VEUBEIRIR (BUE 1 BBEIRFR A S L) B L, HERFEES T R—2 A
WZEDZERBHLHDT, A, L, RHZEOREROFBERMBEHE DO LA+
SEETDHZ L, 1 AMERFREDN-HAICIIERGERIEL, A2 ) o H
RO HEOHBY)RMBEZITH Z &

FRIGEIBRARE 22 B B Il B A A 3 B BRI, AFIOEERRBRIC VT, &5

BAGEN 5 3 B AN, ZR DB, RERE2 5 1 FERE 6 B Z L IR O

MEAT> TN Z & BB, ARG TIXERNICIROMREITS Z L,

SEbIBRE O B A E R ~ O MR E & U TERT BRI, RAIOERK

HREBRICBWT, BB OERBRE T R HEMBZEXT 6 P AR Z EICGHME
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DR AT > Tz Z & B8 AFIOBREG PXEMNROMER LT 2 &,
k. NERMIEERE LTERT 258103, A OREWIRIT 12 W AMETE
THZ L,
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REFEHHEET A F T A~

NhTn ) A=7 (BinFrEBRR)

~FE I~

SM34E12 A (584 2 AHKET)
JB AR Eha

IS 3




SR/

AN

T EHIZ

AHNORAR, ERER

fifh P AR

HiERAZ DUV T

BERG LD BE
BHICEL THEHE TN &HIR

P2
P3
P4
P14
P16
P17



1. XC®IC

LIRS DAZNNE « RENEDFERODT-OITIE, I SCEFITHEDWVOEERHD RO b s,
EBIZ, EFEORFHATOMEANZ LV | PUREILR /2 & OB R P EE A AGR &
NHTT, ZNGDEHENZEIONEBE RIS 5 2 L ABEROBE S 72 o> T Y | #REHE
HE L UOEORASTE 2016 (R 28 2 6 A 2 AKRRIRGE) (2B WTH, FFmIEENLED
FEHOREIHEEL D = & & SnTWnha,

FHWERB I T, SEBYERL M7 1 7 7 A WSBFEDEIES & T SN R/ 5 2
EWRDHDH, DT, AR UZ BT HFWN 0S5 ET 5 £ ToM., HMiERN
BT 52 ENMR/RSNABEIH UTHERT 2 £ LIz, BIER 2RI L7ZBRIC
IR S " & D2 ENFIRR B OB M T EREE TN T A Z ENEETH
o

L7zio T, BAA R4 Tk, BBERES N E TICR N TV SEFIETH -
FHIRMNZEE DX, LUT OBEELO M A HEE T 2850 D ER B, B2 5RO
BEHIEART,

B, ARITA RTA X, MIATEGE NERE R RIS oS, AHEEA B ARERARE
PrELs, —IRFETEN HARERNBHES R OVAHHEHE N B ARESE 7O 0 b & VEK
L7z,

WG LI BERA A MA—F HEEE 100 mg (—i%% e ) Xw T (&
R z) )

RELRAMEUINR ST - RO T EER

WELRHMELOHE - M oOPFTEMAIEES & OfFHCB T, @HF., BAE, a7
nY X< BEHRZ) & LT 18200 mg % 3 AR
IE 1A 400 mg A 6 IR T 30 s30T TRIEEHET 5.

& R 5E % & . MSD R A&t




2. KFORH. (ERBF

FA h—FBHEFE 100 mg (—H4 XAy n ) Xw7 (EnrEEz) | DT
[AA) 25, ) ix. PD-1 (programmed cell death-1) %D U 7 K TH5 PD-LI
KPD-L2 & Of e R EHERET S, t MEIgG4 £/ 7 n—T AL TH S,

PD-1 #5813 T AR Sa s s BARE 75 55 KL 5 72 9012 28 AU ASFI H 4~ 2 32 7 s 2 A
AA F T, PD-1 1L, EEZREIZS O CTESEA T MldoMizRmIcEKEH L, AC®
P RUSE B e A E SO R R 22 B RS &I T 2, 37050 PD-1 1LY o NS
ATHZ LI LV HRESERERICL A 7P EEEAAICHEET 522/ ETHS, PD-
Ll OTEFHMMBICB T 2EEITOT N TH AN, < OBAMBE TIE T Mlao@ & 240
ZAEEBPNCEB LTV D, BAKIIZEITS PD-L1 OEFIIE, BMIOE, R
T, AR, PRI, JENRRARRE R E Ok A BN ATTHRARIKNFTHY, i
AAFER & OMBIERHE ST 5,

BED R A DRI T4 & PD-L1 BB OAERES L. PD-1 & PD-L1 OB IIERZ O
R ERIC B W THEEARARE A Z EARIRINTERY, #7205 ATBEOER &
LTS TV 5,

AHNE, PD-1 & PD-L1 ROPD-L2 D U H o ROFEEEEET S Z Lic kv,
WO NBREE D ORISR IS EN T U N BRA R &8, USSR 2 EiE ML
TLZ L THIEES R AT S,

AFNOVEFEF IS < BEORERIGIC X 2RIEAS N D Hbi, HEUIELE
WCELAEMER D D, ARIOFEEGTROEGHZICE, BEOBSG 2ot 2%
WRD LN IEA ST, BB L - ESIOS U M0 ek & R84 Fr o=l & EE
U CHE BN e 8RR W 2 ATV IR O RN K 2 BER gL 2 358121E, BIE
FE RN R OB SO ILE T O BWERD B,



3. BRAREGE
HEAT - FESEO T B I ORI 3T &A1 > 72 T2 BRAR A BR O Bl 2159,

(0]
O EEILFRFEIERER (KEYNOTE-775,E7080-309 F5R)

7 FF WA E GLALERIEE O & 5 YRR - BROTENBEEE 827 f
(AAA 104 G145 T5) A XFHIZ, AF 200mg3 MM (UF TQ3W) L1 3, )
B LR F=720mgl H1EERGOHARE CLF KA/ LoARF=T] L), )
DEIER DL, ALSHE (REYALEY L Iss U 2 Xw ) Zxle LT
BEt S, TEFIEEEEAFENE U ToS) &v9H, ) RO EA TR
(LLF TPFS) &9, ) &, KA/ Ly A"F=T1E ABFRIEL LT OS KW

PFS A EIZER L7 (E1, M1 EAU0K2) ,

#1 ARE (KEYNOTE-775,E7080-309 :RER)
AKHN/ L F = TR (LR ERE?
(411 1) (416 1)
i (A 18.3 11.4
(95% CI) (15.2,20.5) (10.5,12.9)
0s” N R 0.62
(95% CI) (0.51,0.75) -
P {E* <0.0001
o (A 7.2 3.8
(95% CI) (5.7,7.6) (3.6,4.2)
PFS™."¢ N R 0.56
(95% CI) (0.47, 0.66) -
P fE*s <0.0001

CI: EHEXM. *1: AHF 200 mg % Q3W, L2 A_"F=720mg (FH) # 1 B 1 HTEE L,
*¥2 0 RF Y LE Y 60mg/m? % Q3W, Nk Xy U &%t 80mgm?> %% 2—3R (1 73— A28 H
M) o1, 8 XKW1S BBEIZESG Lz, *3:2020410 B26 BT —4& B v hA 7, *4: BRI Cox ke
BN REF AL AEREE (RE VAP U XIA7 ) X EL) L obbig, =5 @ho
75 2 RRIE, *6 : RECIST A K74 2 1.1 BUZE-S< B PR ol E



100 Pz,
70 -
£60]
B 50 -
30-

20 - |
10 s EF Mg QOW BULSFDT

P R feEmE
0 3 6 9 12 15 18 21 24 27
SRR (]

at risk#¢
FE200mg QAW RU ; . ; —e @ i ;
LY i‘i“‘?\:?" 411 383 337 282 198 136 &1 40 7

s 5 416 373 300 228 138 80 40 11 3 0

1 0S8 @ Kaplan-Meier i# (KEYNOTE-775,E7080-309 35%)

100 -

90 ] — 00 QAW RUFLNET

80 ] e (LR

£ 70

5 60

ffis50-

B0

§ 30

20 -

10 -

O 3 6 9 12 15 18 21 24 27

ot ik TR ()
f@fﬁgﬂf&@wﬁﬁ 411 316 202 144 8 56 43 17 6
(ks 416 214 95 42 18 10 4 1 1 0

2 PFS @ Kaplan-Meier #i#% (KEYNOTE-775,E7080-309 35%)



@ EFEFRFIFERR (NRG-GY018, KEYNOTE-868 i)

{LFIEERE D T2 AT - FEO TEAREREE 810 il (AARN 7 HlEET) ZXRIZ,
BEDI A~y FEHE (MMR) OWREIZHESEX MMR L% (pMMR) (588 #) i
MMR K18 (AMMR) (222 #i) OHEFIBNZ, &4 LAbFEE (R7 0 XXV KROD
NIRRT T F ) & OPFREER % O%OARFEMEES (LT TARARE v, )
DENER RN, 77 'R LRk & OfFRFRIEROCZEDHBR DT 7 2R

(LLF T7oe48) 2vwo, ) Z2RBE L _EEREABR TR SN, EEFMIE
HIL PFS & &4, pMMR XX AMMR OWFNOE THARKIFEIL T 7 B RBE & bl L
TPFS #FBICERE Lz (F2, M3IKUX4Y) .

1 IR ARBE R & LR EERIEEE A S B BB OGS, SR LERIERT® 12 VA ER
ZTHRELIFEEITEANFREE S,
U TOONTUNCELT HERANSRE ST,
» RECIST ver.l.l {23 JEFRERZL % A T 5 International Federation of
Gynecology and Obstetrics (LT, [FIGO| ) 43738 (2009 FFEhR) M UIIVA 1
O T E R
» RECIST ver. 1.1 i -3 <Al AR A OF EA D720 FIGO 538 (2009 A0
IVB ¥ XX HH O T E R RE
#3 0 RA) 200 mg QAW 5 (Fa—RXo 1 HRILEE) &7 U 7 %0 175 mgm? RIK
SER G DD/ 7 U A XA OENRTERVWEFICHLTIE., FeXxt
75 mg/m? (HANIE 60-70 mg/m?) LT V7 I IREEL N2 U 2 XL 175 mg/m? O 5
AR E Szl RO LR 7T F 2 AUC 5 mg-min/mL FAEBEOIHIZ QAW &5 (%=
—AO 1 HBICHREY) 26 2—X%L5 L, Totk, fMEEEE LTRA 400 mg 6 M
@ (LT TQew] o, ) TG L7 GBI, MR o ARAIIE 200 mg
Q3W ¥ G5 TH o778, RBET T 400 mg Q6W L HIZER i) .
o FG5ER QW HE (Fa—An | BHICHEE) L3 LR—OLFEEE 6 a—ARE
L. ZO#%, #HFREL LTT 78R QoW THRE L GRERBIIAN, #EEEHO 7
TERT QWG THon, BRBuEF T QoW HHITET I7) .

=2 PFS'OBEMERE (NRG-GY018,/ KEYNOTE-868 3XE2. MMR OIREERI)

A R
L 1y NS N ﬁ
MMR 04k & 5RE %% o L1 (95% CD)
(95% CI) e
P f&
‘ 13.1
|
ARHIRE 294 (10.6, 19.5) 0.57
R 8.7 <0.0001
77w 294 (8.4, 11.0)
. NE
|
AR 110 (30.7, NE) 0.34
dMMR™ (0.22,0.53)
R 8.3 <0.0001
E A 112 (6.5, 12.3)




Cl: 2B, NE: HEE Al *1 : RECIST A FoA 2 1.1 KT B0 < G 5E W E A E
*2 . PRI OF—% 2022 £ 12 H 6 Bh v AT, *3 : RRBITREOF — % : 2022 4 12
H 16 By b7, *4: BRI Cox HINY— REF ML B 7T RIEE OHEE, *5: @Rz

7T T RE

100 -pog ; ‘
90 _ e B (LR S DRI
80 4 o FSEMELPEOEE OHRRE
K70
ff{ 60 -
3 50 - " L
gg} 40 - o 14
g 30 7
20 - e e
10 5 T it
0 e , —— - — — o
0 & 12 18 24 30 36
it .

ARlELEEECONRELE 294 162 57 29 7 6 0
FouRetEEReORRE: 294 144 36 15 4 3 0
3 PFS @ Kaplan-Meier fif (NRG-GY018, KEYNOTE-868 385 (pMMR O BH)

100 o
90 v
80 1‘&%‘“2‘
gg 70 ] X\ “\1% )
B 60 - ? " [
ﬁ 5(} ‘ S%‘g_ :
B 40 - Ty
am - BRE S - <
20 N —Ee s s O e
10 o i :ff:fzrﬁ Pl @ﬁ#ﬁﬁfﬁ
0 6 12 18 24 30 36
at risk HIEEmAFR (A]
$§§c‘:(b¥§{%§é@ﬁ%§i§ 110 85 45 24 10 9 2
ISt EBELORBEE 112 69 25 Q 4 3 0
4 PFS O Kaplan-Meier #i## (NRG-GY018, KEYNOTE-868 #{8) (dMMR DBE)



[Z 2]
O EEELEFEMFERE (KEYNOTE-775,E7080-309 #8%)
HEFGIIRA/ VT = 7R 405/406 B (99.8%) . ALFHEILERE 386/388 17 (99.5%)
RO LI, BRELORFEBABVEE TER2VWAEERRIL, hFh 395406 f
(97.3%) K UR364/388 1 (93.8%) IZRE& LAV, W OFETHREEIED 5% Lo
BEHIZITEDEBY ThoTs,

£3 VWThhrOBRTRHEISN 5% EORER (KEYNOTE-775,/E7080-309 iA88) (RAMMTsHaER)
7 Bl K| (s0oC Wi o)

System Organ Class)
ﬁnﬁ 5 ( PT: Proforred I/ L ST o
(MedDRA ver.23.1) 406 {51 388 {5
24 Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5
DEIEH 395 973) 314 (773) 6 (1.5) 364 (93.8) 230 (59.3) (2.3)
0 0
FEFAELT BRI L 0.2) 1 0.2) 0 21 (5.4) 21 (5.4) 0
A LER I A 20 (4.9) 0 0 48 (12.4) 27 (7.0) 0
U SERIAIE 15 3.7) 2 0.5) 0 26 (6.7) 11 (2.8) 0
IFTERIBAAE 24 (5.9) 4 (1.0) 0 129 (33.2) 96 24.7) 0
/R R 33 &1 4 (1.0) 0 22 (5.7 4 (1.0) 0
AR LB RE LI 42 (10.3) 4 (1.0) 0 1 0.3) 0 0
LR AMERE IR T 222 (54.7) 4 (1.0) 0 0 0 0
iz 34 (8.4) 4 (1.0) 0 13 (3.4) 0 0
ik 29 7.0 0 12 3.1 0 0
B/ 36 (8.9) 0 0 53 (13.7) 0 0
N 171 42.1) 26 6.4) 0 42 (10.8) 3 (0.8) 0
AL 34 (8.4) 0 0 10 (2.6) 0 0
[ 158 (38.9) 12 (3.0) 0 157 (40.5) 4 (1.0) 0
H A%k 70 (17.2) 8 (2.0) 0 46 (11.9) 2 (0.5) 0
0 0

I 76 (18.7) 17 4.2)

0 76 (19.6) 9 2.3) 0
ey 113 Q18 15 (37 0 92 23.7) 12 3.1 0
FLIE O Jehi 47 (11.6) 6 (1.5) 0 35 (9.0) 3 (0.8) 0
FEH 26 (6.4) 1 0.2) 0 4 (1.0) 0 0

TIE=sTI) RN TUA

S e 66 (163) 12 (3.0) 0 14 (36 2 (0.5) 0
725 —CHn 2 G4 6 (L5 0 1 (0.3) 0 0

; ;7: j:;/—ﬁktfgﬁn/ Moe sy 12 6o 0 2 @D 2 (0.5) 0
MW TABY AT T2 6.7 4 10 0 5 (13) 2 (0.5) 0

—P

quﬁ;;ﬁﬁﬂkﬂ%l]b%k TES (10.3) 0 0 1 03) 0 0



@& ® B OK 4| (SO EE (o)

System Organ Class)

T T LT Prefered HH LN F TR (Lot
(MedDRA ver.23.1) 406 3 388 {1

4 Grade Grade 3-4 Gradce 5 4 Grade Grade 3-4 Grade 5
U A5—PHIh 36 (8.9) 20 4.9) 0 2 (0.5) 1 (0.3) 0
PPN ¢ 7 10 2.5) 3 0.7) 0 23 (5.9) 14 (3.6) 0
Ay R AL 17 4.2) 7 1.7 0 93 (24.0) 82 QL1 0
IR 44 (10.8) 7 (L.7) 0 20 (5.2) 3 (0.8) 0
IRE RS 91 (22.4) 25 (6.2) 0 7 (1.8) 0 0
i BRECR 15 (3.7) 4 (1.0) 0 60 (15.5) 41 (10.6) 0
BRIE 151 (37.2) 24 0 65 0 0
ERU VR R 23 (5.7) 2 0 1 0 0
< 7R AIAE 39 3 0 12 0 0

R

87 4 0 17 0 0
A 54 3 0 13 0 0
VU 21 4 0 0

PR 4 32 (7.9) 0 0 27 (7.0) 0 ]
55 (13.5) 1 0.2) 0 14 (3.6) 0 0
9 2.2) 0 0 22 (5.7) 1 (0.3) 0

M= o —1z

AEAR 105 (25.9) 17 0 4 0 0
FEF 77 (19.0) 0 0 2 (0.5) 0 0
g2Him 26 (6.4) 0 0 7 (1.8) 0 0
Wi 17 4.2) 0 0 117 (30.2) 2 (0.5) 0
T« BT MTERE

A 84 (20.7) 11 (2.7 0 3 (0.8) 0 0
%+ S FEIE 29 (7.1) 0 0 7 (1.8) 0 ]

i E 249 (61.3) 149 (367 0 4 (1.0) 2 (0.5) 0

B, KAV NF TR BOCTREVEMEMER S ] (1.2%) . KK - NMER - E
FEOTH 50 1 (123%) . HEORERS (TR REERAE, FEREEIRIEGERE
ZICALEE, FRIEIEE) 4 B (1.0%) | AFgbEE (7 2 - N —IEEES) 9 4
(22%) . BUENTZ - FFAE - IFRSRERE - IFA - B BPERHE 28 109 6] (26.8%) .
KGR S 237 ] (58.4%) . TERMHEREEE 2 6] (05%) . BIEEREESE 4 4
(1.0%) . 1 ZUERRYE 3 ) (0.7%) . BHERERES (RAMEHEEMEBR, RERIEBERE)
1341 (3.2%) . HEXR 461 (1.0%) . ik - BHEOHAARIE 2 1 (0.5%) . TEIEM I IE 1
B (0.2%) . B4%% - BEEES 1B (0.2%) . SEIBER 3B (0.7%) . D2 1B (0.2%)
K U infusion reaction S %] (1.2%) iR HiL7-, /-, EEZLMAERESE oM m/ MK

9



W TESRBER, TR, SRIFEREE, BERERIERAESE) | MERERAEME K& ORI
D oot AEWEMFEIRIEESESR (BARMEERT 251 2 a R
RERT,

@ EEFRFEIFERR (NRG-GY018, KEYNOTE-868 i Eh)
HEFRIIAAIRE376/3824] (98.4%) . 77 BREE3TS3774 (99.5%) 1ZiBH B,
BB L ODRREBRAGETERNAEEFTRERIL, T L 365382 ] (95.5%) KW
358/377 15l (95.0%) ZRRH LN, WTINOBETRILE G, 5% EORIWERIZ T#
DEBY ThoT-,
AERE, AER. ZeERETEHEORHEEISIE pMMR X1 dMMR OfER 5K
LTHEHL,

4 DTNIOBETRREEN 5% LOBER (NRG-GY018,/KEYNOTE-868 3RB) (2L 24£M)

& T Al Kk #E (soC:
System Organ Class)
& & §f (PT: Preferred

B (%)

A 75 v REE
Term)
(MedDRA ver.26.0) 382 5 377 14
£ Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5
EWEH 365 (95.5) 171 (44.8) 1 (0.3) 358 95.0) 120 (31.8) 2 (0.5)

aim 178 (46.6) 53 : 0 162 . 29 (1.7 0

5 42 (11.0) 3 (0.8) 0 31 (8.2) 2 (0.5) 0
T AT HR T LSk

S R 40 (10.5) 6 (1.6) 0 18 (4.8) 0 0
W7 Ady I RAT 7 S 35 (9.2) (0.3) 0 33 (8.8) 0.3) 0

— N
7 L7 S = 39 (10.2) (0.5) 0 12 (3.2) 0

10



4 BB R4 (soC: E (o

System Organ Class)

ﬁ]ﬁ i ( PT: Preferred N SRR
(MedDRA ver.26.0) 382 4 377 fA

4 Grade Gradc 3-4 Gradc 5 £ Grade Gradc 3-4 Grade 5

U ek 62 (16.2) 15 (3.9 0 60 (15.9) 13 3.4 0
A7 R ERERD 87 (22.8) 42 (11.0) 0 81 (21.5) 39 (10.3) 0
[IRANY 5 ¢ 93 (24.3) 14 (3.7 0 77 (20.4) 7 (1.9) 0
AERE 25 (6.5) 1 0.3) 0 16 4.2) 1 0.3) 0
A liiL R KR 97 (25.4) 26 0 107 (28.4) 23 6.1) 0

JoXe s 66 (17.3) 1 (0.3)

0 65 (17.2) 2 (0.5) 0
=l 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
B4V 7 A fE 31 (8.1) 3 0.8) 0 39 (10.3) 11 2.9) 0
= 7% ¥ 0 AT 41 (10.7) 2 0.5) 0 34 9.0) 0 0
290 al NURVRA] | EhH 32 (8.4) 4 (1.0) 0 14 (3.7) 1 0.3) 0
BAER 80 (20.9) 3 0.8) 0 97 (25.7) 1 0.3) 0
I 25 (6.5) 1 0.3) 0 26 (6.9) 0 0
B 25 6.5) 0 0 20 (5.3) 3 (0.8) 0
75 AR 61 2 0 52 (13.8) 4 (1.1 0

0 26 0

i

EEME S E N 30 (7.9) 1 0.3) 0 28 (7.4) 0 0
YR AN 26 (6.8) 0 0 29 (7.7) 0 0
BHIR 32 (84) 1 0.3) 0 22 (5.8) 0 0
FAYE = 2 — T 98 (25.7) 3 (0.8) 0 86 (22.8) 0 0
SERLE 27 (7.0 1 0.3) 0 27 (7.2) 0 0
AR =2 =055 G 4 1.0) 0 13 (300) 2 ©.5) 0

gk 21 (5.5) 0 0 5 (1.3) 0 0
IR0 ) 34 (8.9) 2 0.5) 0 28 (7.4) 0 0
[EER e 163 2.7 0 0 167 (44.3) 0 0
D EE 47 (12.3) 1 0.3) 0 34 (9.0) 2 (0.5) 0
Wb 44 (11.5) 3 0.8) 0 25 (6.6) 3 (0.8) 0
e INITRZ N &2 43 (11.3) 6 (1.6) 0 17 (4.5) 2 (0.5) 0

B, AAREZE W TRIEMERER 46 (1.0%) . RIBSK - /NG - EEO TR L5
(2.9%) | MREESE (F7 2 - N EERESE) 98 1 (25.7%) . BUEMAE - A4 -
RTHgRErE S « BT - A(LMERERE 25 91 5] (23.8%) . FLRMREEAERESE 54 6] (14.1%) . T
EARAEREE 2 B (0.5%) . AIBHREERIE 3 1 (0.8%) . 1 BUFERSE 1641 (0.3%) . &
BeoemEE (RGBS &, REREERE) 4 41 (1.0%) . BEX 1 4] 03%) . &
&« BERCTRMEAE 2 B (0.5%) . HEAEMMEME 161 (03%) | MM - BEEAK - HHEK 1

11



B (0.3%) . SEIMEK 2 (05%) . Lg%k 1 (0.3%) K& TF infusion reaction 52 4

(13.6%) BRHOENT=, T, BEOKERS (MEMELEIERMIE, REHRIR
FTEMERE, SR, FEREES) | EEARMEES (@i Mad RN, i
PR, AREFERE, EIRRERES) [ HEOFH X, MREREGERUHEEIIRD LN
o, ARBTEHRBERDUIETE S BRREMRAT LS 2 30EIRRE R
R

12



[ - HE]

AR ORHEREYBREET VERBE LZVIab—2a iz kb, A&l 200 mg %
Q3W, 400mg % Q6W XiX 10 mghkg () % 2 EMMEE (LLF TQ2wl) Lwo, ) T
5 LI BROARA O M i PR E SRR STz, FORE,. KA 400 mg & Q6W THe G- L
TeBR O AR O EFAREIZ BT 2 MIEPRE LAF TCapss) &N, ) 1E AHAI 200
I@%ﬂﬁW?&gbﬁ%@Cm“kﬁuT7&%Méﬂk(?%) E7o. AAI400 mg
# QoW THREG LIEOFAOEFREBIZB T 2H&EMETEE (CLT Chss) &0
50)@\KﬂZ%ng%Q%VT&?Lk%@Cm“&%&LTmT BT ETRIS L
bO0, BARANBEIZBWTHRESHER SN TV AL - HETH 244 10 mg/kg

(%E)%anf&ﬁbk%@Cm&&mﬁbfﬁm%rﬁk%MéMt(T%)o
M RAEERE 2 RICAA] 400 mg B2 Q6W TG L7ZisE

BT,

(KEYNOTE655

AR LS = FEHMEL
~yay’i@%ﬂbt%%%%ﬂﬁf~&&@ULt(T%)o

ZHS < S EHE

(2B DR A D & . ARAIDREEE & AR

I 4035
ENXNTA—-2Z1F, I al
Mz T, @O HEE
Soe & DRI A AT

W — ﬁm%TWﬂ%%éh\K%m%g%QNUCMng%%Wﬁﬁﬁbt%@
BREE LA IEeN EOFEEIC O W TREF SN AR, Lo HE - HAEOM T
AR OB AR R A R v & RIS,
£5 FAOEYBER N T A —F
}:H{J_ R }:H = Crnax Cavg Chin Cmux,ss Cavg.ss Comin,ss
=R (pg/mL) (ug/mL) (ug/mL) (ug/mL) (pug/mL) {(ug/mL)
200 me O3W! 59.1 279 18.1 92.8 50.4 30.9
mg Q (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 50.7 203
400 mg Q6W? (122. 124) (320,327) | (104,10.8) (146, 149) (50.1,513) | (19.8,20.9)
400 mg Q6W 136.0 14.95
(S2IfE) (135.6, 136.4) NA (14.4,15.4) NA NA NA
. 220 144 119 428 279 197
10 mgkg Q2W (218,223) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
t nzws1mM@yilv~yaym;@%ﬁéﬂt%ﬁﬁﬁﬁ@$%ﬁ(M%R9M%ﬁ>\szﬁwﬁﬁ

BOEBMIEFIRE . Cay -

F— Cmax,ss .

2 FefR s iR
3056 BIOEAEEIE (95% S#H X
§ 41 WIS (95%(EHE X M)

A% L

13

j;i U’ Z) E‘Zi/gml{% I:P {E‘%E\ Cmin‘ss :

MEHREAR O VIHMETRE, Con - MEFESE (VA 70 2 BE[) O RELFETR
EFREBIZB T D MiETIRE, Cags 1 ERIRIEIZ

ERREIZBY




4, FEERIZHOWVWT

AEOERGHEY BT Z2W - FE L., AFIOREIZE D EEREVERH 2R UTEE
WRHET 5 2 EMTERR =0 LR OO~@O T R T a7 T ikl B W THERT A &
Thb,

O MEFRIZHOWT

D1 TED (1) ~ (5) DTN ET IR THDZ &

(1) FASBNEINEET 50N A FEEERLEFRES (BT IR 28 A oL SR e
Ml A SRR HLEFIE, HOE)S ARSI &)

(2) FEEHEREmEE

(3) FBERFRIERRE T 2B ABREEERR (S AR TRk, RN ADREE
W RbE, 2 ARG R &)

(4) IRIEFRESEARE L, SSRIBECARESER 1, SSRIBE PRS2 RE 2 3T
ASINBEH ARSI 3 ORI HEEIR D R 21T - T ek

(5) PUEMERBE A EEINE O iRk IR 5 M 21T - T B ftEek

@O-2  FERE OCFAREE R ORITEIEBIR O A0 7 Fmsdk & B 2 R DIERT (R
DWTIANTEEA T DHIER) 23, LN OAANET T 2IpROBEEE L LTRE
ENTNDHZ L,

*

o IERNSRFFEURE 2 FOUWHE ZAET L7-1%12 5 AELL DA VTR DERIRMHE 241
TWHZ &, o6, 2L EE, BARYIRIEL T & LIRS T OMHEZ1T - T
WhHIZk,

o [ERIGFFIUGE 2 FOVMINHEAE T L7212 4 L LKA AL TW»DH Z &,
9B 3 BRI I AREE O 8 AR L 2 & T iR ARIR OIRIRITHE 21T > TV D
Z &

@ BENOERLBEREEOEHIZONT

FEE B AR TLE B S, BRGNS OFRE D, ARk - Lk
EHOPEHRO B OERTE O 2 HRbt, AEFREAE LI E oWt £, &%
DSERCINATOIL A EHIEE > TN D Z &,
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® BUERA~ORIGIZ2NT
@-1  HaBHlic B 5 Bl

VR 5 55 00 TR AR T AR LT2BSIC, 24 BSTEIRHEIRHIOD 1L 43R X
ISR BT, AR LIRS U AR O CT S8 s DB 37
B ORE R % B I DI, TS IS TR B - T B -k,

®-2 EFEFECLIEESESNCET 2 EH

ARSI I D B MR AR R N RE A AT T B IEREEE N EERe =2 ) > U
EEDIERFROA T UV —= 0 FEATVEIRE & A G T & 5 F— L EEET 235
HENTWAZ L, 28, FHEHIZOWT, BAEBE & FOFEIH/NEMmEh T 5
&,

®-3 EBEIERAOZEHISICE LT

BIEH (MEMREIN A RIBK - /NGBR - EEO TR, BUEFK - R4 - I
PERERE S - AT - BEALPEPRAE 28, BREREREE (RMFHIEMEE . REREBLASE) |
W InREE (FRAMEEEE ., TSRS, RIEWRES) | | BERE, 589
B, W - MRRUTIRLARIE . TER . FESL A WERRE RN, BEORFEE (PR
HEFCRIRIE . FEREIERRERRE. ZALEE, FHRXEIESE) | infusionreaction, J}7< - £
e - BhEZ, HAEMEGE, MREE (F7 0 - SNUERRS) | Ok, HE
PR E S (R MR PSRBT . BRI M, IRIFERES . EEFEATERESE) |
EEOBR, MBS, MEKERMEERE, M%) (O LT, Balhisk I prE R
OHEMMEEZATAEMEEE L (BIEHAOZEoSIZE L THRER T XEEZZ T L
HEMIZHD Z L) | BELICHETIRAENR TE DEHPESTND Z &,
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5.

RERFRLEIRDBE

EERl EAtals S prele el |

@

@

77 FF RN 2 GO AT IR IS U UIBRANRE R AT - RO FEUSEA
FIZBWT, AFE Vo NF =T AVVEEE E OFFRR G THEMER RSN TN D,

{LFBRERE D 72 WHET « RO TERBEEEIZBWN T, RE LY X1k
CHNWRT T F 2 L OB G KO O%ORABBEME 5 OB/ HEN RS ILTH
ZDO

TR ST 2 BE AT AR OB G R MERITIEIC 0TI, AFIOA 773

ML SN TE LT, KA OBREGHMGE L 2L,

FIGO 7338 1 ik NI oD B3
OFOTABNOE D R 3T O FLEMEIEER] & OFF RS
EFEAERE D IR ONETT - BREOFEIREREICITO2ARA L Lo ARF =T AL
TR & OB RS

i i BRI

%J‘a@'é‘é%ﬁ]

[Ze 44
O TRIHLSTABEIZSOVWTHAROEBESNER L XN TWAZ Enb, B
1T
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BOWES, BEEE
2 | AMTOHETESOF O O LS ST AMERITE AL, D S0%L LSy FATIB T
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o

RECERELTEETNEEH

WA CESIIN 2, SERKFEEFT PR 5 ERVE 25 & RAN O F5ME R ON#EIE
RO DICH B ERE T 2ICBR LT LRI 8,

TBRBRIZ R b, BE L OFKRICAIMER Va2 ol L, REx

BThbRETDHZ L,
ERBWERO~RY AL MZDOWT
MEMEERH LLNDZ ENHDHOT, RJORGICH - Tk, FIHFER
(BUlt, FRORREE, kEE) OMEE R OME X SR o T, Bt a1
1752 &, Fo, MENIRUTHE CT, IyE~—b—E0R&%FmIT 52 L,
infusion reaction 73 % H 3L 5D Z £ 3% 5, infusion reaction 73788 LN ZIGAIT .
U REZIT D & &bl RV EETLETEFOREL HICBZET L2
k.
FORIREERERE S . T RS REE S X ORI RREEES N H oD 2R3 H 5D T,
AFH O£ 5-BRbAET R OB 58I X BRI N IS RERR TS (TSH., b8 T3, i
HE T4, ACTH, ML =/LF Y — WV EDRE) ZFEMTH &,
BIERFZE, AR, IFRSREREE ., AR OM(LIEIRERRH L DIWD ZENH DD
T, AH O pEEBGET R O G-I X E IR GER A (AST, ALT. y-GTP,
Al-P, BV E I EORIE) ZEMT DL L,
SEIFER (MMERR I BRERZET) SFOERERREERNH LN D Z &
NHHOT, THICIROBRFOEMEMGET 2L, £7-, IROBENEDO S
NEHAICE, BN EREEAY 2T L) BEEIEETH L,
BRIOEGZ LY BEORERIGITER T 5 LB L O AHA RERRENR S
LONAZ ERNDD, BENEDLNEESITIE, BB L FLIDL BN
TR & BRI A RO BEAD &OBHE UG R @RI A 1TV EE O E ORI K
DEMER BN D560, RAIOWRFE LRI M ORI RE ARV o FHD
BHESEZRTLZ L, B, BIBEERNE Y OBREIZ L0 BIVEROSEENGE
D BRI, BB RE R VE S ORI OB S EET D T L,
BT, BOAM S50 AFRGR L COLRIVERANRRT 2 Z L3 HTmn, K
RORFEHSR THRICHBHEHORBIZHZITEETH Z &,
1 BB GRS (BDE 1 BUERR 2 21) 25 Sbiv, BRBEMEY h7 v F—v R LE
LI2ERHDHOT, B, EL, EHEEOEROFBELLMBEEO EFICH2ER
THZ L, | BRGNS DN TG IEREE R L, A R ) VEEIORS%
O EN L E AT H Z &,

@ AHNOEREFRIZF VT, KEYNOTE-775, E7080-309 Bk TIZEMELEI T 8

WL (BERIZYEZRGAT L0 ER) CHEEOFMEEZIT> Tzl &, &
Y NRG-GY018,”KEYNOTE-868 B Tidi)oo 9 7 AT 9 M T &, Fo%iT 12
BRI Z L ICEH RO AT » T2 2 & 2 BE |, AFIEES T E I Bk
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1. IZU®iz

[R5 DA IIE « M OFEIED 72 0121 IR SUES I E S\ il 1E e 23k
HND, 52, WEOR R O®EANC L0 PUREHS 72 & OF a2 3 R e
FEIREMPEABINATT, 20 OERLEBEICLERBE RIS 52 & BAREO
L 7o TR REFEMBGER & O REARTTH 2016 CEAL 28 4 6 A 2 H BEHRE)
CRWTH, BEHEENEOHHOREHEEEZ XD = & EEhTna,

ORI ERR S, R L2 T 0 7 7 A IV REEDOEIS L5 R
RHT EnhD, ZOn, AMEROZEMNICET 2B WSHEET DS £ ToM.
YZEESLORELEBOZT A I ERMFGSINBEEFICH L THEHTA L iz, BIfE
FNIEH LB L e kit & 5 2 L S AT RE /e — 58 O B % 72 3 R R B 5 A
TAHZENEETHD,

Lo T, RUA RTA 2 Tii, BRERESCZNE T LN TV B EFRIAN -
B RS & LU OERS OB 2 2 ET 28 000 b BRI, B2
FROHEFEREZ T,

¥, ARATA KT A %, MSIATEOE NER G EREERR O, ARAERIEARAR
BRI 2, — A RE A B ARERR AR E S K O RFER R A B AR E2 O )
Db EVERE LT,

KB LI B - A M— & HREERE 100mg (— K4 s el X (B
THAHHAZ )

HELRDPETIR - BAALTFRERCEE L cmWEE & AR E (TMB-High)
EETHET - EOEE EERRRRANE RS EITRD)

REERAMERRE B, AL, NAa7vnl Xv7 (EeTaEfiz) &LT 1
[8] 200 mg 7z 3 WM HIFE L 1 [B] 400 mg 2 6 [ 67 T 30 5 [H]
DT TRIREHET 2.

By R B ¥ MSD BRAS




2. RENORR, 1ERKERF

XA hA—F HEERE 100mg (—i%4 a7 n ) X< Bz UITF TR
] £v5,) iE. PD-1 (programmed cell death-1) &% D U H 2 N TH 5 PD-L1 KU PD-
L2 L O G A H#ERET S, v MEgGd £/ 7 a—F LK TH S

PD-1 /&M 1T T MR Eﬁffﬁ&l%%ﬁ%i&m 72 9IT Aﬁﬁﬂﬁ@zﬁxﬂﬁﬁe‘? T S
AA wF T, PD-1 1, EFEZREICBOTESES T MisoMiaRmic I L, Bom
5 B 5 a T R TE iﬁ%ﬂfﬁﬁﬂiﬁi%%ﬂﬁﬂ?é FT72bb, PD-1 (Y H o FEks
a7 M’) R AR T S NN SR 7“»&:3%%:1% ZHWET D% RETH D, PD-LL

FHMIZBIT2RITDLTNTHLIB, Z<ORAMBTIE T Mo 2z

i&a@% THB L TWBD, HSAMIE _:ro %é PD-L1 O =5, BfAas, FeEls .
AR . IPaLE. FE/NHRaTE e & Ok 2 2 A CTHRARRA T TH Y | ARWETTH
EOMBIENARE S TWD

BEON /DGR T & PD-L1 JEE OIS PD-1 & PD-L1 OREKIIIEE
ORI BV CHERREIZE S Z LRI TR #ize RN A iEEOEN &
LTS TV A

AANE, PD-1 & PD-L1 L OVPD-L2 O U > ROFEEEHET L Z L2k b | g
N O NEE R RIS =Y T U o SER A IR L S, FUIEE E 2 ISl
TAHZE T#H@;fﬂ%%&%&ﬁféo

AREN OB EE S @ DORERIST L HBIERE R & b i, EESUIETIC
EpaNil ri/bx&)’é AARIOEE PR ORE%ICIET, BEOBIEZ 04T, B
D HNTEEITIE, L - ERITG LtﬁF‘%E’J?‘ié‘Dnﬁlﬁx?ﬁ%ﬁOEEﬂﬁ&@}’* L i
ks HlE Lﬁé’ﬁb\ WFE DS RN LD EWER S b L 256101, BT RE RV
RO GEOREUIIAE 21T 5 LERD D,



3. ERAREAR

INAALFRERICE L RV EREE A RE (LT [TMB-High) £\9),) &F
T AT - HROEEE (EERZDEBENERERE AR S) ORRRHIFE M ZIT-> 72
TR AR RBR O RIS & T,

[H2hi]

[EBE AL E 2 T ARRER (KEYNOTE-158 #5%)

(LB O b HHELT - BROBFERES (BAE I L2007 A~L OF 71—
T VYTH 200~1,595 BI) b Gls, AL 200 mg 3 AR (CLT TQ3w) &
A ) BEOBFHER OZEMENBREF S NI, BBIOF M. FoundationOne CDx {2 &
Y TMB A =2 7" /% 10 mutations/megabase (mut/Mb) LA I & B X 7354512 TMB-High
CHETDHZEE L, AN T, Z— 7 A~TIORER S - E)EERA IS
WA ST,

TMB-High A9 % 102 il (BAAN 6 flaETr) AU TMB-High #H L7240 689 4
(HEAN T BlzETe) BT 5H, EEFMAE TH 2 RECIST A4 N1 2 1.1 hRIZ
HAL P IHIFEIC L AFRDROFER Q019F 6 A2T BT —X By hA7) IR 1 DL
BOTH-.

] —RIER E U TIERBIZER ST A{EERET NI EZ2RTHW LR TS P
TR R OV R & & 1B R IR UM E U ARTH A OB E Bl AN ST,

KT N—TIZBNT, FRENRUTFTORERHAEANL L,

A JTFYE (RE L) . B: HEE (WEEXVCMHEORME, 77707 7 — % —BRTES

AE) . C: i, BT, NB. FEE. BSOS B SE O N S WES (F o b S

AV BAR RN P WEE) . D TS (ABEXIMEREE AR, E: T=%E R

SE R FoooAheE (RE RACE) . G/ NRIEERE, H o PEE, T NURARE. T MR

A (R IMEREE 2R, K BEE~A 7774 NRZEM (LT TMSI-

Highl &\9,) 24T 2ETHEE B - BEBE42R<) . L (FEOA)  MSI-High %

B HEITIEEEE

#3 0 5%LL BT VVBEE TR SN FIRER L OHREERNG, AERRRS D% R
RO ITHRENESERN S D L EXZ ORI LR LRV T AEEL-VOEROHK

(mut/Mb)
#=1 AHMERE (KEYNOTE-158 FAER)

TMB-High Non TMB-High

10245 6897

CR 4 (3.9 11 (1.6)

PR 26 (25.5) 32 (4.6)

ke 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)

2% (CRH+PR) (%)

(95%CT) 29.4 (20.8,39.3) 6.2 (4.6,8.3)

CR : 552740, PR : ¥B/0284h. SD : ZiE. PD : JREEIT. NE !

FHIREE. CI: (S

o AR TR R TIRIE R R 72 L & S, TRBREEH 544 12 Non-CR/Non-PD & #Afi & v

- B,




TMB-High #6792 102 ] (HAAN 6 & &Te)) KO TMB-High 278 L72\V> 689 #1

(AARN T B 2ETe) 1ICBiT 5, RECIST HA R4 > 1.1 fRICE-S < gz L 5
MAFRR | DIRHROER QOI9FEECH 2T BT —4 v "4 7) T 2DEBY Tho
7z,

F2 DBAENOEDMEREE (KEYNOTE-158 #A5R)

TMB-High Non TMB-High
D ATE HE (%) #%) (CR+PR) BE (%) =% (CR+PR)
102 1) (Z2% (%) 689 {71 (F=h=E (%))
N RE B 34 (33.3) 10 (29.4) 42 (6.1 4 (9.5)
e S 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
T N R 15 (14.7) 7 (46.7) 67 (9.7) 4 (6.0)
JHINEE" 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7)
PyNieery 12 (11.8) 2 (16.7) 60 (8.7) 2 (3.3)
PR PN A3 VAN 5 (4.9) 2 (40.0) 82 (11.9) 1 (1.2)
WEE 7R IR 3 (2.9) 1 (33.3) 79 (11.5) 3 (3.8)
IR s 2 (2.0) 2 (100) 8 (11.3) 3 (3.8)
Hh R B 1 (1.0 0 84 (12.2) 9 (10.7)
JIEBTER] 0 — (9.1) 2 (3.2)
— HEEARAT



[Z241E)
EREH RIS D A1EER (KEYNOTE-158 35)
HEFEGIL103/105 #1 (98.1%) (2. BIFERIL 67/105 5] (63.8%) 12789 HaLlz, FEH
MR S5% U EORWERIZITEO LB Y ThHo 7=,

£ 3 FHEBEED S%ULOBIER (KEYNOTE-158 3RER) (ZRMHMATRIRER)

ZFERIRSHL (SOC: System Organ Class) FIEC (%)
HAGE (PT: Preferred Term) 105

(MedDRA ver.23.0) £Grade Grade 3-4 Grade 5

S 67 (63.8) 15 (14.3) 1 (1.0)

(6.7)
13 (24 | 0 0

8 (7.6) 0 0

.7) 0

124y | (1.0) 0

17 (162) | 0 0

11 (105) | 0 0

6 57 | “ 0 0

Sy BT (a14) | 0 0
s 9 (8.6) 0 0

e, FBEMERISE 461 (3.8%). KB - /N - BEDOTH 36 (2.9%) . BIERT
R IFAS A NTRRBERE 35 - 1T 48 - AL IENEE 2% 5 1) (4.8%) . AR AR REREE 15 61 (14.3%) .
EIEREREREE 1 1 (1.0%) . 1 BUBERA 1 A (1.0%) . BHRERES (RMEBEIEE 2.
RERIEFR %) 16 (1.0%) KO infusionreaction 1 B (1.0%) 23R Hiv/iz, F/o. &
O EREE (PREMERCEERAE, JEREIREREE, 2P, FROMES) |
MRS (7 0 - N U—IEERESE) . T EEEERE, BER. ik - MRl RE, &
JERRTEIE, Wk - fiES, S & Ok, Lik, EEMEESE (& im ) wasd
PEEREER ., WIVER I, ARIFERDE, MERIERES) . MERERIERIEA ORI
Niginode, REWEABBURNIBEESRES (BAREEEE 2 50) 23 0EIEEY
AN I




[t - AE]

ABNOREHEBEEF VAR LZS I 2 b—a ok v KE 200 mg &
Q3W, 400 mg % 6 HMEIHIE (LLF TQ6W] &9, ) Xid 10mgkg (AHE) % 2 H[H
Mg (LLF TQ2W] &9, ) THRE LBOARL O MG R IEESRE S, Fok
. KA 400 mg & Q6W TG LBEORAIOEERBIZEBIT A EEHRE (UL
T TCavuss) &V ) 1E. AHI200mg % Q3IW THE L72BED Covgss &HEELT 5 & FHI
Ehiz (F£) . £7-. AFI400mg & Q6W THE LIZBEOARR O E FEIRBIZB T 5k
EETIRE (LLT [Chass) EVMI, ) X, AA200mg 2 Q3W TG L72BED Caaxss
CHE L TEHMEZ ~TETHENZHL00, BARAABRE IO TURMERTER S A TY
HHNE - HETHAA4] 10 mgke ((RE) % Q2W THEEG L7ZIED Cras & FLEE L TIK
WEr3 EFHENh (FR) , S50, BERAEES 2 ARICAES 400mg % Q6W

TG L= EEREE (KEYNOTE-555

AR KIS D RIEIC RS < SEEhRE

WRIGA=BT v alb—va A2 L0 TRILICEYEBRE NS A—Z LU L (FR),
MZ T, BEDONNAAEIZIT D BRI C D& | ARAIDOIREE & AN UTT S
PR & OB A IRET HUREE DS B T VMBS S L, Al 200 mg & Q3W Xk 400 mg &
QO6W TG LB ORGE R L A2 TRk & oIz SV TR S /iR, 1L
FEO Y - AEOM THME R N2t Z R E Tl ST,

&6 FAOEMBRNT A —F

[ Conx Cove Conin s [ Coninss
{ng/mL) {ug/mL) (ng/mL) (ng/mL) {ng/mL) {ng/mL)
200 me W' (58-55?.519-” (27-27753-1> (17;:,3'11 8.3) (91.97%54.1) (49.?%??1.0) (30.?;??1.4)
400mg QOWT | ¢ 12;,2;4) (32.?)??2.7) (10,11(,).?9.8) (14(15?51;49) (50.51?g1.3) (19,?;(,)'230,9)
40(0§§J$£6)w (1 3512610 26.4) NA (14%1?5.4) NA NA NA
10 mg/ke Q2WT (21;2223) (14??45) ( 1;1 ?21) (423,2233) (272,7382) (19;,9300)

t:0n=2,993, 100 [N I 2 b—3 3 42 & 0 B Sz & EE o R E (2.5% 4, 97.5%40) |« Coax © #IH
B4 ORmIIEPRE, Cug : PIEREHOFEENFEFRE. Con: PIEIHREGE (VA 702 &E5H) OREIE
ﬁ_?x‘;: szélpﬁjml{jﬁtp/}%};ﬂj\ Cmin,ssi Z'ET‘%'?#}\?.EK

EP{J%’E:\ Couax,ss /HET%W\?._E:L:}SU— Z)%%M{ﬁ‘:'](}i%};‘;\ Cavg,ss : ZE,\%’:I}\

BT D Bl 17 i 4
156 BlOKNFIE (95%FR KM
§ 41 BIORAITFIIE (95%(8 XMH)

NA : #4720




4. MEERIZOWT

ARA AT, ERAL D A7 EHEE (RMP) (2153 < AR 0BG L2 APEEREE)
~OBIERID B HHiFR Th - T, B OGN ED R BE LW - FEL. A&
B k) EERRERZRE LRSS T 5 2 E BN ER D L TOO~@D T~
TEMIZIIERICBWTHERT 2% Th D,

@ HERIZTHOWNT

D1 TR (1) ~ (5) ODNTNNCELLT DR THDHZ &,

() JEAEFZEBREDIEET 5 MR AZREOEENL RS (BRIE TR 23 A S R B L R |
HO3 23 ARSI IL SRR . B0 AR Be e &)

(2) FrEtkBRIR b

(3) HHEATEAENEE T 2N VBIEEEIREL (35 AW EEETE ERBT. A A S
IR, 2 A BREEE R e &)

@) ARAFREREEZE L, S RIEECAFEBRR 1, S RIEE L PRI HR 2

XA SRIEA S LR 3 ORI IR D B 21T - T 5 ik
@)#%@@%ﬁk WM ORI IL IR D B 21T - T D ik

O-2 xT%k732Z)75)/u@’”UDM%JEHE&U%'H’F%%&@%H%WDXTV R A ST R Y.
FroE (FROWVTIINSZET HE) 23, SR OARFNZET DIEEOR
EELLTEREESH TS D ku

*

o [ERIGRFTEER 2 EOPMIHEZE T L72K%IZ 5 L EORABROERHME %2
T TWAZ L, 95, 2FEL BT, BAEYEREL T L UEERESOHE %
fToTnAZ L,

o ERIRFFERGE 2 FOMMMEZE T L72%IZ 4 ELULEOBRRBZHE L TV D
TE, 9B, 3ELLRIE, MB LD AETEECT DM A TYIRIE A Z DN VTR
DEFHEHHE Z1T> TN D T &,

@ BRHNOEERLIFREEDOEHIZONT

ERAFRE IR T 2 EEFVNRE S, BHUEEEN O OFREAD, A2 - &
X E%E’Jfﬁi&mﬁ@&()\l:ﬁﬂﬁ A D R, AEFRARELEBEOWE
HH . FERHEONATONDEHINE->TNDH L,

® BUWERA~OXH&IZOWT
®@-1 HEREHENCE T 2B

Fﬁi‘i‘ﬁ%fﬁwwiﬁétﬁ@ TERDNSAE LT-BRIC, 24 BERIRIRIRHI O T, Hikhtisk X
PREHEE R BT B8 L RITERIS U CARRE L O CT & O RIER ORI
%fﬂﬁﬁwﬁﬁﬁﬁﬁqj D, BEHICKHSATRE e RHI N > TNA Z &,




@-2 EEREERICLI26EFLMNCET 2B

N AR D B E 2 ik R O RE 2 AT A IER I FE DEER =41V v 7
EEDERDOAT Y —= v T EATOEIRIE L fE A L TE 5T — LEFREH MK
fEENTNDZ &, B, BEEGIZOWT, BABE L ZDORBEIHIZEmEnT
WaHI ok,

®-3 BUWEROZWrOXIGIZE L T

BIER (MEMERICBISINZ | RIBK - /NBR - EREED THI, BIUEATFE - FFA2 - IF
FERERED « ITAR - RE(CMRREAE . Bekaeled URMERIEMER R, ARERERE) . N
SrwikESE (T Rfaeiag , HIRpEaEmEE | BIRBEREMESE) | | RUBEIRIN ., 5 & o IRk,
B e - BRBCARRMIEIE . eSS, AN WERER &, EE O REIEE (PEtER i
e, PRREIEERIE e, ZIALEE, FRVEIESE) . infusionreaction, AMZE - BlIRZE - FribH
5. BERERE R, MRIEE (T - S U—REEREE) . LS. EEAMIREE (6%
PEME MR PESR BRI . Fmth g ., JRIFERES . MHRRERIES) . BEOF R, ¥
K. MEREBIEMRE, FZE) (T LT, Yadhis OB EREEOFMMYE T2
AR & U (RIEAOZECXSICE L TRER IR EZ T ON &M H 5 Z
&)L EBIZHEYRAED TE HERBES>TWDL 2 &,



5. REARLERDBE
(AR B4 % g

@®

TREO BB B TAROHEYIEARENT WD,
o BAALTFHEIES I CHE L/ TMB-High 281 21T « HROMEE GERER 72
TR R 72 5512 R 5)

72% . TMB-High ([ZBIT A ARF Oz =4 BWEE L LT, G4 -
FoundationOne CDx 7547 ) 572 7 7 A VISR I N TV A,

RN BTz » T, BEZEZOTA R 74 VEORFOEREBEIZ, iTo4k
FRVEEIZ LA TMB ARG RO B CRRE I H W 2 R ORIz 2T
N THZ &

TREICRZ S § 5 BT 2 AAN OB G R LR ITIEIZ DV TE, AEI DA RN
ML SN TR LT, AMOBEAR LRG0,

o FFOmMBERIE

o MOPUEMIEEA L G L TG SN 5B
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[Z2etic ¥ 5 Fu1]
O TRICZYTHEZIC OV THAANORENES L INTWDHZ b HEET
F YA AN
o ARHNDBGTR LImBOE OB & 5 B3

@ IBEERTOFAEIZ BV T RRICEE T 5 BB IOV TR, AFOERGIEIHEE S0

23, MOIRFERIEA RSB EICRY  HMEICAREZENT 2L aBETE D,

o MEMMROEH I RO H 5 EE

o MRS R A TG 2580 5 B K OVE B O HbT d it 28 R0 e et fifi 4¢
B ORI ZIIEEZ LD B 5 BT

o ACSEHEAOADE UTBMEMNRE L IEFERMEO A CiuEE R OBEED
A B

o BERBHE (EmErMaBELET) OoboEE

o WEEOBYUIEEARTHEE

e ECOG Performance Status 3-4 “V @B

D ECOG ¢ Performance Status (PS)

Score | fEFE

0 | &<{RMEREHTES, BRAMEF U HEEEIHIRRATAD,

PIARENZ I LWL TN RIR S 48, BTWRE T, A0l - TONZEIXIT ) 2 &8 TE S,
B DR, JEE

BATRRECTHYOH DM Y O Z LT~ THEEEMERZTE 20, BHD 50%8L i~y RATRIT,

R L2 A DE DRI O L LATEZRY, BHHO 50%5 FEXy Fdh 7Tl I3,

EE VR

BT, BHHoBophoZ LEad TERY, BRIy FERF TR I,

11




6. HEUZBELTEETREEE

O R CEHION L, BUERFEEE DSRAET 5 BV IS & RF| O FEE & Ol E 1l
B OO SERERE TR LTl b,

@ BEBMGICN L, BE IITOFBEICHEIEL OEREEZ 53 L, AEEM
ThoRET 528,

@ FEREMWEAD~FR Y AL MZONT

L

MEMREENRS LoD Z BB DD T, RKFNOFEEIIHT--»> Tk, JIHE
B (BTIdL, PERINEE, k) oOfERE & OMEE X SRR A O M %, Ble 1+
FIATH 2k, El MBS UTHE CT. WiE~ — U —FOMmE 42 Efid
5HZ &,

infusion reaction 3% H b D Z & A H S5, infusion reaction 235880 LT IH AT
W, EB)RALE AT D & L bIC JERAEIE Y S F TREDOREE o lC B
THZ L,

FURAR RIS, N RAEREREE R OFHIBEREENH S Z L iH D0
T, ARFNO P GBRIERT K O 5 HAF P L E IR N WS RERR A (TSH, i
T3, W T4, ACTH, A anFY —VEORGE) #Ed 52 &

BUEM . RS, HHEERE, Hi, mbHEERAH LD Z LB 5
DT, AAOBEGBRMAHT L O GHIH I E BT R4 (AST, ALT.
y-GTP. Al-P, BV L EVEDRIE) 23+ 52 &,

SR (PR KR NTE BARER A ST FOEERIREENH S bivD
ZERBHOT, FHNCIROBEOFEARERT D2 -, £z, ROEFEN
WO OLNGEICE, BONhCEREEZ 22T L )BEFELHFE T L,
AR OEHIZ XD REORIERISICERT S LB 2 L DRk x 7R BSiREE
WhoHbhbZEnbsd, RERROLNEHEIL, BEALEERIL U
BRI 7o ik & RER A RO R AT & EEE U CE DI BRI 21TV B Ok
R X A EIWER ARSI 28551 00E ., RRIORETHFIE, L OEEE R
WEROBEEERERET D &, ek, BIBRERVE L OFEIZL)EIE
HOBGEDFRD BIIRWGE I, BB R A /L€ o LIS ORI 080
LEETDHZ L,

BT %, ORI S80 ARBB L T LRITERANRET 5 2 L8\ h 5720,
AR O THIZORWEROEEIZHNZEET S 2 &,

1 AUBEIRIG  (BE 1 BUBEIRIR 2 & 8e) b b, BRI 72 R—v A
WCEHZERHLHOT, i, Fl, RHEDIEROBELMAEHE D EHIZ+
DHEBTAZ L, 1 HERBENEDNIZBSIERGEFIEL, AR 3
FOREZS O IR LEETTH Z &,

@ AHOEERBRICE N T, KEYNOTE-158 SRR TITHEBEE 5 1 RN 9 BRI S

(1:\

I AEDIRRIT 12 A 2 LA 21T > TWic Z L 258810, ARG

T E SRR A TR R DOMEELZAT O 2 L,
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EEERMEETA I 4 v

NAT7TulY X< (BEFEBz)

~FE A~

SF4% 9 H (5F084E 2 AWGET)
B A S Eha

BIES 5




SR/

AN

T EHIZ

AHNORAR, ERER

fifh P AR

HiERAZ DUV T

BERG LD BE
BHICEL THEHE TN &HIR

P2
P3
P4
P16
P18
P20



1. &I

LIRS DAZNNE « RENEDFERODT-OITIE, I SCEFITHEDWVOEERHD RO b s,
EBIZ, EFEORFHATOMEANZ LV | PUREILR /2 & OB R P EE A AGR &
NHTT, ZNGDEHENZEIONEBE RIS 5 2 L ABEROBE S 72 o> T Y | #REHE
HE L UOEORASTE 2016 (R 28 2 6 A 2 AKRRIRGE) (2B WTH, FFmIEENLED
FEHOREIHEEL D = & & SnTWnha,

FHWERRE IR, B ERZ 7 0 7 7 A VB FEOEIE S E I G NT R D 2
ERDD, ZDTh, AR ORI 215N+ 0ERT 5 £ ToM], SEEFKNO
BREEEZTAZ PR SNAEE IS U THEMT A L L b, BIWERDRELL -8
VB IR A & D Z LS REl — B DB T R T A 2 L NEET
HD,

LIeh =T, BAA RIA Tl BIRBBEIES 2 E TICE LI TV D EFRTR - £
FHRMNZEASE | LUT OERESOFELHE 2 HEET H8LE0 DB B, Z X5 MU
BEHIEART,

B, ARITA RIA %, MIATEGE NERE MRS O, AHETEA B ARERARE
PrELs, —IRFETEN HARERNBHES R OVAHHEHE N B ARESE 7O 0 b & VEK
L7z,

KB L IR HEIRE ¥ A P—F AT 100 mg (A e T n ) X< (G
RTHEHZ) )

RELRAME DR « T OIFR O T 5500
JRETHETT 1 SER

WELRAMBEROHE « <GB UIFER O 125 >
P EEA & OFAICB W T, BE., JAIKIE, RAT
) X7 (BioHfz) & LT, 108 200mg & 3 MFEMERE
1 [A] 400 mg % 6 ERIIE T 30 S TR ERTET 5,
< JR) AT S >
VAT T F vk T RIR L R RS & OOFRIZ BT
WE. AT, a7 el X7 GEalEfaz) LT, 1
6] 200 mg % 3 ARG ST 1 [2] 400 mg % 6 WG T 30 /7
U TRGEEET 5, EEWFIZ24 PHMETET S,

T B FE % A MSD BRAStE




2. AFOFHE. (ERBF

FA h—FBHEFE 100 mg (—H4 XAy n ) Xw7 (EnrEEz) | DT
[AA) 25, ) ix. PD-1 (programmed cell death-1) %D U 7 K TH5 PD-LI
KPD-L2 & Of e R EHERET S, t MEIgG4 £/ 7 n—T AL TH S,

PD-1 #5813 T AR Sa s s BARE 75 55 KL 5 72 9012 28 AU ASFI H 4~ 2 32 7 s 2 A
AA F T, PD-1 1L, EEZREIZS O CTESEA T MldoMizRmIcEKEH L, AC®
P RUSE B e A E SO R R 22 B RS &I T 2, 37050 PD-1 1LY o NS
ATHZ LI LV HRESERERICL A 7P EEEAAICHEET 522/ ETHS, PD-
Ll OTEFHMMBICB T 2EEITOT N TH AN, < OBAMBE TIE T Mlao@ & 240
ZAEEBPNCEB LTV D, BAKIIZEITS PD-L1 OEFIIE, BMIOE, R
T, AR, PRI, JENRRARRE R E Ok A BN ATTHRARIKNFTHY, i
AAFER & OMBIERHE ST 5,

BED R A DRI T4 & PD-L1 BB OAERES L. PD-1 & PD-L1 OB IIERZ O
R ERIC B W THEEARARE A Z EARIRINTERY, #7205 ATBEOER &
LTS TV 5,

AHNE, PD-1 & PD-L1 ROPD-L2 D U H o ROFEEEEET S Z Lic kv,
WO NBREE D ORISR IS EN T U N BRA R &8, USSR 2 EiE ML
TLZ L THIEES R AT S,

AFNOVEFEF IS < BEORERIGIC X 2RIEAS N D Hbi, HEUIELE
WCELAEMER D D, ARIOFEEGTROEGHZICE, BEOBSG 2ot 2%
WRD LN IEA ST, BB L - ESIOS U M0 ek & R84 Fr o=l & EE
U CHE BN e 8RR W 2 ATV IR O RN K 2 BER gL 2 358121E, BIE
FE RN R OB SO ILE T O BWERD B,



3. EERAE

HEAT ST FEFE O 5 S0 B QYRI5 S5 O ARGRINFL R A T 72 R B IR AR
DFEE T,

(B3]

O FEEBELRPIAERE (KEYNOTE-826 75R)

IRVBIIRIE OB 72 < . ALFHERRO o (BRHSHGEE & LT o5 R ITE
<) EITXIIHROFEHEEE 617 6l (AARAN 57 HlaEly) 250, KAl MmO
PLEMEES (X7 V22X RO 7FFRF LN AT (afﬁ%ﬁﬂ?ﬁz)
(AT TR X=2T ) End, ) ) EOPHHEE ORARE) © OB MR ORZ 2,
TR EMOPUEEERE A & OOFREE (77 BRE) ? RRRE L T EEREER
TRt &, EEMEB X SAFENM (LT T0S) &), ) KOS AL
M (LLF TPES) &9, )

EIIER L (31

EEN, AHFBII T TR LT OS XUPFS 217
X1 EUK2) .

*1 o AAKI200mg 3 BRI CAT TQ3W] &9 ,) E FHa—2xn 1 BRICRE) EUTF
OFEEMEESA (RIS EMADE T LI onTnr e itl Lz,
< N7 ) A xBTS mgm® KOV 7 F A (AT T F 50 mgim® XAV RT S

F > AUC 5 mg-min/mL F8°48) O

Viiga—20 1 BAXIE2 B BIZRS) Tk,

< XY B 175 mg/m?,

QW (Fz—AD 1 HEWKERE, vVATFF

TI3FFEA (AT T T 50 mgm® UXHNER T T F

v AUC 5 mg-min/mL f134 2) MO X< 15 mgkg DIAIZ Q3W (F2—AD 1

BiANEE & S ICBI) on i L,

S VA F A& —AD I BEAXII2 HBICEES) TB5,

275N QWHRE (Fz—A01 ARICKRE) & LE—oOFUEEEEA (RRIEUE

#z1 AEREE (KEYNOTE-826 RBR)
AHIEE 7T REE
(308 511) (309 1)
hufE [A ] 24.4 16.5
(95%CI) (19.2,NE) (14.5,19.4)
0s™ /\‘Hi’* N2 0.67
(95%C1) (0.54, 0.84) —
P " 0.0003
mdefE [A] 10.4 8.2
(95%CI) (9.1, 12.1) (6.4, 8.4)
PFS™ ™ N R 0.65
(95%CI) (0.53, 0.79) -
P " <0.0001

EHEXR. NE : HEEAfE

wk%rw 4577@%#&@&@
VIR < IRBR I I AR T

1.1 hRiz

2021 ESAZET—E Ay b7,
3 Ela ST I RE

*) ¢ &Rl Cox il ~F

. *4 :RECIST WA FFA




at riskg
AR 308 291 277 254 228 201 145 89 36 6 O

77wRB 309 295 268 234 191 160 116 60 28 4 O

1 OS @ Kaplan-Meier Hi#f (KEYNOTE-826 X5%)

S — i

15 18 2 24 27

TE IR A

atriski o

7owREE 309 259 195 113 88 71 39 13 1

X 2 PFS ¢ Kaplan-Meier i} (KEYNOTE-826 3\5&)



(PD-L1 FHARBAN DA %)

EEEILFFE MAHRER (KEYNOTE-826 #5R) ITMAANL LNz BE DT — X IZHES
X CPS"HNZIRNT 21T » e A%t (BREBEMREIT 251) ROVLEMEDORRITUT
DERBY ThoT,

ARFEOFRMECEI LT, CPS 2% 1 RIGDZEIZ, PFS KT OS DILRAHRIT/N S
WA RS Dz (2 ROX 3, £3 A0 4)

723, PD-L1 OFEBURIIZ L &3, RHlDZEM T a7 7 A VEEEETH -7,

* o BB A PD-L1 28 Lol (B, <277y —URTY o3
ER) ARSI TR L, 100 #F UM

# 2 PD-L1 HIURMBI D PFS ORI R QRBREYEMBE, 2021 FESHA3IBTF—F 1y b4 7)
HB T RIE VR A N gl [95%C1] NP R SAEERO p

(%) (8) [95%CI] (w2
CPS<1 AFHE 35 23 (65.7) 8.1 [6.1,12.6] 0.94
TR 34 28 (82.4) 8.2 [6.2,10.4] [0.52,1.70] ™
AR AHE 115 70 (60.9) 112 [8.3,15.3] 0.68
<(CPS< A ’ . i
I=CPS<10 TZRREE 116 82 (70.7) 82 [6.3,10.0] [0.49,0.94] ™ 0.4269
FHE 158 87 (55.1 104 [8.9,15.1
CPS= 10 zﬁ\ﬁlﬁi (55.1) [8.9,15.1] 0.58
TSEREE 159 116 (73.0) 8.1 [6.2,8.8] [0.44, 0.77]

CI: EHEIK, *1 : FIEIZWRIC R T 5EREERE (FIGO 2009 S¥IZES<KIVBE)  (Bbo, L) . A X
~7HMOTE (Hh, 72L) RUPDLI ORBLKM (CPS 1 A, CPS 1 LLE 10 #Ki#%, CPS 10 LLF) #kE5
HT & L7zEH Cox el W— FEF v *2: OG54, QPD-LI HHURN R CO#EHE L PD-L1 &R &
DRAEFRZIEE L UJEERI Cox Bl — REF | *3  FERIY /e fET



2 BRI
N . |
= =80
L { AANEE g
E o [
& B L e & 60
o ;
= Al R oo
Si2o o R &b o0
= 3 : ! &
= ST = [aw
e
Q T ¥ T ; . T : + e 1 v + +
R 3 5 .. 9 12 15 i3 21 24 27 (N 3 f 8 1% 314 1§ 3] 24 a9
Homberat nsk g from Raydomization (months] Number atrisk Thne frows Ravidomisntion {taonthg)
framp i o L 1’ ou 9 4 1 ] G e SO0 &L 63 30 43 31 13 3 i
I T - B H 8 1 @ 9 O opopg 698 75 43 oM |19 1 1 [
100
E-R.
£
36
&
L) L i
g
=
éu Hio
=
} E & CO T L L T O
Nuguberattisk . Time ¥ whomizabion (rosths)
e [ N N T 1 [
SSpap 199 131 8% & 47 3B W 3 4 o

X 3 PD-L1 EBIZUREBID PFS O EERFTEF O Kaplan-Meier iR
(RN ERHIE, 20215 A3 AF—% b b4 7)
(£LM : CPS<1£H., £LK : 1SCPS<10£H. TH : CPS=10£H])

#£3 PD-L1 REBERWHO 0S @ 1 BHOPBENER QRIESAIAT—2hy bAD)
PDLI S HLEE ik Ay N TRl [95%CT] =R RHEER p

(%) (H) [95%CT] (i) 2
CPS<1 AR 35 20 (57.1) 19.0 [12.6,21.4] 1.00
IR EE 34 20 (58.8) 18.9 [11.7,21.3] [0.53,1.89] ™

ARFHE 115 52 (45.2) 244 [18.2, —] 0.67
<CPS< A ’ " )
1=CPS<10 TIEREE 116 66 (56.9) 15.9 [13.4,23.5] [0.46,0.97] 0.3278

HIEE 158 66 (41.8 — [19.1, —
CPS=10 AHNTE (41.8) (19.1, —1] 0.61

TIRRFE 159 88 (55.3) 16.4 [14.0,25.0] [0.44, 0.84]
CI: BHEKHE, —  #ETHE, *1 : PIEZEECE T 2 EREEE (FIGO 2009 5536l E-3<IVB ) (Hv . 7
L) . "RV A= I EHOBE (HY, L) RUPD-L1 IR (CPS 1 AF, CPS1 LLL 10 K%, CPS10
PLE) #RERINT & L7ERl Cox LB — R *2 . OF G, @PD-L1 HBURA N GO S5 & PD-L1
BRI E O FIEA A EE L L7-3EERI Cox il P — K270, *3 1 EFRN 22 34T




100
‘ AHIEE 1
L N
L ‘ - S
£ w0 Z w0
@ =
= o = A0
g B
2 - o R
~ i : L 8 B : 264
4 T T N k 4] A ‘ i ™ ki T
[ 3 B 9 115 1% o:nm o 27 s . 0 3 & B 12 15 w21 24 27
Nismber at risk Titne frof Randomization (months) Numberaf vigk Time from:Randowizagion {tuonths]
AiEe 3% 31 27 25 24 el ] 13 ‘T 2 O 4 Az 118 111 108 T BS i) 36 3 3
33 34 i3 28 23 20k 14 5. 3 f 1 rsvxp 116 11 g a4 73 EE] 24 3

7T R

100
0
w;« B
£
£ w0
£ ]
k]
= 40
3
= .
=
o : - i ;
it 3 & & i 1% 2 4 Y 1]
Nuwmber at risk” Time fron Randomization. (i )
AL 13 Mg M4 I3 L8 6 T8 N

T S
soeare MR I3 He W 81 S 3 15 H 8

4 PD-L1 ZERIBIDO 0S @ 1 [\ B > EifEHTE D Kaplan-Meier B
Q0 ESAZET—F by +27)
(£EFR : cPS<1£H. ALH : 1=CPS<10£H. TH : CPS=10£F)



@ EFEEFRBIHRB (KEYNOTE-A18 #5)

RIBHE D FIGO2014 HEITHI/PHEDOIB2~TB #] (U » <E#ERB M) IIIMI~IVA
(U B ST iet) o RFTETT B SEE R 1,060 61 (AARA 0Bl ETe)
BRI, A E MBI R E (277 F U MEEGEH F oA, RO
Z D% ONRFIEY)  (BLF TCCRTI &vvH, ) OB (HI+CCRT &) 2 DA
R MBS 77 AR E CCRT & OO (77 AR +CCRT #) “ &%t L L7
T HEERABR TR S, EEFMEB X 0OS L UNPFS & X, AF|+CCRT #Hx

TR +FCCRTHEL L LT OS KO'PFS A BICIER L7 (4, K5 KD 6)

*1 o TR A RIBHFNT, BHABREETEFEEEZ T T LT, - oERE
WL DIBEREO RS

*2 . A 200 mg & Q3W (Fa—AD 1 HBEIZEE) TS a—A, VAT 7540 mgm? %
| HERRELT 5 XX 6 EEG R OHESHERERE MM & 2 0% o/ NyRTET)
%, ARE| 400 mg & 6 AR (LLF [Q6W] Wi, ) 84 (Fa—Ad | HEICE
5) T15 2—2EE5 L,

37T ERE QW (Fa—AD 1 HAWZHEE) TS5 a—AKU™2 &L [—ad CCRT A%,
TR E QW (Fa—AD 1 HHIZEE) TI1sa—REHE LT,

#£4 HoERE (KEYNOTE-A18 3ER)
AF) 4+ CCRT & 7 Z R+ CCRT #
(529 1)) (531 #1)
thoefi [A ] NE NE
(95%CID) (NE, NE) (NE, NE)
08™! INHY— R 0.67
(95%CI) (0.50, 0.90) —
P fE" 0.0040
gef [A ] NE NE
(95%CI) (NE, NE) (NE, NE)
PFS™ "5 AN — R 0.70
(95%CT) (0.55, 0.89) -
P " 0.0020

CI: 1Z#EXfM. NE : HEEHE.

*] ;. PEERREOF—Z 120041 H8HIwy b7, *2: B

B Cox Hel Y — REFT AL L7 7 R+CCRTIEE OHER, *3: Blla 75 o 7 RE. *4 .
RREMTRE DT — & 1202341 A9 HA w M4 7, *5 : RECIST A KF A4 1.1 lRIZH3L K
BRH Y LR Al g



O e KHI+ CCRTEE
o 75 R+ CCRTRE
0 3 6 9 121518 21 24 27 30 33 36 39 42

at risk
A+ CCRTRE 529 527 522 509 500 463 412 374 326 273 210136 63 11 1

493 455 405 366 316 259 194125 58 12 0

7SR +CCRTREE 531 527 518 s08

X5 OS ® Kaplan-Meier #i## (KEYNOTE-A18 #X5%)

= R+ CORTHE
| sse 7I¥KR+CCRTEE

at risksr
AFH|+CCRTEE
75 &R +CCRTHE

6 PFS @ Kaplan-Meier Bi#f (KEYNOTE-A18 35%)

10



(224 1]

D EEELESENMEREE (KEYNOTE-826 ##)

HEFERIIAAIRE305/307F] (99.3%) . 77 2AREE307/309 6] (99.4%) (78D S,
RBRE L DREEBRPGECERWVEERRIT., £ Eh 298307 1 (97.1%) KT
300/309 5l (97.1%) IZERD HTZ, WTNPAOF THBEIEDN 5% LORIEHIZT TR
DEBYTH-T,

£5 VDTRIOBTREREIEN 5%L LOBWER (KEYNOTE-826 BR) (2T EM)

o (o,
A BIRSHA i o0
(SOC: System Organ Class) AH A 77 Rk
FAGFE (PT: Preforred Term) 307 14 309 1
(MedDRA ver.24.0) — -
Z Grade Grade 3-4 Grade 5 %+ Grade Grade 3-4 Grade 5
2RIER 208 (97.1) 209 (68.1) 2 (07) 300 (97.1) 197 (63.8) 4  (1.3)

E=dinl 149 (48.5) 76  (24.8) 0 132 @27 65 (21.0) 0
BB TP BRI T 21 6.8 21 6.8) 0 13 (42) 13 42 0
A i BRIk e 38 (124) 14 (4.6) 0 31 (10.0) 7 (2.3) 0
iF T EREE 68  (22.1) 37  (12.1) 0 57 (184) 29  (94) 0
1/ MR R E 55 (179 21 6.8) 0 58 (188) 12 (3.9) 0
R B RE T 19 (6.2 0 0 7 2.3) 1 (0.3) 0
R IR RS T 52 (169) 3 (1.0) 0 25 (8.1) 1 ©.3) 0

e 15 (4.9 0 0 19 ©) 1 03 0
i il 49 (160) 1 (03) 0 49 (159 1 (03) 0
T 76 (248) 5 (1.6 0 58 (188) S5 (1.6 0
L 104 (339 3 (L) 0 120 (388) 4 (L3) 0
MM 20 65 1 (03) 0 15 (49 0 0
it 63 (205 5 (1.6 0 66 (214) 3 (L0 0
S s1(166) 5 (1.6) 0 56 (181 4 (1.3 0
Wesy 70 (228 8 (2.6) 0 77 (249) 13 (4.2) 0
HRIED Y 200 65 2 (07 0 9 Q9 L (03 0
T 16 (52) 0 0 9 9 0 0

VEANGHE S RO 16 (52) 2 0.7) 0 13 (4.2) 2 0.6) 0

FIELTI) R TYAT =T

HEA 31 (101 10 (3.3) 0 23 (7.4) 5 (1.6) 0

=]
TANRGEURT ) T AT )

5w 2 (72) 8 (2.6) 0 16 (5.2) 1 0.3) 0
Mz L7 sF= 16 (5.2) 0 0 13 (4.2) 0 0
AT P ER S 56 (182) 40 (13.0) 0 47 (152) 26 (8.4) 0
/RS> 49 (16.0) 21  (6.8) 0 40 (129) 14 (45) 0

11



% (%)

SRR E - . m
(SOC: System Organ Class) AFIEE 75 AR
FAGE (PT: Preferred Term) 307 { 309 f
(MedDRA ver.24.0} ~
“* Grade Grade 3-4 Grade 5 A Grade Grade 3-4 Grade 5
IRERED 17 (5.5) 6 (2.0 0 15 4.9) 2 0.6) 0
i ERER A 37 (121) 21 (6.8) 0 21 68) 12 (3.9 0

ARHGE 45 (147 4 (1.3) 0 33 @10 1 0.3) 0

BT 53 1 0.3) 0 57 3 (1.0) 0
TR 53 2 ©0.7) 0 53 3 (1.0) 0
s 1 11

TREEAR D 12 (3.9 0

0 19 (6.1 0 0
Gt 15 (49 1 0.3) 0 19 (6.1) 0 0
FRPE 2 —m F— 75 (244) 8 2.6) 0 76 (246) 9 2.9) 0
SBIET 26 (8.5 0 0 24 (7.8) 2 0.6) 0
ESil 69 (225 3 (1.0) 0 78 (252) 6 (1.9) 0
BOR 38 (124) 6 2.0 0 22 (7.1 3 (1.0) 0
E=Naa ik 26 (8.5) 1 0.3) 0 36 (L7 1 0.3) 0
BLBIE 171 (55.7) 0 0 172 (55.7) 0 0
T OYHE 29 (94) 2 0.7) 0 17 (5.5) 0 0
F% 33 107 3 (1.0) 0 27 (8.7) 1 0.3) 0
(RN y 17 (5.5 6 (2.0) 0 8 (2.6) 0 0

EE 54 (17.6) 20 (6.5) 0 55 (17.8) 23 (1.4) 0

ek, AABECEWCHEMERERIA (1.0%) . KIGE - /NESE - HE O TH 23 4]
(7.5%) . BEORERS (WEERLIME, KEMBEIRERR, 2RO, H
KAEE) 10 (03%) | MRS (F 72 - NL—EBRE) 75 61 (224%) | BIE
FF2 « FFARA - HFRERERREE - BF4C « R LPERRE 28 56 5] (18.2%) . FLIRARBERERSSE 70 471
(22.8%) . TEMEEREREE 1 6 (03%) . BIEEERERES 4 61 (1.3%) . BHEEEE
(RAEMEMER R, REREBRE) 116 3.6%) . BER26] (0.7%) . fhi%k - B
REE 2 B (0.7%) | MdZ% - flIEK 16 (0.3%) . DEvZE L] (03%) . EHEDOHK 2
Bl (0.7%) M U infusion reaction 37 1 (12.1%) 2F8D bz, £, 1 AEIRIE, HIE
e, S EINRKE, ERRMMKESE (Gt i/ MOs EEEER . RitEg i, 7~
IREREE, MEERIEIES) | MERAREEHELA UREIGED ST, KEIEAHIEH
WliEhEFES (RS ERT 25 2 BB REL =T,

12



@ EFEEFRBIAERE (KEYNOTE-A18 RKR)
BEHGIIARA+ CCRT BE 525/528 ] (99.4%) . 77 AR +CCRT &f 526/530
(992%) RO L, BRELODRREBRPEETERVWATERIZ, ThEh
512/528 5l (97.0%) K UM513/530 151 (96.8%) i iz, WT NADORETIRBLHIEG )
5%LL LORITEHIZT TRO LBV ThH-T-,

#£6 WVWTNHIOHETREATED 5% EORWER (KEYNOTE-AI8 %)  (Z2MMIrsREH)
Bl (%)

WENRSE - —— -
(SOC: System Organ Class) AF]+-CCRT B 77 &R +CCRT 2
JAGE (PT: Preferred Term) 528 ) 530
(McdDRA ver.26.1)
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
RITEH 512 (97.0) 365 (69.1) 2 (0.4) 513 (96.8) 324 (61.1) 2 (0.4
il 317 (60.0) 101  (19.1) 0 296 (55.8) 85  (16.0) 0
H M Ekis i 125 (237 67 (12.7) 0 92 (174 57  (108) 0
Y SERRUD R 49 (93) 45  (83) 0 47 (89) 40 (1.5 0
AT BRI R 114 (216) 56  (10.6) 0 94 (17.7) 52 (9.8) 0
MR A 73 (13.8) 8 (1.5) 0 60 (113) 6 (1.1) 0

Hig 2 (53 1 (02 0 34 (64) 0 0

R RE TR RE 56 (10.6) 2 0.4) 0 15 (2.8) 0 0

FER 32 (6.1 0 0 37 (7.0 2 (04 0
{5 72 (136 1 (02) 0 66 (125 1 (02) 0
TH 268 (50.8) 24 (45) 0 271 (511 22 (42) 0
Cilt 304 (576) T (1) 0 317 (598) 10 (1.9) 0
B 135 (256) 3 (0.6) 0 150 (283) 7 (13) 0
B 77 (146) 2 (04 0 63 . 2 (04) 0
W% 84 (159) 4 (08) 0 94 : 4 (08)

38 (7 7 (13) 0 37 7.0 2 04 0

BRI E AR A 28 (5.3) 3 (0.6) 0 28 (5.3) 4 0.8)
WO ER 32 (6.1) 0 0 31 (5.8) 0 0
Lﬁajjﬁ:‘/y SORTEATETE g 169) 10 (L9 0 58 (109 5 (0.9 0
TARTELVEBT I ) FF AT
5 80  (152) 5 0.9) 0 51 (9.6) 2 (0.4) 0
7 Ly s = 42 (80) 0 0 42 (19 0 0
U 2o SERERIR D 70 (133) 65 (12.3) 0 83 (157 75 (142 0
TR AR 156 (29.5) 79  (15.0) 0 148 (2790 78 (147)

13



. Wi (%)

LRl INAS

(SOC: System Organ Class) A +CCRT ## 77 %R+ CCRT ##
HAGE (PT: Preferred Term) 528 fA1] 530 43
(MedDRA ver.26.1)
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade §
/RS 116 (22.0) 25 (47 0 109 (20.6) 13 (2.5) 0
KRB 55 (104) 6 (1.1 0 54 (102) 3 0.6) 0
1 o Bk 173 (32.8) 104 (19.7) 0 183 (34.5) 111 (20.9) 0
TR 83  (157) 3 (0.6) 0 88 (16.6) 2 0.4) 0
e RV N L TH 26 (49) 6 (1.1) 0 29 (5.5) 4 0.8) ]
K U v A iE 74 (140) 22 (42) 0 58 (109 15 (2.8) 0
K= 7 %> v AMAE 91 (172) 13 (2.5 0 88 (16.6) 11 2.1 0
(5wl SURVPNiE 45 5 0 45 (8.5) 7 0

FA 29 (5.5 3 (0.6) 0 29 (5.5 0 0

# ) FEfE 2 (53 1 (0.2) 0 17 (32 0 0

395 30 (5.7) 2 0.4 0 21 (4.0) 0 0

7Rk ARF)+CCRT #EZEB W CRIEMEMER 8 6 (1.5%) . KIB%K - /NME% - HED
THT 40 B (7.6%) . EEOREESE (PEMRZELRMARE. REMEEIEGE 2
SALEE, BRBIEE) 1 6l (02%) . #EEE (F7 0 - AL —JEEFEE) 16
(3.0%) . BUENTHK « JTA4% - ITHRERES - HT4 « AR MR 2% 139 #1 (26.3%) . H
KA RERE S 147 B (27.8%) | BEIFHEREREE 461 (0.8%) . 1 BUBESRA 141 (0.2%)
B R RIEMEB R, REREBLE) 106 (1.9%) . PER3HI (0.6%) . X
75 - BAlESE « TREA 1 B (02%) . SEDBEHR 1 B (0.2%) . infusion reaction 3 i
0.6%) RUEEOTR 26 (04%) Do bitz, 7o, FEMAEERE, Bk - #
BUTRREMARAE . EEMS M E . Ok, EEMEEE GoR i MO SR, A
Mg, RIFEREE, MPEREES) | MEREREGRRE L OFEZITREO b o Tz,
AEERARBURGLIEERS (BRREEREY 2 5T) 280 EHERERT.

14



[Fix - AE]

AR OFEFEYEEET AV ERALZV I a2 b= a3 2L RE 200 mg %
Q3W, 400mg % Q6W XiX 10mg/kg (KE) % 2 EMMRE (LLF TQ2wl &9, ) T
P 5 U BROARAN O M5 F I SRS S iz, ZORER, A 400 mg 2 Q6W THE L
TeBR DO ARF DO E FARAEIZ 10T 5 FHMEPIRE (LLF [Coupel EVV D, ) 130 A
200 mg % Q3W TG UTZBED Caps CHLIT 2 & THIENT (THR) . £72. KA
400 mg % Q6W TG LTZBEOARK| D EHIREIZB T 2 A MG T EE (LLT [Crhasd
EVa, ) 1, AHK 200 mg & Q3W TG L7ZBED Chas & B U TEEE 59 & T
Enlboo, HEABEFCBOWTARMEBHRIN TS HE - AR TH D AH
10mg/kg (RE) % QW TH G LTFED Chaxs & IR L TIRfEA =T & TRl (F
) . 3oz, ERERAREEE ZGRICAA] 400 mg & Q6W THEE L7=ish e 1 175

(KEYNOTE-555 &) L0 fEFon/-FEAMEC RS EYBEART A —#1T, Il
—3 g ALY PHI L s e T A —& L LT (FR) . AT, BEonA
FEIZ 31T D RRARBRBR AR D& . AR OBRE & & AN SUT L et & OBE A e
BT SCT VBRI, AA 200mg & Q3W i 400mg % Q6W TH 5. LIz
WRTE B & AE TR B OREIZ O W TRET S R, ERROME - AEOMT
AR NIRRT ETPll s v,

®7 AHOEYHER T A —F

Mk - E Crnax Cave Chnin Croux,ss Cavgss Cmin.ss
(pg/mL) (ug/mL) (ug/mL) {ng/mL) (pug/mL) {(ug/mL)
200 mg Q3W! (58.55?-519.7) (27.27?298.1) (17.?,;'1l 8.3) (91.97?-34.1) (49.58(,)?1.0) (30.35(,)39 1.4)
400 mg Q6W (12;,2?24) (32.%%?2.7) ( 0.2(,)'16 0.8) (145?49) <50.51(,)'571 3) {1 9.%3?50.9)
5 1 §
40(0;%1;!%%3“/ ( 1351.2,6'1036.4) NA (141?,?5.4) NA NA NA
10 mglkg Q2W! (21;2323) (14?145) (1 1;,1?21) (421?233) (272:7382) (19;,9;00)

t:1n=2993, 100 [HDY I = b —a Ml L) BEHENRAEEMED F R (2.5%4m, 97.5%45)  Cmx : FlEFEE
BTOBEMMFRRE, Cup - AEESHO VEMFEFRE, Con: MEHRSH (A 70 2 BeERD ORRMEFR

Eﬁﬂ:\ Cmax,ss . H}Eﬂ/%’llj:ﬁg&:%”'z)ﬁlwm{%EP{’%&F\ Cavg,ss . E%:\ ﬁ?ﬁljﬁﬂ‘)‘éqzi’ﬂml{%q:‘{ﬁéﬁ\ Cmin‘ss :
% BB iR A

56 BlOKMTIH (95%IFHHX )
§ : 41 BIOZLTIINE (95%EHKE)

NA : #4722 L

15
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4. MERRIZHOWVT

R ) A HAGHE (RMP) (23558 | A0 E IS SR LT B~ J1 1%
BB AR TH - T, AKOBR G I/ BE 220 - 85T L. S5z Ly &
FREWER 23 U=z s34 Z 3 Fi A2 7= LLFODO~QD 3 _C a7~ sk
ZRWTHEAT2~N&ETH D,

O HWRIZHOWT

D1 Tied (1) ~ (5) OWTNNTEY T DM TH D Z &,

() AR T T 2 03 ASEEE L URPES  (BREI IR 3 A S ML SR e
Hivtslen) AU UL ERRE, HIUES ARSI 7R &)

(2) FFEHEREIRPE

(3) HMEAIRAESEET 2R ABEEIERGL (D AR EIRbT. 2N A SRR,
TG, AR e &)

(@) ISP EEARRE L, FSRIRE U PRER | A SRIEEH bR saaieet 2 X34t
SRIEEAL PRI HEL 3 OfsR EVEIAR 2 R AT » TV S ek

(5) PUEMERES AL EBINE O sk R IAR D M 21T - T Dk

O-2  FESERE O FREE R OCRIMER BB OSN3 7o 5k & A2 R oA (TR
DWTIVNNIRE YT DIERN) 23, %2R OARF BT 2 IEOREESE & L TRE SN T

WHZ Lk,

#*

o FEMMRFERERE 2 FEOVBIHEZE T L2112 5 FELLEDO D AIEREDEGFENHE 24T -
TWAZ &, 55, 2FHU B, BAEYREESE L UERRIEES O EZ1T - T
WA &,

o [EATRFFHAS 2 AEOPIINHE ZAE T L 72 RIZ4ELL EOBRERZA L TD 2 L,
OB 3 LRI W ABHERE O3 AR 25 0o MR OERIRIHE 21T - T
%) Z ko

©® BRENOEELFEREEOKEHITOWNT

A EWRE T AT A LA ECE S, BERNEN L OFHER D, Aok - L4k
LIPIEH OB IR NEMS T 2 6wt AEFENRE L hEOWmEEs, %
DHCITAT AL HIRH DT > TNDH Z &y

16




® BHER~OMRIZ2WT
@-1 MR BT 5 B

FEVET AR P £ 00 RS TR B A S LT B0, 24 RERIESIEIRR O KL S3%Mise X
ISR BT, AR LIRS U AR O CT S8 s DB 37
RAOREFAS B DI, BB AR R 2> T 2 &,

@-2 EFEEFEICLIFEFLMINCET 2EN

AR D D BB 2 e e O HRE 2 AT A EENEEE ARER e =2 U
EEOEEROAT V—= 2TV EIRIE & GHRE A TE 5 F— LERAH 235
SN TWDHZ L, B, BRI OWT, DABRE &EZOFBTH /NI ST D Z
&,

®-3 EBEIERAOZEHISICE LT
BWEH (R RIREINA . KRB - /NEXR - EEOTH, BUEFE « FFA4 - IiF
PRI « IR - AELMEIEE A, BRREIEE R EMER R, REREERSE) |
= (FEAMEERE, FRIRARREE, RIBRRES) | 1EERE, 5289
e, Fhde - MR RIARIE . BER. BRSO IHRE RN &, EHEOREEF (hatERK
BOCRIARIE . FZJEREIRAE e, ZALEE, FERJEIES) | infusionreaction, AM#% - B
de - B, BEIEMEE, MREE (F7 2 - SUERERES) | L. HE
7R RIS (SRt RS PSS B . PRI ., JRZFERES . MEERAIERAEE) |
FEOHE, MER, MEREEEREE., W% 1O LT, Sazhuso U r s
OHEMMEEZATAEMEEE L (BIEHAOZEoSIZE L THRER T XEEZZ T L
HEMICHHZ L) | BEHICEYIZAENR TE AEHINE-TND Z &,

17



5. ®»ExBLRLBE

(Fonts B4 5]

O IBIBRTEEDOTICHA R | ALRERER O (BB & LT ORI
<) T MTHROCESEEBEICB VT, AR, <7 V25 ROT T F5E
(AT TF U FEANRT T T ) OOFRAEEGIONCARH], <7 )V aXEL TT7F
FRE (AT FF TN RT T T ) ) KON X2 T OG- OG5
PRI TW A,

@ AT UIEREOFESERE A IO L, EBREFEIMHERER (KEYNOTE-826
BR) 2R\, PD-L1%HL=E (CPSY) 2LV EMARRLZERNS TR INTNS
Z & (p6~8 BHR) Mo, CPS BIOARF| OF SMHEIZ DV TH40 @%LtLTLL
BEOEBREITH) ZEREE LV, CPSA1IRETH D Z & MR INZEFITE

W, *ﬁ'llfl%@%?’?@?ﬂﬁi%%ﬁﬂ‘7o
* o ARH D £ LT, PD-L1THC 22C3 pharmDx [# =31 (HFE4A) BARMEN TS,

@ RIBFED FIGO2014 EATHIGHEOIB2~NB # (V v Gl itE) SUIMI~IVA #i
(U > BRGSO TR E) o RITEST e S ERE LBV T, AFl L CCRT (v
AT T F AT COINRIRE . KO O#O/NEIRIRER) & OJFRES-06%)
MHERTREN TN,

@ FRICHES T AR BE R UM TSV T, AR S S TH S
P RAOR GG E B,
S
. DI THADHRMEINR S TURMEO FEBIEIEEA & OB 5

222tz BE4 2 FIH]
O TRIZEYTHEHIZONWTHEHAROHRENER L EN TS Z D, FHE%E
IThinwz

. Kﬂ@ﬁ%ﬁﬁbﬁ@ﬁ@%@@@&é%ﬁ

@ RBRETOFHEIZ 3 T RR _Mélffé%% (COWTHE, ARAlOREIIHER s h
WA B OTBRFEBIRIE A RS EICIRY | HECAAZMEN T L2 BETE
%

o FHEMERREOSISUIBHEO H 5 BE
EREME MR AL TR 2 380 2 B K ONE B O UMM RS i 28 2 oD
18



W IIEEZEA LA A B 2 [

+ HEREREOAON UIMEMERZRF L IO A CREREORERED &H
LA

o S (MBI 2 S Te) Db D EE
ORGSR 2 AT 5 B

+  ECOG Performance Status 3-4 &V O BEH

.
2

D pcoG @ Performance Status (PS)

Score | T3
0 A B REITE 5, BIWEE R U HEERRHRZ <725,
| PRI LVEENIRIIR S N 528, BITHE T, BIEZELM > TOEEIIT I 2N TE B,
il W E, FEHEE
2 BATRRE TR OB DEY O Z L i S CHREESERILTE 2y, BHO 50%2L Ly FAVCIR I,
3 RBonzBoEoED O LATERY, AFD S0%LL EE Sy R2FT Tl T3,
4 LB, BOOORD DO LiEEL TERY, BECNy FORTFTiRI+,
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&

BECELTEETNEER

WA SCEFEITIN 2 . SIS IRTE T RIS 5 BRI -3 & AK o Rt Je O IE AR
AOoIlpE e fERE +oIc B L T oERT5 2 L,

TREBAMRICESI G BB XTF OFRBEICHE IR etz @i L, REEE
ThoRETHZ L,

ERBWERO~RY AL MZDOWT

MEMEER D NS ZERHHD T, RFEOEGIZH T - TiE, FIHNER
(B8lt, FPURREE, k) OMERRAR UM X MmO FE%E, #1825 +mI
7952 &, Fo. BERUTKE CT, Mi~—0—F0RE&ZFEMT5Z L,
infusion reaction 23 H 1415 Z L A3% 5, infusion reaction 2358 HILTIE AL,
HEERMEZIT D & &bl ERPEET L E TEFORELZ FICBZET LT
&
FORIREERERE S . TR ERE R CRIBREREEN S LoD Z L RNH D DT,
AHN OB GBI OB HI X ERRIC A4 RER TS (TSH, ifFEE T3, ¥
HE T4, ACTH, M =2/ —VEORIE) &#FEET 5L,
BUEMZE. FAE, IFHREREE . 2, bMBERR LI Z LB h DD T,
ARFHN O P 5B AR R O 5-3E FP X E BRI FFARRER A (AST. ALT. y-GTP, Al-
P, BV EOHIE) REMTDL L,
SE IR (IMERE I ERKRELET) EOEBERIREERHOOND Z &
DHLHOT, THWIZIROREOERLZERT 228, £/, IROEFERFEDH L
NG A, BONCEREEAZ2T 02X BELRFET L L,
AENOFGIZLY | BEORERINTER T 5 & B 2 b 58k x IEEHEN H
LONAZERDD, BENEDLNHSITIE, FEE L FLIDE CZEMD
TRk & RER A FFOERT & B U CE T ZCER B A T M ORI RIS &
DEMERR DN D55 L, ARFOWRFE ST IE . K ORI RE R AVE FH D
BESEZBTHZ L, BB, BIEEERVE L ORGICLYEWEROLENR
DO WEELIZIE, IR ERERLVE A ENFHIRIOBENLEET 52 L,
BHR TR, BUEB OB AR L THOEEFANBRTHZ RS-0, R
FOBGHTHIZOBER ORI 2ICEETH 2 &
1 B0 IRR (BUE | BUEIRIR 2 5Te) bbb, BEREES N7 v = RICE
L2ERHHOT, B, B, EHEEOEKORBBECMAEEO FRIC TR
THZ L, | BBRF SO EGITIIRGETIE L, 2 Y URAIOR 5%
OWE)IREZATH 2 &,

7

@ AHN ORIV T, KEYNOTE-826 B CITHEEAZT1T 228, 54 MEBFE T

M 9OGAM T, FNURET 12 BRI ICHEPHOFMMEITo TR e, KT
KEYNOTE-A18 3B 1T CCRT 52 T2 5 2 4E[811T 12 W & L 2" 0 R M A 1T
S TN Z L BBEIL, AFRETIIEICEEBRES THROMREITY Z L,
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EFEHHEET A R4

NoaTvul) AwT7 (BinFi#z)

~ JRFEMERERR AR TUBARAL U o S~

SFf546 A (5842 AWET)
JE A 5 Ea

WIS 6




SR/

1. Ui P2
2. AFNOFE, TEHBERT P3
3. ERIREGE P4
4. figkiz oW T P9
5. BhHRBE DB P11
6. HBHIZFE LU THEE T X HIE P12



1. EL®HIT

EISOFN - LEPEORRRO T, I SIEFIZIEDWZEERE 23R 50
Do IDIT, ITFEOBFEATOEARIC LV | FUREIRR 22 & OB 28T E B IR 5
PAREINLIHT, IS OERMA FIZVLERELIIRMT 2 2 ENBBROMEL 2o T
. PEMBCER & SUEOREAT #2016 CEAR8T6 A2 H MERE) 1B W ThH, HEmER
mEOEAOFHEILHEEEX S Z & L STV 5,

FEEM I, REMERR e T 0 7 7 A VBB FEOEEM W S MRS 2
ERHDH, T, AIMEROREMIZET A ERS &M T 5 ETOM, YZEERD
BEAZHMSZTD 2 NS BFIH LTERT S & &bz, BIFERANRER LB
VEIRRHG A & D Z LR AR — E DB AW T EREECHER T2 Z EREETH D,

LI oT, BRAAL RTA T, BABEERLZAETIIHELN TV D EFEEFH) - Bl
M RHNZ IS & | LUT O EES O A2 HET 2880 0 08Bt &2 RUH
EEINAmRT,

B, RITA BT A T, BMSIATEGENESE N RO SRS, A8 E A B ARRRR
JEET e, —AENIEA A AREERANEHE S R O E A B AR IWEEE O S0 b L ER L
77

KG LA D EEG XA PL—F RIEFEI00mg (—R4  RLaT o) XvT (&
R Z))

KR ERDMEIHR - B HESUTENEVE O RS PR A M A B AL U < E

HEERDREROHE @, AIZIE, Rave ) X<y (@aTElz) LT 1
[B1200 mg % 338 REIEIRE 131151400 mg % 63 [H] M RE T3029 2N ¢
ST 5,

B 3E B 7E ¥ #H  MSDEERSHE




2. AHIORFR. 1ERBT

FA M—FEEHEI0mg (—if c NLT R Y XY (B AEfRz) . LT TRED &
VW9, ) X, PD-1 (programmed cell death-1) & Z DV 4 K TH HPD-LIKLUPD-L2 & OfEA &
EELET S, b MEgGAT /) 7 a—F VPR TH B,

PD- 1% B 1 THR A 00 058 B AR A s B 3L 5 72 50 2 08 AIBR S FI H - 2 T 2a Sy il 2 1
v FC, PD-1F, EHZRRREICB W TR TR O R Iz L, B EmEKSE &
T R X IXIR R 22 s ROC & fEd %, T72bb, PD-LIZY T NERETHZ Lick
DPURSBEIC LD v 7 s Z 2 AICHIBET 52 BE ThH 5, PD-LIOIEFMEKICH TS
REUIO TN TH LD, ELOBRAMBTIETMROBE 2 M2 A1 PBRICEER L TV 5,
MAFIRRIZ I8 HPD-L1 O @B BUE, Bilfais, BElgo, b, SRR, FB/ 0 lufie
RE DA B TTFHABREFTHY | AROAEFR L OMBEMER#E X1 TV 5,

IO A DERRN) T & PD-L1ZSBLOFBINED & . PD-1 & PD-L1 O (L E 5 00 5[]
WECB W THEREEHZM ) Z L AVRB SN TRY . B AREOENE LTS
TwWa,

AFNL, PD-1LPD-LIRUPD-L2OM U I ROFEAEENET S Z Lk v, EEM NS
O NSRRI E EMT U o RERE TG L S FTIRE R & it 95 Z & ThijE
B RA T D

AR OB EAS EEDORERISIC L HEIERERH Sbon, BEIETICES
RN D 5. AFIOBG | R OB GRITIE, BEOBSZ 51247V, RENARD LR
Batcix, FEE L 7o B8R U7 PR 7 Rk & BRER & £ O l= Rl &l U Tt 22 82 e &
Tv, IBEORERICIZ X SRIERR DN 256120, BIERE AT Ao GE 0
VR AE 21T 5 B D 5.



3. EREREE
BRSO EE M o FUES MR A B BB AR U o BE 0 AGREE R 21T » 7= E /2 R
Rk D AR AT,

(B 7%hi]
OEWNE [ R (KEYNOTE-A3335%)
FEES UL A O R AR EU B U o SIEEREED (TH]) & %8I, AF1200 mg
JEFFERE (LT TQ3WI &WvvH. ) BEOFDER D REIRF Sz,
TEMIEE Th 5 B40E [UETIWG criteria (2007) (233 < P EIC &k B EEL
(CR) XUEE3Z8%h (PR) OFIG] &, R1OE BV ThHhotz,

) (1) BxREMaMaBMERICHEENSHEO DN CEE, (i) BZRE LB iEze0
HEAIPIZCRE L EPRAFON Ao 1B UL (i) A FE eI A ©
boYG . L EORTER 252, B L ITELEOTRRRICHER Lo

#F1 AERE (KEYNOTE-A33:ER)

781

4R (CR) 1 (14.3)

B #5254 (PR) 2 (28.6)
(o) #E (SD) 1 (14.3)
#1T (PD) 3 (42.9)

ZFE (CR+PR) (%) 429
(95%= HEX[H)) (9.9, 81.6)




QA TAHAER (KEYNOTE-170745%)
PR3 SOTER M O JF R M MENR BB U S EREEY (S36]) ZxIZiz, ARA
200 mg QAWH G- D HZIE M L RMED R STz,
FEFITEH THh 2T [KETIWG criteria (2007) 12FE-3 < @iz L 55225
(CR) XIEHAzh (PR) OFIG] 1%, K20 LBY ThHhoTz,

F2) (i) BExxEmirfifogizlcgiesd@oonizEE, (i) BFEmamiashms
60 H LANIZCRA L < {EPRFF DL AR hr o 1o 3 (i) B FIEMEAIS AL A i
THLEE. 2HHEL EORTEERZ T, B U IXELTOWRERICTHIRE LICER

#2 FPMERE (KEYNOTE-170:R5R)

53451
2R (CR) 10 (18.9)
P %Bﬁ%*ﬂj (PR) 14 (26.4)
%) ZiE (SD) 5 (9.4)
1#17 (PD) 13 (24.35)
FFAL A< 5E 11 (20.8)
Zh#% (CR+PR) (%) 453
(95%1E¥E X [H]) (31.6, 59.6)




[Ze 4]
OENZE [ AR (KEYNOTE-A33:#5k)
BHEREGIIFR R TTIH] (100.0%) (Z38H 5, BWERIZSTHI (71.4%) 25RO Bz,
BIERIZEID LBV ThoT-,

#3  EBUWER (KEYNOTE-A33RER) (ZEMMraem)
BlE (%)

ZEBIARSIE (SOC: System Organ Class) ZEAGZE

e T
(PT: Preferred Term) ﬁ%ﬁf?ﬁ "
(MedDRA/J ver.25.0) 4 Grade Grade 3-4 Grade 5

2EWEM 5 (71.4) 2 (28.6) 0

PG TR R =5 (28.6)
TARGHEF BT ) N AT T —EEM 2 (28.6) 0 0

ek, IFHEREREEI2M] (28.6%) T LN, £, BEMMEKE, KBEK - DNGK -
HED TR, BHERES (RMEHEMERE . ARERIKERE) . WowkESs (TRAHREREE,
FORIMERERE . RIRHERERES) | RUBEIRG, S E S IRE, fhk - MERURARE . BEAR . TPit
fEE (X7 - AU—EBNES) . BEEOKEEE (TEtERSERMARE, BEREEHRE
BelE, LA, BREES) . MK - BB, EAEGEE, Ok, EE R MERES
(Gogg M N PESE D . IR IMEE L, JREFERES, EEREREES) . HEOB R, Mk
BRSEWRHE, infusion reaction X UNERZIZRR D Lo /o, AREIEMHZEBUR DL B F 5
(MR EAE 25T 2 E0EFNEE T,



QWS TARRER (KEYNOTE-170745%)
B ERLEILABR M TS0/536] (94.3%) (258D Hiv, BWEAX30S3H (56.6%) 258D HiL
Too FERDS%U LORUEHIZRIO LB Y Th o7z,
#4  BEBR % EOBIVER (KEYNOTE-170 3RER) (MRS EM)

pilER (%
FRFERIKREH (SOC: System Organ Class) 1%@%&1
HAGE (PT: Preferred Term) " ;3 @l
(ModDRA/J ver 25.0) 4= Grade Grade 3-4 Grade 5
EEIER 30 (56.6) 12 (22.6) 0

T E 5 (9.4)
Ty 3 (5.7) 0
FEEL 3 (5.7 0

ek, ATHEREMEEIIAME] (7.5%) . WoiskEs (T RMEREREE ., HURIREEEREE . BIEHE

REIEE) 13561 (9.4%) RUMREIREE (7 > « S L EREEE) 13161 (1.9%) TRH 57,
F7o, MIEMEREE, RIBK - DEK - EEO TR, BEHEEEE (RIEMEMEZER, REK
B . VBERIE, SE DS, Fhdk - PREUIREMIEIE, BER, BHEDRFEREE (bt
FRE BV RIAEAE . R EREIEAE R, A, HERREES) . MR - BEA. EEFES
fE. Oze, EEARMKES CuEVEi/ MO MR stm, wmEgm, »REeRE, EER
BOESE) . mE OB A, MEKEAEEEE., infusion reaction 2 DG IZ IR LN~ 72, KRR
TERBEBLR IR E RS (RRBRTERAT 2 58) 28 0EHRREL T,



(A% - HE]

AENOBENEY T T A 2R LY T2 —32a 42X 0 AF200 mgzQ3W,

400 mgZ 6o MMIE (LI TQeW, L 5, ) XIX10 mgke (AHE) A2EMHME (LLF
QW] LW, ) TELE LEBEOARFOMEPRESRI SN, TO/KE, KA
400 mgZ QoW T L L7~ BRO A D@ FIRIEICI T 5 FHMIEHEE (LT TCugs) W
9, ) 1L AAR00 mgEQIW TEE LTZBRDCorpes K HALLT 2 L PRI S (F&) o F7-.
AFI400 mgEFQ6W T 5 L 72 BROAK| 0w R B D fm MiETRE (LT [ Crus]

EVI, ) i AHIR00 mgEQIW THG: LTaBEDCraxss & it U T2 w3 & TRl S - b
DO, ARABEICBO TEEESHER SN THWDHE - HETH HA#10 mgke (AH)
QLW TG LTZBR O Cran s & FEEL L TR 2R & PRI S U2 (FF) , &6, BEER
R & S BT AF400 mgZEQOW T G- L7z s T #HitB (KEYNOTE-55535%) L ¥
BoN TS BYENRE T A—H T, VI 2 b—a Ak Tl L EERe R
FA—=H LN LT (FR), M2 T, EHEOEBEIZE T 2 BREBRAGRRICIES & AKH| O
T L A TR e L OB EEZ RET DBERISE T AN EE S L, AH200 mgE
Q3W XiF400 mgh Q6W T 5 L 7= BROIREE R & A2 T L 2t & OFh#IZ W TRET S
NIAER, RO - HEOR THMER VREMEICHME R ZR T & PRSI,

£S5 FHOERMBIE T A —F

FIE - A& G Cos Cou Consess Cavems Coins
(ng/mL) (ug/mL) (ug/mL) {pg/mL) (ng/mL) (ug/mL)
200 mg Q3W! (58.55(,).319.7) (27.27?.298‘ ) (17.518.3) (91%?24.1) (49.?;(,)': 1.0) (30,35(,)'2 1.4)
0mEQOWT |57y (3z§f§27> (104,109 (14é?§49) o151 | (198,209)
40(03;4%11%6)W (1 351.2,6.10;6.4) NA (14.11.?2.4) NA NA NA
10 me/ke Q2W° (21;2223) <14éﬁ45) (1 1;1 ?21) (422?333) (27@,7282) (19;,9200)
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