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Rl e A T4 ¥

RATuY X (REFHEBZ)

(RF4L : ¥4 M —FRKEE 100 mg)
~FLE~

ST 348 A
BASBE

RIS




R/

1. IZt®iz P2
2. AH|OKE. 1ERKEF P3
3. ERERAKAR P4
4. MEERIZDOWT P9
5. REXIRL2HBE P11
6. BEIZEL THEETREHH P12



1. [XL®HIC

ESKGHDOARME - REVEOHIRDTZOITIT, PSEEIC IS RIERBEHRD b,
EBIT, IEOREAEMTOEANC LV . TUREIRGLZ2 & OB AT FIFERM R S
hAaT, ZhbDOERDEZEICVEBEITIE: 2 2 L ONEROBREL 72> TRY | R
EE L UEEOHAE 2016 (AL 28 42 6 A 2 BRERRIRGE) IR\ TH, EHRIERKMED
HEROREHEEZXD Z & & STV,

PHERFEESL, EEYERRCZ T v 7 7 A VBB FOEER EPALMNTIERS Z
b D, TR, AMERUREHEICET 2 FRATAERT 2 ETOM, BERERRO
BEZHEZT A ENEBSNABE I LTHERT A L & bI2, BWERARRR LB
VERMNIGE LD ZENARER—EOBEG M- T EREECHEMTIZENEETH
%,

L7eSo T, BKFA RTA4 TR, BREERLINETILEON TV AERES - 7
PR RIS UTOERBORGE 2 ER 2 HBET 28R D LBEREH, EXHRUE
BHEEERT,

BB, AHA FTA 4%, MSATBIENETSERSEHE AN, AtEEA B AR
BEE, —BAREA BABRNRHES RO HHEEA B AR OHADE LAER LT,

RBLIAEER XA ML—FAFEHE 100 mg (—%4 : a7 v ) X7 (GH#

=% z))
HBLRAMEIDE : PD-L1 B DR VE ZHEEME 2D HER2 FEMEDO FIT AR T
BRILE '

HBLLABERVAER - thoMEBEMEEER L OFHICE VT, BE. RAIZ, 2o 7
o) X<v7 GBIFHH#Z) & LT, 1[E200mg % 3 @RHIERX
i3 1 18] 400 mg % 6 ERIREIFAT 30 /2T TR\FHET 5,

B Ak 58 ¥ MSD R &4t




2. FEIORE. (EREF

XA M—FREERE 100 mg (—R4E : a7 e ) X+ (GEEFERZ) . T
TA&#Fl] £\, ) i, PD-1 (programmed cell death-1) & DV H> KT#H B PD-LI
ROPD-L2 & DA ZEBRET S, b MbigGs £/ 7 u—FLHiETH 5,

PD-1 #RBR I T MR EETRASAE D bk 5 7o I S AN DS FI - 5 72 5 Hl
AA »F T, PD-1 1%, BELDREBICEOTESE T MROMIEREICRRL, BEA
BRG 2 BOABLEILER 2 RER G EHIEHT 5, $7obb, PD-1 XV H FE#
BETAZEICEVRRZRERERKCL VT RERZACHBET 22 EETHS, PD-
Ll OEEHEBICBIT2HEBRITOTNTHINR, ZOBAMRTIE T MROBE 2
ZBIFERFICHHAL TN D, PAMIIZEITS PD-L1 OFERIIT. BHRE, R
R, FFAEADRE. BRELER. FE/NVEIRRRIEZ: ¥ okkx 2RATTFERBRAFTHY ., B
AFERLOMBMERRESNTWS,

ﬁ&@#h@%%%%&&ﬂﬂA%ﬁ@ﬁ%ﬁ#%IWI&HHA@@%ME%@
S EEIC ROV TEEARRZREZHE ) Z L RRRINTEY . HR2BARBROER L
LTEIFShTWVW3,

A#&liX, PD-1 & PD-L1 RUPD-L2 Ofi ) HY FOAZMAETS ik, BEE
BUNRED OEBARAMRGEN T Vo REeE LS ¥, FIEESE & FIEMNL
T2 Z L ThIEERERET 2,

AFRIDOERBFICESBEDORERISIC L 2BWERERHbbh, EEIET
CELFEEEH S, FARAOREPRMRERIZIZ, BEOBEL+HITITV., £F

BB LNTHEITIE, BB L2 FRITG U= M2 il & R % B OB Al & &
L CEG2ENBHT 21T, BEORERKINC X SBHEAB DS BE 1T, BT
BEFRNE HIOREFEDOBED2LBEIT O LER’D B,



3. ERFRRIR
PD-L1 [BEDOFNLE LV ZREREN S b ERAIEER 2 /K 2 (BLF [HER2) &

W3, ) MO FRRREIIER IS OFRERICEHME 21T - - R RRRBROBRE R T

[B%hE]
Et RS MRS (KEYNOTE-355 RBR)
% - BRILE IO 5 2 ORTERED 2V R VE B RREMED D HER2 &
MDOFHRREUIFRABBSE 847 6] (AAAN 87 Bl ETy) ZXBIT, AH| 200 mg
3 AR LT TQ3wl 2w, ) BEHLEZEFE! (FavF U EmE (BT
[FALHZEV] EWVWH, ) ROANVRTSTF o, ROV FXEAIN7 ) Z Xk
WV (TATIVBRER) (CLTF Tnab-SZ7 Y FFE) I, ) ) ORREDCH
IR OREWR, 77 ERHUFRE? (S LV FEVROAINRT T F o 37
Y Z XN Ridnab--37 Y ZEE)N) BXRELTREFI SN, 2. BERHM TR
BEITNRED HNTEAIT, KRETZFTERPRD b2 WEDOBRKIICEEL
TV BETIE, REILIEOBEREHE CRABETHRD b b £ THRF DR G ZHk
TBHZENAREE A7, TEFMER IIEEELAGFHM (BT PFS] L5, )
ROSAGFEHE L S, KA HEEREOHRAREIL T 7 A HLFRIEO M RERE
LB LT, PD-L1BBME (CPS®=10) RHE 323 #) (BARAN28BlZEL) ITRWVT
PFS #HBICEE L (X1 EUVK1) .
*] : &K 200 mg Q3W & LATF DfbFfti: (BYEMAREZLIEIR) ZFRALE [FA
T F BV 1,000 mg/m2 R A NVART T F 2 AUC2 mg » min/mL #HEE (1 =—X 21 A
B, &=—2ZD1, 8 BRICHEE) | X7V ZXEN90mgm? (1 =—R 28 A, &
a—2@ 1, 8, 15 HBIZHE) it nab--37 ) ¥ F%/L 100 mgm? (1 =—R 28 H
., =—AD1, 8, 15 ARIERE) ]
. 7TER Q3W LUTO(LFHE (BYEMIBEILIGRR) 2ALE (A
Z ¥ 1,000 mgm? BB NVART T F 2 AUC 2 mg * min/mL B4 & (1 =—AR 21 A
M., £a—2xn 1, § BEREE) | <7V ZXE/)\L 90mg/m? (1 =3—A28 B, &
a—2M 1, 8. 15 BB ICHE) XiXnab-¥27 U ¥ F¥/1 100 mg/m? (1 =—A 28 H
R, &=—AD 1, 8, 15 BBRIKRS) 1,
*3: PD-L1 I L-Miak GEEMR, v /ey 7 —YRUY V88K ZREEMR
HTEL, 100 2% U-E



#£1 BEERB (KEYNOTE-355 3Rk, PD-L1 [t (CPS=10) DBF%)

AH| LR 75 &R HLFEE
(220 %1) (103 #1)
il [A] 9.7 5.6
(95%CI) (7.6,11.3) (5.3,7.5)
PFS™ NP — R 0.65
(95%CI) (0.49, 0.86) —
P fg" 0.0012

CI: 28X, *1 : RECIST A FI A4 1.1 ICE S ERTIMILPRYEE, *2 : BRI Cox b4
NP —=FEFAREEZ TR HEZREL OB, 3 Bllu /S0 2RE. ABAKE (K

i) 0.00411

at risk#%

ISR +HLERE

——— EW200mg QIWHLERE
——— TD M+

—_—_—

N =

103 80 41

RGN (R]
FH0mg QIWHEEME 220173122 96 63 52 44 37 25 12 5 O

30 18 15 12

8 8 7 3 1

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

0
0

X1 PFS @ Kaplan-Meier Bi## (KEYNOTE-355 3B, PD-L1 B (CPS210) DA#)



[Z2it]

EREFRFSIHERE (KEYNOTE-355 #R)

PD-L1 [t (CPS=10) DBFITHIT DREMMTIRM 219 FlicBNT, AEFR
ARG 216/219 B (98.6%) . {LZEMIERE 100/103 B (97.1%) I[ZFBH L, AR
HrORREBEABETERVWAETFRII. ThEh 2121219 #] (96.8%) KT 97/103
i (94.2%) IZRD SNz, WTFNRLOBETHEEFIEH S%ULOBHERIXITRDO L BY

ToHhole,
£2 VWThPOBRTREBIS 5% EOBIER (KEYNOTE-355 BBR)  (422HEARGT 0 IRE)
BERIKSHE (SOC: System Organ Class) i Ch)
EAZE (PT: Preferred Term) ARIOFRRE {LERIERE
(MedDRA ver.22.1) 219 103 &1
4 Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5
2R 212 (968) 155 (708) 2 (0.9) 97 (942) 67 (65.0) 0
MBS LY R
Al 107 (489) 36  (16.4) 0 48 (466) 13 (126) 0
B BRI AE 41 (187 25  (114) 0 2 (14) 11 (10.7) 0
IR 87  (397) 68  (3L1) 0 40 (388) 31 (30.1) 0
/R EAE 41 (187) 19 (8.7) 0 22 (214) 16 (155) 0
PSR
R IR RBIE T 39 (178) 2 0.9) 0 2 (19) 0 0
5 AR E
g 32 (14.6) I (0.5) 0 15  (14.6) 0 0
T 48  (219) 2 0.9) 0 10 97 3 Q9 0
HILRR 11 (5.0) 0 0 6  (5.8) 0 0
B 90 (@11 S (2:3) 0 39 (379 1 (1.0) 0
am% 17 (7.8) 0 0 7 (6.8) 0 0
e 44 (01) 6 2.7 0 0 O 3 Q9 0
—i% - 2HEER L URESHBAORE
B E 31 (142) 1 (0.5) 0 13 (126) 1 (1.0) 0
bid i 64 (292) 6 @7 0 2 @14 3 9 0
HEERE 12 (5.5) 1 0.5) 0 7 (6.8) 0 0
MR 13 (59 0 0 4 (39 0 0
8] 22 (100) 1 (0.5) 0 10 (9.7 1 (1.0) 0
ERRRE
TI=VT ) NT VAT =T —EHEM 47 (215 16 (13) 0 17 (165 5 (49 0
FANSEVET I bFUAT=7—FHM 39 (178) 9 @1 0 15 (146) 3 (29 0
mMHpFAHY HRRT 75 —PHEM 9 @1 0 0 7 (6.38) 1 (1.0) 0
SRR B 52 (237) 41 (187) 0 20 (194) 15 (14.6) 0
/N 41 (187) 19 (87 0 14 (136) 9 (87 0
RERAD 2 (55 1 0.5) 0 329 1 (1.0) 0
A i BREE > 39 (178) 21 9.6) 0 20 (194) 13 (126) 0
fREtE K U E
BERER 40 (183) 1 (0.5) 0 10 97 0 0




#EBRIKRSIR (SOC: System Organ Class) %)

HEAZE (PT: Preferred Term) RHIGF IR b RRAERE
(MedDRA ver.22.1) 219 4 103
£ Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5
FFEHERI LU SRS
eS0T Y 25 (114) 4 (1.8) 0 9 8.7 1 (1.0 0
i) 15 (68) 0 0 9 8.7 | (1.0) 0
PPRER EE
RERE 21 9.6) 0 0 1 (1.0 0 0
B 18 (82) 1 0.5) 0 8 (7.8) 0 0
KM= 2 —mF— 25 (114) 2 0.9) 0 17 (165 1 (1.0) 0
FHMER =2 — o F— 17 (7.8) 2 0.9) 0 2 1.9) 0 0
PER3R. RO¥RE X MRS
¢ 14 6.4) 0 0 | (1.0) 0 0
BB & OB T ik s
BREE 76 (34.7) 2 0.9) 0 37 (359) 2 (1.9) 0
% O FERE 16 (7.3) 1 (0.5) 0 8 (1.8) 0 0
3 36 (16.4) 2 (0.9) 0 11 (107) 0 0
R EZ RS 11 (5.0) 2 0.9) 0 2 (1.9) 0 0

BB, ARPFRBICBOTHEEMRSR 3 6l (14%) . KBE - /MR - EEOTH S #i
(23%) . #REEE (X7 « SU—EEHSE) 256 (11.4%) . BIERTS - FFAS - FFieE
EE - TR« BELIERBE R 65 #1 (29.7%) . FURIRMEREREE 43 ) (19.6%) . BIEHREREE 2
Bl (0.9%) . BEHREREE (REEFEEMEER. RREBLS) 2 6 (09%) . BEL 1 6
(0.5%) . Bk - BEBUBRARZAE 1 B (0.5%) . %k - B 1 B (0.5%) . SE IR 1 6l
(0.5%) . LFHZE 161 (0.5%) KT infusion reactionl0 i (4.6%) B HLNT-, F/-, BE
DENRES (PEMRIEFEMAE., REHRIREER., 2B, BRAEES) . TEK
HREREE . 1| BUBEIRG, BEEMHEAE, EERMKEE Gortm/ MR SRR, Eimit
A, FIFEHRE, EERRES) | LREREERFHROBZIEED bhianofz, ARIEHR
RBERIBEF SR RAREERFEL2E0) 280EHMRERETRT,



[Ri - FE]

AR OREMBEYEBEFAZFALIZY I 21— a3 VXV, AA1200 mgZQ3W,
400 mgx GEMIRR (LT TQ6WI &\ 5, ) XiX10 mgkg (RE) Z2BRIMHE (WUT

QW] &5, ) THRELZEOAHOMBEPRESRI SN, EO/RER. AH
400 mg% Q6W TR & LIz BOARF OB HRIBIZH T 2 FHMIFEFRE (BLT T Cagss)
EV 9, ) . AFI200 mgE QW THRE L-BEDCugs L BRIT 2 L FRISKE (T
%) . F7o. AHI400 mgk Q6W TR E LIz BROAH 0 EHIRIBIZ I 1T 2 e MiE iR BE

(AT TCmaxss] EVVD, ) 1, A#I200 mgZ Q3W THL L 72 BR D Crrass & LB L TRVE
FRTEFRHEINEZLOD, BAABECBWTEARZENBREINLTHDIHE - HET
b BAKI0 mgkg (KE) ZQWTHRE LIZBED Craxss & LB L TIRMEZ R & FRIS
ni (FHR) . 360, BEMBAERE % RICEF400 mgkQ6W TR 5 L =i FI
R (KEYNOTE-5558R8) L v A LhERAFEICESSEYHE ST A —Fi%, &
Ia2lb—va ik FRILEERBR AT A—2 LENLE (TR) . MAT, B
DOWIEIC BT 2 REARBRACESE, AAOBRBER L A IR LK L OBFELZR
HTARBEISET NADEES L, AHI200 mgZQ3W X400 mgh QoW THRE L 72
ORER L A TR OB EICOVWTRF SN EER, Lok - Ao
THMER R EMEICHBREZRIIRVNE FRIS S,

#£ 3 FRORYBB T A —F

e (= Cove Conin Crnass Cavgs Crinss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (ug/mL) (pg/mL)
0me W | ol | raen | armien | oizown | wksio | cosaie
oL (12;.2?24) (32.?)?;‘2.7) (10.;(,)'16 0.8) (1435??49) (50.51(,)'57 1.3) (19.?,)'230.9)
AO?Q?EIJEEG)W (1351.1,6.10;6.4) A (14.1:.'?;.4) A b bl
10 me/kg Q2W! (21§,2223) (14;??45) (11'1/,1 ?21) (423,2233) (2727382) (19;,9200)

t:0=2993, 100 DY I =L — 3 2 LV EH S BAEYEDO PRIE (2.5%, 97.5%R) .« Cux : NIEIERS
BOBEIMIEFBE. Cop : FIEREGEZOEHMFEDRE,. Cun: MERESE (P4 70 2 £EH) ORELFEPR
}g\ Cmax,ss - E%"%ﬁﬁllﬁﬁ'é%%‘ﬁﬂ?ﬁ*{ﬁiﬁ‘ Cavg_ss 5 ﬁﬁ%%(lﬁﬁémﬁmﬁqﬂﬁg\ Cmin,ss : Hﬂ;’ﬁ%ﬁgﬂ:ﬁl?
% BeAR L 75 IR B

156 BlOMMMFIME (95%(FRIXH)

§ 41 FIOBMEHE (95%FHKM)

NA : &% L



4. MERICONT

ARNOFEIEEN 2 BE DM - FE L. FAORSIZ LY ERZEWERZHHR LR
RIS B 2 L BRERTe D, LT OO~@D TN TEMATHRICBNTHEAT 5 &
Ths.

@ MERIZOWT

@-1 FRED (1) ~ 5) DWVTRTHEYT IR THD L,

(1) BEABBREITEET D BARREEL SRS EOER IR ABFREE LR,
HEAS ARSI HE L RRE,  HURDS A RSRRRIE 2 &)

(2) FrEMRERPR

() FEFRMFIRET DBADRERERE (BADRERETRb., BSADREN
W71k, M A ROEREHEERRE 2 &)

@) AHRACFHEEEZRRE L. SSRCERRENE 1 SIS EERREINE 2 OhEsR eI 4R
5EHEIT> T DR

(5) MEMEEBERL S ERMEORREEIIR D BIHEIT> TV D HER

@2 HBOAFRIER CRIWERRBBRFEO I 272505 L R 2 R oER (FROW
FTHOITRE T DERM) 23, YRESHRBIOARCBE T 2 HROREE L LTRBESh TV
Zé&,

E

o  ERGRHFBUS% 2 EOMHIWHERET L7212 S FELUED R ARROBERMHE 21T -
TWAZ &, 95, 2FEUER. DAEYEEE L LEBRBEEFOWEEZ1T> T
WaZ &,

o [ERGRITEYRE 2 FOYHIHEZAET LIcRIZ S ELU L OFBO D ARMRRIEL S T3
AR DRRRIHE 21T > TN D Z &,

@ BRACERRBFH/REBROMAHITONT

EFRMLERERIEF T 2EEDERE S, BEAENOOBREB O, A2 - T8
LRFNFPROTER CEMEIC AT 2 HRIELE. AFERBRELHEEOREEE. %
DIBRNIATON D EHIRE-TNDE Z L,



® BHER~DHIRIZDOVT
@-1  HERRmICBE A B

REMMEBREOEERBERANIAE LT, 24 FHEZRERI O T, kiR X
IREEE R TRV T, R UZEWERIOG U TABREER O CT Z0RIER OERICHER
RAEORERNY AFIELN, EDICKSAIER AR ES TS Z &,

@2 ERUEFEEICLIFEFESNGCETIES

NAEICED 2 EMNR AR OEREEZA T 5EREFEVPRHERE=F ) 7
EEDEEROAS ) —=0 T E2ITVEIRE L F#REEHF TE 25— 2 ERERIDE
BInTnBZ L, B, BiEHic T, BABE L ZORKRCHFICARIA TS
EE

®-3 BUHEAORERRISIZE LT

BWERR (RIEMMEBRCMZ, KBK - /NMBK - BEOTH. BUEF% - iFFre - BT
HRBEREE - T4 - BLMERRE &, BHERET (RMERMEEBER. RREBRE) |
WNAWEE (TERAKERS., PRBSERS. BIBHERS) | 13HERK, S5
Bide. #hc - BREUARARIE, BEk. EEOKREREE (hEMERRBEEMMIE, B
TENRGERRE, £TABE. B ARBES) | infusionreaction, A4%% - BEMRZC, EAERFHESE.
MREE (X5 - AU—ERMS) | OFx, BEELMKREE (G n/ MR
PESEBER, WM M, FRIFEKE, MERERES) . MIREREMBH. M%) 3L
T, YR ULABERSEOFMMt 2 AT 2 EM &8 E L BIER OZEox NI
LTHERUXEEZZTONARMGICH D Z L) EHICHEER LB T 5 EH 3% -
TWAZ L,

10



5. MEXMRELGLEBSE

(2R3 5]

®© &8 - BRAUBICHT 225 MORNERED 2 PD-L1 Bt (CPS=210) OFLVE
VRN HER2 RO FHIRRESUIBRIBAEEITBV T, KA LLFK
E (FAVEEVRORINRSTF o, RS2 ) ZFELL nab-s37 ) FFE0)
L OHFRBR G OREMENREN TN,
7235, CPS ICBIF BAMD I L <=4 BWIEK L LT, Bk54 : PD-L1 THC 22C3
pharmDx [# =] BHEBIN TN,

@ TRICKUTLBECKT 2ARMOBEROERFEICOWTIE, KFIOFZHEN
MLINTELT, FADRE[GR LR LR,
o OTHAFIOEMEIR SN TR MLOGTEEIEREH & OHFRRE
o IRAT - TR IRMHRE

[Z2ticBdT 3HE]
O TRIEEUYTIBAFCOVWTRAFOBRENRZER L INTWEI L, 5%
1Thhnwz &,
o FAEIOBZITHR LIRBUEOBEERED H 5 RE

@ R OFMICH T FRICHKST 5 BEIC>V Tt AFOR IR SN2
WA, ORERIREE A 2 VAR Y . MBI AR ER TS - L 2 EETE
5,

. PIEMEMERE O BB O b B B

. EERIE CRIEE & B B BE R UTE B ORI R 4 0
Wl SR L8 T B L B

- HDREEAROAH. RIS L EERMO H DR R OBED b
BRE

- BEBHE GENSMRBREEET) Ob5RE

- RERORBRL ISR ET 5 BE

e ECOG Performance Status 3-4 #0 DBE

1)) BCOG ™ Performance Status (PS)

Score

%

0

SRR EBTE 5. BRATL R LA EAE HIIRZ2 T 2.

LS e

PRI L WOIEBIIRIR S 555, BITFAIRET, BIEEE > TOERIIITH 2 LB TE S,
Bl BVWRE, FHEIEE
HITAECEROHOEY O L 3T X TARBRESERIITE R, BPD 50%U B3~y FATRI T,

w

BOENBEROHOEIY DI L LATERY, BRD S0%ALENy FRFTBIT,

PN

£L{BFR2, BAOHFORY DT L3R TERY, B2y FARFTRIT,

11




o

BECEBLTEEIREER

AT SCESICM A, MERFER SR T 2 BRI E S & ARH O R R ONE IE
FERAODICHERFRE +OCHEMBLTHOERT S Z L,

BRBIRIZES D, BE I FORECHENEROEREEZ HA#RAL, REE
B/BTrbRETHI L,

ERBHERO~R YA MZHONT

MEMREBRRD LN BZ eNHEDT, AROEBREIZHZ> Tk, FIEER
(B8, PEREEE, BRHRE) OREEEUKE X MRECERES, BEL 41217
5z &, (e, MESUTHEECT, MiF~v—V—S0REL2EmWTDHZ L,
infusion reaction 23% H B = & 234 5, infusion reaction 2338 LN HEITIL, &
GIRNBEITH & L bic, ERSEET 5 E TREOKREL THICBETH L,
FIRIRAEEE, TEAMERERVCBIBEBEEERH DN ERHDDT,
AF O 5 BRRERT R 4R 5B I ER A N IS REMR A (TSH., 8k T3, el
T4, ACTH, M aNFY —VEDRIE) ZEETH I L,

BUERF&. FFR2. FlEEE, H, REERERBH LN I ENHHDT,
AF O 5B phET & O 54 X E eI T e A (AST. ALT, y-GTP. Al-P,
EUNAECEORIE) EEETDHIL,

SE R MEARMIEERELZED) SFOEERREENLODNLZ L
BHDHDOT, EMHICIROREORELHERTLIZ L, /-, ROEENRDLH
TEBAITIE, NI EREETZR T2 LOBRERRE TS L,

AR OEEIZL Y, BEORERRERERT S LEZ LN DA 2EBLWRENRH
bbb IlAnhs, BENBDOLNEZHEEICIE., BB LLFRIIL CEMMR
Sk L R A R OERD & U CRYREAZE TV BEDRERIGIC X S E
ERMRERDLILABEITIE. AROKREXZPIE, ROBBRERNVE LV RORESE
EEETHZ L, 7B, BIBRREFRNVEOREIZLYBERAOWENBD bR
WIBAITIE, BIBRERNVE VUAOREMHRIFIOBNLEETSZ L,
BEKTHR, JAM»OHEYABRBLTHrLEERARRR T L3S B0, A
FOBEH-RTHICHBIERORRITHFITEETHZ L,

| BERR (BUE | BRI 2 STe) Bbbbh, BREES N7V R—VRILES
TERHBHOT, OB, B, BHEOEROBRESLOLEMED LR ITHAERET D
L, 1 BERBRREDNIZEAICIFREEZPIEL, 4 R ) VRFIOREE OB
RABEITO 2 L,

AFNOBERABRICI VT, KEYNOTE-355 SRR CI3& 5B 6 24 B E Ti 8 @M
Jl. DB, BYIO 1 ERIZ BRI LT, 20%IT 12882 L IcEMEOFH N E
ToTWzZ L2382, ARREGPIIEHNICEBRRE CHROEAEZITS Z &,
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BEERMET A KT A
Ra7ul) X<w7 (RIicFHEBRZ)
(R4 : A b—F RiEEE 100 mg)

~ FE/INE R B ~

TR 2 942 A (4% 348 A kET)
BAESBE




B

R

XU ®IZ

AAN DR, 1ERBF

FR PR B AR

FRIZDOWT

BExG LD BE
BRECBELTEETRNEEHE

P2
P3
P4
P20
P22
P24



1. IXC»iz

EEROFNME - BEEOREROTZDITIX, T IESICESW B IERERNRKD
bivd, &5, EORFERMOESRIZ LY., HAEERRR & OEFH 2 EHERS
FEEMNABEINDIPT, INLOERRZRICHNELRBEICRME T2 2 L 3RED
BB L o TRY REMBUEE L B OREARFE 2016 CERL 28 456 A 2 HHAZEILE)
ZRWTH, EFNERGEZOFERAOREMMEELRLZ L LEINTVD,

FRERABFERRLII, FRERACEEE T 7 7 A VBBEFEOEERGH LA L MR
RBZEBDHD, 0D, AHERVESEICETHERA+oEET 5 £ TOM.
UZEEMOBEZBZIT 2 LNHHFIN2BEICH LTERT S & &b, BIFE
ARFEE L BRICHERNIGE & 52 L NARER—EOBEM 2 - 3 EREE A
THZENEETHD,

L7eRoT, RAA RTA U TiE, BEBERSINLETIZEOLN TV DI EZEEREY -
BERMRMICESE UTOERMOFBEREREHET BRI OMNERER, 2
FROEBEFEEZ T,

BRI, KTA RTA 0%, MIITBUEABERK M ERBRAESHE, ABEEEARR
BRARERETS, —REFAEA B ARBRARES., FEFREFNEENEA B AMBZES RO
— A FEAN B AFERBZE OB DS EER LT,

KB LR DERES XA M—F REFHE 100mg (—%4 : a7 v ) X< (Gl
THAMR %))

RRERDMEIIHNE : VIR REREST - RO IE/NHIR At

MNBLEABERVEE @%. RAKIIE., <A77 u) X< GEEFM#z) LT, 1
B 200 mg % 3 BT 1[5 400 mg % 6 B FRERR T 30 25
DN T RIEFHET 5,

& R 7 ¥ F - MSD %kRatt




2. FEIOFK, ERBRF

XA M—F EEBHE 100mg (—iR4% XL T ) X< (faTH#Z) ., T IR
Kl £vv9,) i, PD-1 (programmed cell death-1) & %DV 4 FT&% % PD-L1 R PD-
L2 L ORFAZHEEMET S, b MugG4 £/ 7/ n—FAHKTH S,

PD-1 R B&IE T AR BAsBEL R 1> & 3k B T2 DI S A KRR 2SR 5 5 = 72 S il
ZA v F T, PD-1 i, @FEZRREBICEOTEER T MioMRREICHKERL, BCR
ERGESUAMEX LR RRERGEHET 2, $2bb, PD-1 XY T FEF
BTHZ L VHRZREFCLD VST NEERZRCHET 2XE K TH D, PD-L1
OEFHBIZB T ZEBIIDLTNTHIH, ZLORAMIRTIE T MIROBE MR
HIFCRFNCRBE L TWS, BAMBIZIIT S PD-L1 OFEFEIL, BHIATRE. FERHE.
FRAmpams., SRELE, JE/ R & Ok 4 RBATTFRARRTFTHY | EWAETFR
& ORBEMENHRE STV D,

BWEONADEENTH% & PD-L1 RIHOMEMN S, PD-1 & PD-L1 ORBIINERE
OHBEEREC BV TEERRBIZE D Z LTRRENTEY  F- 2B ARKOERH &
LTHIfFS LTV 5,

AKX, PD-1 & PD-L1 RO'PD-L2 Dl V) H > FORBEEHEETHZ LITX V. EE
O NBRE P OB RAIIAEEN T U U K2 EML S8, HEBRE 2 BiEtEt
T35 L ThIEENR T RET 5,

AR OERFICES BEORERINC L 2BWERS R b b bh, ERXIIFETIC
ZELARENR D B, AROBREHRR OB SR ITIT, BEOBREL 2TV, BRESR
» BNTFAITIE, BB LU ERITE U MR 22k & BB & Ko R AT & HE LTl
EIRERIBET 2TV, BEORERINC X 2RIERAREDN 2B, BIBRESNV
ELRIOREZEDOBYVRVEEIT O BERDH D,



3. ERPRERR
EIBRABEZ2HEAT « R O I/ NI O ABRZ M 2 1T o 7= 72 B R AR O FRAE %
/'j_:\‘—g—o

[FH %]

OEELFFMMARASR (KEYNOTE-024 75R)

{LEEFRIER D72\ EGFR B TERBEM ., ALK A #E TR PD-L1 Bt (PD-
L1 #RB L ZEEMRSED 281G (LT [TPS] L 5,) =50%) OYIRAFRERE
1T - BROFE/NERAIGEEE 30561 (AARAN40PIZETe) ZXRIC, AF) 200mg3 H
MR (LT TQ3W] LW, ) BEOFNERVCREMN, 77 F AL ETiE%
FMEFRE (BT 1SOC) &), ) #XRE LTRFT SNz, 728, BRI TRA
EITORER® bNZGA I RBETE TR THERBIRBD bR RWEDBREMICEEL TV
% BE T, KREILAE O EGFHE TRABETRRD 5N 5 E TAR OB G 2k 2 Z
CAFEEE ST, FEFHMMEE IIEEEAEYE (BUF [PFS) &5, ) | BIKEE
MBE B IT2AFHM CLTF fos) 29, ) &S, KFNIT 7 F K 2 & T LFR
EHEHEB LT, PFS, KTNOS (MY 2ABICER L,

*:24 WA ETHRESNERBIFFOBREL DI L, 20%, REEFRED bNES
WCEREFHRTESL L AN,

#1 HHHERK (KEYNOTE-024 )

7T FFRH &
e BuslbERRE
(151 1)
HofE [A] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ NP — FH% 0.50
- (95%CI) (0.37, 0.68) -
P " <0.001
HgfE [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
os™ NP — R . 0.60
(95%CI) (0.41, 0.89) -
P {B" 0.005

Cl: %K. NE : #ERF, *1 : RECIST F 1 KI5 A4 2 1.1 RIZES Mz dupgE, *2 :
BRI Cox bBINY— FETNMI LD 77 FFREZ ST b 2RIE L OB, *3: BRIa /5 v
JRRE. *4: PRI OT —4 (201659 B DY VAT



90 - 3 — FR0mg QIW
80 | b s 758 RACS TR

10 o )

0 3 6 9 12 15 18
at risk® IR [A)

ZHI200mg Q3W 154 104 89 44 22 3
TSFTNREBCIERE 151 99 70 18 9 1 0

E1 RBBIC L B PFSORMAFHTE O Kaplan-Meierfi#i (KEYNOTE-02430R)
(PD-L1iBME: (TPS=50%) DBELR)

-

100 -
90 -
80
70

L60-
& 50
& a0
30
20 | —— #m2omg 3w
10 ISFHRMERCILPRE

o 3 6 9 12 15 18 21
at risk¥% MRl

A#J200mg Q3IW 154 136 121 82 39 1" 2
TSFHRAEBOICERE 151 123 106 64 34 7 1 0

o

X2 OSSO RN DKaplan-Meieri#i (KEYNOTE-024338)
(PD-L1fBtE (TPS=50%) BAEER)



Q@EBRILFS I /IR (KEYNOTE-010 &)

7T FFRB e S ERERET 2835 PD-L1 Bt (TPS=1%) OUIRRFRE R E
1T - BROE/NRRMEAE 1,033 F (BARAN 91 flxEte) #XRIC, KA 2 mgkg
Q3W HE KT 10 mgkg Q3W HEOH R NEZLMR, FEF FAKMYH CLTF

DOCI & H,) EXRE LTREENZ, 28, BRI TRABETIRD b
BAI, FRETEZ R TERIRD DR WEOBRKRINIEZE L TWVWABE TIX, KE
VAFE O BB TN CTRABEITARD b 5 E TAFIORGMGEZ FTREE Sz, FEFF
fBHIE R 1% 0S RTRPFS & &, AFNIDOC LKL T, OS 2 AEBICER LTz,

*1 : EGFR B TERBU XL ALK MEBLETBECRE TIX, 77 F AL &L
BIEIC L BRI . £ €1 EGFR FAEEAXIT ALK FREER 2B T 58
EERIC L 2EEEELAT5RENELAN BN,

¥2:24 IR ETCREINTEHEAIIAFOBREZHIEL, £0%, FRETHRD ONE

BIIREEHETESLI L E SN,
#£2 AR (KEYNOTE-010 3B
A#| 2 mg/kg A%l 10 mg/kg DOC
QW Q3w
(344 #51)) (346 #il) (343 #i)
g [A] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0,17.3) (7.5,9.8)
0S | ~¥F— i 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P {2 <0.001 <0.001
CI: SHEERE., *1: B3 Cox LB NH— FEFNVIZL D DOC L D, *2: BRIw S Z 7%
E
100 -
90 - ——— M 2mg/kg QIW
80 - = Z710mg/kg Q3W
70 — ERIFeN
2 60-
E 50 - —
40 P ‘“II [ T | llll N . 1
30 -
20 - mey
10
5 10 15 20 25
at risk#% S (R)
3/ 2mg/kg QAW 344 259 115 49 12 0
FM10mg/kg Q3IW 346 255 124 56 6 0
REeI+E 343 212 79 33 1 0
3OS OREMARYTED Kaplan-Meier #i#2 (KEYNOTE-010 #E)

(PD-L1 B (TPS=1%) DBHE4ER)




OEBLRFMMAAR (KEYNOTE-189 HAR)

{LFPIERED 72\, EGFR BIEFERBRMR T ALK MEBEF RSO UIBRARE 2
1T - BROFERFELRIENRRIRERE 616 1 (AN 10 Bleate) ZXEIT, A
200mg (Q3W) . XX hLF& K+ hY v akfdp (LIF [RA FLFEF 2V5,)
BROT5FF8E (AT SFURIIANRTSF ) ORRE (KRR "o
BHEROREMN, 53R, A Ik FROFTFFRAIOHARKRS (LFER
EEE) 2 ExRE LE-ZEERABR TR SN, ML b, 77 F T RAITE Y ERM
NEBZETLIOBIRL, BEIBEKR4a—RFTE Lz, 2B, EERFEHhTRBAEI TN
B ONTEESIT, RARET 2R TERNED bW EDBRKRNIZEEL TWIBET
it REICIEOEGTIM CERETIRD bNDETAA L <2 vk FOHAKRE
R D2 ENTIREE ShicB, FEFHEER X OS RUNPFS & &, AH, ~A b
Lk RROT S FFRAIOHFRARGIZIT TR, X b LFE RROT 7 FFRA O
BERRE L B LT, 0S RU'PFS 2 A BRICHER LT,

*1 : A% 200 mg, XA b L FE F500mgm?, VAT TFU 75 mgm IANRT T F
AUCS5 (mg* mL/min) DIEIZ Q3W (Fa—AxD 1 BRICKRE) T4=z—AREH, K
#1200 mg U b L3t K 500 mg/m? 28 Q3W TREIhTe,

¥: 7S5 ER, RXA FLFE K 500mgm?, A TS FF L 75 mym? Xid B NVR T T F 2 AUC
5 (mg- mL/min) DIEIZ QAW (Ha—AD 1 ABIHE) T4a—AREH, 77&
ARG A N LFE F.500 mg/m? 2 Q3W THRE I,

*3:24 7 B ECHEEINEBARAROBREEFIEL, T0%, RAETHIRD LB
AIlREERTEAI L LI

#£3 AR (KEYNOTE-189 BE)

AF DR (LR IERE
* (410 ) (206 1)
hifE [A] NE 11.3
(95%CI) (NE, NE) (8.7,15.1)
os™ NP — FEE"7 0.49
(95%CI) (0.38, 0.64) —
P f&" <0.00001
HhRfE [A] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PFS™ " NP — R 0.52
(95%CI) (0.43, 0.64) -
P fE" <0.00001

Cl: Z8EXME. NE: #ERA, *1: PEEIREOF—4% 2017F 11 A8 Ay AT, %2 8
Al Cox tLBINF— REF M LD 7T ER, ]2 FF& FROT ZFHREGERLFERED
BEFABRE L OB, %3 BRI 75 U JRE, *4:  RECIST HA K74V L1 RICESSERT
ST A g



at risk¥
A#1200mg Q3W, R
ANVFERRUTSSF
pa i
T5tR, AAMLFE
RRUTSFHUAHE
{2

100
90"
80 |
70 ]

L 60 -

B 50 -

£ a0-
301
20
10

— FH200g QAW. RAPLFERRUTSF T BRNRALPEGE
——— TR RARVFERRUTSFHHMHRALYRE

410

206

3 6 9 12 15 18 21
&R A]

377 347 278 163 71 18 0

183 149 104 59 25 8 0

X4 OS OHREIARHTRED Kaplan-Meier Bi## (KEYNOTE-189 RIi)

100
90 - — AEIGTG QIW, AXPLERET LRI S RN
80 \‘ Y ——— TOUK. RAMFEFPIILKORRYT IS TRN
® 701 N
60 | ‘-‘I
io] N
40 '\ .
30 Ty
g 20 A ‘\ "”‘.h‘—‘ .-
10 i
0 3 6 9 12 15 18 2
at riskEy fRIGRETFIM (B)
AM200mg QIW, A
XhLFEEFMIOL 410 322 256 148 60 17 5 0
KONRU 757+ 88
75eR. RAMNFE
ErbOLXEORRY 206 140 80 40 16 3 1 0
757 EA

] Eﬁ?q’%wﬁki % PFS O P HAEHTRF DO Kaplan-Meier B

(KEYNOTE-189 i)



@EBERFEMIARE (KEYNOTE-407 UER)

{EFRIERE D2\, IR EEZ2EST - B3O R LRFE/NHIRAEAE 559 #) (BA
AS0HIZET) xR, AF 200mg (Q3W) . VAT TFURUNRT Y X80
XiENz Y EFeN (FATIUBREBE) (UUT Tnab-PTX] &V 5,) OffA%RE (K
KIGEREE) " OFMER LSRN, FT7ER, IVRTTF U RUNT Y FZ XA
iZ nab-PTX OPFRKRE (LFRIER) 2 2xfBL LE_EERAR TR S, M
&b, N7 ) FEENT nab-PTX i3, HYEMPBEZ LIGRIRL, RETIHRK4 =
—RFTE Lz, 2B, BRI TRBETERD bNGEIC, KRRETZRTER
MNEED HNRVE DKL E L TV 5 BE T, KELLE O B G TR BET 23
BHONBETEAOREZMGTZ 2 ERAREE Shi®, ETBEFMERIX 0S kT
PFS & &1L, A&, INVRTZF U RN U ZF BN nab-PTX OHFRAREITTF
R, IVRTSF LU RUZ ) ZFEN it nab-PTX OHHAREG L LT, 0S &k
U'PFS # FEBIZER LT,

*1 1 A&HK) 200 mg, #3277 U Z %%/ 200 mg/m? X i nab-PTX 100 mg/m?, A/VAR7Z F . AUC
6 (mg+ mL/min) DJEIZ QAW (K|, 7V FXLARVHINRT FTF U 13{/a—A
M1 BBIZRE, nabPTX IIFaT—AD 1, 8, 15 ARIKHEE) T4 a—2EEH, &
#) 200 mg 2% Q3W THREZh iz,

¥ 7SR, N7 Y FFENL200mngm? i nab-PTX 100 mg/m?, VAR TZF L AUC6

(mg * mL/min) OJEIZ Q3W (KA, X7 D ZFENVROIART 7F i3z a—AD
1 ABICHE, nabPTX 3F=2—AD 1, 8, 15 HRIIRE) T4=a—A®RE5HK, 77
RN QIW THRE SNz,

*3:24 W BETRESNEHBERAFOREZFIEL, Z0%, KBETRRD bhi=

AICHREBBETEAZI LE SN,

#4 APHMRH (KEYNOTE-407 RER)

AFIGF R {bFFRIERE
(278 1) (281 %))
HouiE [A] 15.9 11.3
(95%CI) (13.2, NE) (9.5, 14.8)
0s™ NF— R 0.64
(95%CI) (0.49, 0.85) -
P fE" 0.0008
fE [A] 6.4 4.8
(95%CI) (6.2,8.3) (4.2,5.7)
PFS™.™ NP — R 0.56
(95%CI) (0.45, 0.70) —
P f&" <0.0001

Cl: EMXR. NE : #EEART, *1 : FEMEITEEOT —4 120184 B3 By b4 7, %2 @
B Cox thFINY— REFNM L BT TR, INVKRTTF U RO Y FFEAXIT nab-PTX
OHFRARIEL OB, *3: BRI T 7HRE, *4: RECIST A RT7 4 L1 RICE S ER
TIRSL AR E



100

90 1
80
70 -
& 60
B 50
# 40 -
30
20 —1 — R R0g QIW, DLRTSFIRUIIUSF R a7V 95 I
18 ——— F5tR ARTSFIRGIIUSERIR D 129N
0 3 6 9 12 15 18 21
at risk# EEMLA]
F#200mg Q3W. IR
P5FIRENIVIFEN 278 256 188 124 62 17 2 0
Ridnab-S7U 9%t
756k, akF5FY
RUNKIUIFEIRG 281 246 175 93 45 16 4 0
nab-1t7U9%tl '
6 OS DOHHfRNTR D Kaplan-Meier Bi#R (KEYNOTE-407 RRE)
100
90 i \ — FH0mg Q3W, HILRTSFIRU/I7USF LI inab-/t2U I+ I
80 | ‘L«‘k ——— F5ER, DLRTISFURUIIUSHEILRinab-117Y 9% Ll
g 70 - 4&.“’
i 60 - %
i
& 50 - \‘1'
ﬁ% 40 - 1
aé 30 1 ‘&_'7\“
20 bl \‘"' - e
10 - l_"‘l__.__.‘
0 : e . . -
0 3 6 9 12 15 18
at risk2y HEREFHN (8]
AH00mg QIW. AR
T5FURUINIUI*EI 278 223 142 57 23 5
Nignab-f7U 9%t
75k, ART5FY
RUKIUTFEINIE 281 190 90 26 12 4 0
nab-/f2U 9%l

X7 BERTPRYEIC LS PFS OF RN RO Kaplan-Meier B

(KEYNOTE-407 3&)
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OHEELFRFBIMAERE (KEYNOTE-042 #R5R)

(LA ERE D 72\, EGFR 5 TR RAM:, ALK A& 8= F &M & O PD-L1 B4 (TPS
=1%) OUIBRAFRERET - BIROK/NIRMEERSE 1,274 6 (BXA B HlZET) %
RHERIT, K 200mg QAW BEDHMER RSN, 77 FH AL ETILERIER
B LTRET SNz, 72d. EAFE TRBETHIRD DNZHAIC. KRETEZR
FTRER2SFED b ARAVWEDBKINCEE LTV 5 BHE TiX, KIE AR O BESR Rl C5R~E
HEITNED N D E TAKORE 2k 5 Z L NFREE Iz, TEFMER I 0S
LEN, AFNTT S FHEKIE ST LERIEL R LT, OS 2 FRICER LT,

*:24 T A FTREENEERRAFOREZFIEL, ZO%, KRBRETHIRD bhEE
REFHTER L LEINT,

#£5 AR (KEYNOTE-042 3A8) (PD-L1 Bt (TPS=1%) A& 4EH)

77 F KRS
A% 200 mg Q3W (L
LIRSS 637 Bl 637
. FRfE [A] 16.7 12.1
gg;% os"! (95%CI) (13.9, 19.7) (11.3, 13.3)
(4 AR F) N — R 0.81
(95%CI) (0.71, 0.93) =
P fE" 0.002
AL 299 4] 300 4
o HfE [A] 20.0 12.2
;‘;?%0% 08" (95%CI) (15.4,24.9) (10.4, 14.2)
¥ NP — R 0.69 B
(95%CI) (0.56, 0.85)
(L 338 i 337 45
0 g [A] 13.4 12.1
53;%;;;%" 08"l (95%CI) (10.7, 18.2) (11.0, 14.0)
NF— RH 0.92
(95%CI) (0.77,1.11) N

CI: BRI, *1: PRIMETEDT —4% (2018462 A 26 B0 v b4 7, *2: @R Cox e
— REFAMZ LB 7S FFRRZETALFRIE L OB, *3: BAIn T 7 7 RIE

11




100
90 \_\ — R200mg Q3W
80 | N ——— FFIEMESLILERL
70 -

X 60 ]

B 50 ]

# 40 |
30 ™

| e ™
20 -h“t——-u—ﬂ-ﬂ-—q

10

"0 6 12 18 24 30 36 42
at risk# SRRl

FHI200mg Q3W 637 463 365 214 112 35 2
T5FIRMERGILEHE 637 485 316 166 88. 24 1 0

o

8 OS OHMAEHTRFD Kaplan-Meier Bi#R (KEYNOTE-042 #ER)
(PD-L1 B4 (TPS21%) DEEHEM)

12.



[Z4tt]

OEBFF MR (KEYNOTE-024 R5)
HEESRIIAKIBE 148/154 B (96.1%) K TN SOC B 145/150 fil (96.7%) IZ@BH L, 16
BRI L OREBERTETERVEEERIL, ZHEN 113/154 B (73.4%) KT 135/150 41
(90.0%) WKBD BNz, WTHNOBETREERN 5%L LORMERIITROLEY TH-

7o
#6 VWThHOBCRIAENR 5% EORIVEA (KEYNOTE-024 BRI (&M RIMH)
BENKSE (SOC: System BE (%)
Organ Class) AHKIRE SOC ##
HAZE (PT: Preferred Term) 154 41 150 451
(MedDRA ver.20.1) £ Grade Grade 3-4 Grade5 & Grade Grade 3-4 Grade 5
£RIER 113 (734) 40 (26.0) 1 (0.6) 135 (90.0) 77 (513) 3 (2.0)
Mg LY R EE '
i 8 (52 3 (1.9 0 66 (44.0) 29 (19.3) 0
H L ERIRAME 1 (0.6) 0 0 8 (53) 2 (13) 0
P ERIBAE 1 (0.6 0 0 34 (22.7) 20 (13.3) 0
i/ NRIRAE 0 0 0 17 (113) 8 (5.3 0
P WREE
R BRI E TUERE 11 (7.1 0 0 0 0
IR BRI RE (K TR 12 (1.8 0 0 1 07 0
B MR
& 6 (3.9 0 0 17 (11.3) 0 0
TH 22 (143) 6 (3.9 0 20 (133) 2 (1.3) 0
B 15 9.7 0 0 65 (433) 3 (2.0) 0
amZ% 4 (2.6) 0 0 18 (1200 2 (1.3) 0
W - 4 (26) 1 (0.6) 0 30 (2000 1 (0.7 0
— ik - 2HEER X TRESMORIE
EFE 5 (32 1 (0.6) 0 11 (7.3) 2 (1.3) 0
S 16 (104) 2 (1.3) 0 43 (287) 5 (33) 0
Rk 1 (0.6) 0 0 9 (6.0 0 0
FEEL 16 (10.4) 0 0 8 (5.3) 0 0
FRPRREE
ALT 370 10 (6.5) 0 0 7 @7 0 0
AST 380 8 (52 2 (13) 0 5 (3.3) 0 0
meZ vy F =18 3 (1.9 0 0 15 (100) 1 (0.7 0
B R Bk B 0 0 0 20 (133) 6 (4.0) 0
i/ RSB 0 0 0 18 (12.0) 9 (6.0 0
Sz ez 72 1 (0.6) 0 0 16 (107) 3 (2.0 0
KRB L ORBESE
BHRIE 14 9.1 0 0 39 (260) 4 (2.7 0
&~ 7R v AMLAE 1 (0.6 0 0 9 (6.0) 0 0
BHERARE L U AERES
BaEhE 13 (8.4) 0 0 4 Q@1 0 0
TR RS
HRER 1 (0.6) 0 0 15 (10.0) 0 0
K= 2 —mF— 2 (1.3) 0 0 9 (6.0) 1 (0.7 0
kSR, KRS K UREREE
Fifilg 2 8 (52) 4 (2.6 0 1 01 1 (©7) 0
BB L OR TGRS
RESE 0 0 0 12 (8.0) 0 0
4 [ 8 (5.2 0 0 1 (0.7 0 0
Z O EE 12 (7.8) 0 0 3 (2.0) 0 0
i 11 7.1 1 (0.6) 0 3 (2.0 0 0

13



R, ARFZB W THIEMEMER 9 6 (5.8%) . KK - BEOTHI 8 F (5.2%) |
MREEE (72 - NU—EBREES) 24] (13%) . FFeeREE 22 41 (14.3%) . B
RRESRERES 21 B (13.6%) . TEEKMEREREE 1 4] (0.6%) . 1 BUBERE 1 F (0.6%) .
REMREREE (RAMEMIEMEBRE) 16 (0.6%) . L 16 (0.6%) . fik - BkUHRE
fRAEI 141 (0.6%) & UVinfusionreaction 5 ] (3.2%) BB LIz, £/, EEDOKE
BE (REAIRIRERR, SN, BREES) | BIBKERE, EEGENE, M
K- BEREAR. Y%, LK. RS/ IMIBA EERR, iR m R OFRER
BIIBObNehol, ABERRBARRIIBERES BEREBEREYR 25 2580
EIHERERT.

Q@EPRERF I/MMAAE (KEYNOTE-010 FER)

HEFRIT 2 mg/kg Q3W Af 331/339 £l (97.6%) . 10 mg/kg Q3W B¥ 330/343 £l (96.2%)
B DOC  297/309 61 (96.1%) (ZFB®H b, IEREL ORNRBERENREETELRVWAE
FRIT, ZhFh 215/339 ] (63.4%) . 226/343 B (65.9%) KX 251/309 4 (81.2%)
RO LN, WTNPOBETHRAEN SUULORERIITED LBV TH o7z,

£7 WThPOR TR S%IUEOBYER (KEYNOTE-010 RIR)  (ZZ&MARHT X S KE)

FBFEIKZE (SOC: System Bigx (%)
Organ Class) 2 mg/kg Q3W ¥ 10 mg/kg Q3W B DOC
HEAZE (PT: Preferred Term) 339 ) 343 309
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5 & Grade Grade3-4 Grade 5 & Grade Grade 3-4 Grade 5
2EIEH 215 (63.4) 41 (12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) 5 (1.6)
ML LRV VR REE

=g 10 29 3 (09 0 14 41) 1 (03) o 40(129) 5 (1.6) 0

FHPERBA E 1 0.3) 0 0 1 03 0 0 44 (142) 38(123) 0
R ILREE

R R RE K T 25 (7.9 0 0 23 67 0 0 1 (0.3) 0 0
BBEE

T 24 (7.1) 2 (0.6) O 22 (64 0 0 56 (181) 7 (23) 0

Bl 37(109) 1 (0.3) © 31 (9.0) 2 (0.6) 0 45(146) 1 (03) 0

A% 13 38 0 0 7 20 1 (03 0 43(139) 3 (1.0) 0

Mgk it 12 35 0 0 13 38 1 (03) 0 24 (78) 2 (06) 0
—i - EREER X RS OWRE

SR 20 (59 1 (03) 0 19 550 2 (0.6) O 35(113) 6 (1.9) 0

W 46 (13.6) 4 (1.2) 0 49(143) 6 (1.7) 0 76 (24.6) 11 (3.6) 0

KIEMERIE 5 (1.5) 0 0 4 (1.2) 0 0 21 (6.8) 0 0

KB 10 29) 1 (03) 0 14 @1 0 0 17 (55) 1 (03) 0
BRI

HFHERER A 0 0 0 2 (06) 0 0 24 (7.8) 19 (6.1) 0
FfR R REE

SRR 3 09 0 0 309 0 0 17 (5.5) 0 0
BER L OB TGRS

BESE 309 0 0 2 (06) 0 0 101327 2 (06 0

% 5 FEIE 25 (714) 0 0 32 (93 0 0 5 (1.6) 1 (03) 0

323 29 86) 1 (03) 0 44(12.8) 1 (03) 0 14 (4.5) 0 0

728, 2 mgkg Q3W BEK N 10 mg/kg Q3W BEZRB W TENF ., BIEMMER 15 i
(4.4%) KR 14 8] (4.1%) . KIBE - EEOTH S B (1.5%) KRO2 4] (0.6%) . &
EOREEEE (B RIRIREGRE, A, |MRERES) 1 4 (03%) KT8 1 #1(0.3%) .

14



MREE (X7 - NL—EGERS) 261 (0.6%) B3 F (0.9%) . FFBEREREE 23 41
(6.8%) K122 61 (6.4%) . FIRIRMERERETE 32 1 (9.4%) K354 (10.2%) . T
RMEREREE 1 41 (0.3%) ROV 1 41 (0.3%) . BIBHEEREE 2 f1 (0.6%) R U1 1 (0.3%) .
1 BOBEERIE 1 B (03%) RO 2 B (0.6%) . BMEERE (RMEMEMEBERE) 4 fl
(12%) RO06), BESR 16 (03%) R0, fhsk - BBUHRATE 1 B (03%) RO
0 {5, infusion reaction 2 il (0.6%) K6 Bl (1.7%) BBH LN, Tz, EEMHES
KE. FRZe - BN, 5P OBk, DR, SEMED/MRIB EETER, iR m Kk
FRIFERBITRD bhed oz, ARWEARTRRIIIBEESES: (BRAREEREZED)
EEDENERETT.

@EBFE MM (KEYNOTE-189 #5#)

HERRIIARKIGEARE 404/405 ) (99.8%) K U HREE 200/202 B (99.0%) 1258 b
. BRI L OREEMENEETE RVWAEFERIL, £NEN 372/405 6] (91.9%) K
T8 183/202 1] (90.6%) TR bNTz, WTNHOFETRIEN 5% LORERILI TR
DEBHYTHoT,

28 VWPhNOBRTRIARN 5% LOBIER (KEYNOTE-189 BRER)  (R2&M:ARTxSME)

F|EBIKSHE (SOC: System g %)
Organ Class) KO AR fLEFRIERE
FAZE (PT: Preferred Term) 405 41 202 7
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade § 4 Grade  Grade3-d  Grade5
2RIER 372 (91.9) 193 (47.7) 9 (2.2) 183 (90.6) 80 (39.6) 2 (L.0)
i LY o REE
=i 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
FeBMEAT BRI AE 25 (62) 24 (59 0 4 20 4 (0 0
B BRI 2 (54 8 0 0 12 (9 1 (0.5 0
HF R BRI AE 101 (249) 59 (14.6) 0 45 (22.3) 22 (10.9) 0
L/ MRBAE 69 (17.0) 31 (1.7 0 27 (134) 13 (6.4) 0
PR
R RS RE IR TE 2 (G4 2 (05 0 3 (1.5) 0 0
ARREE
PR 51 (12.6) 0 0 14 (6.9) 0 0
BmkEE
1B/ 67 (16.5) 0 0 24 (11.9) 0 0
T 78 (193) 15 (3.7) 0 22 (109) 4 (2.0) 0
B 187 (462) 12 (3.0) 0 90 (44.6) 4 (2.0) 0
omM% 26 (64) 2 (0.5 0 15 (74 1 (0.5 0
/AR 74 (183) 7 (1.7) 0 39 (193) 4 (2.0) 0
— - EHEER LRGN ORE
98 S E 53 (13.1) 16 (4.0 0 31 (153) 3 (L5) 0
o ' 134 (33.1) 20 (49 0 62 (30.7) 3 (1.5 0
KRR 0D IS AE 30 (74 3 (07 0 14 (69 1 (0.5 0
FAH R IE 27 (6.7) 0 0 12 (5.9) 0 0
BEE 24 (59 1 (02 0 4 0 0 0
BRYWER X OHFERE
TERR R 20 (4.9) 1 02 0 10 (5.0 0 0
FRERREE
ALT 38/ 38 (94 2 (05 0 16 (1.9 3 (L5 0
AST #8410 28 (6.9) 0 0 10 (5.0 1 (05 0
mHsL7F=48m 32 (79 1 (0.2) 0 12 (5.9 0 0
B i EREH > 22 G4 71 A7 0 12 (59 6 3.0 0
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2B B K52%R (SOC: System B %)

Organ Class) AFN G R o375
FEAEZE (PT: Preferred Term) 405 4 202 45
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 £ Grade  Grade3-4 Grade 5
Rk L ORI E
BAEEIR 84 (207) 4 (1.0 0 42 (20.8) 1 (0.5 0
B~ 7 X7 AMEE 2 (G4 5 (12) 0 3 (1.5) 0 0
HRREE
KRR ’ 37 @O 1 (02 0 14 (6.9) 0 0
BB XU TR
id 17 11 @27 0 0 12 (59 0 0
% 5 BEE 37 9.1 0 0 12 (5.9 0 0
x5 51 (126) 5 (12 0 17 84 3 (15 . 0

28, AFIBEZRB O CRIEMERR R 16 61 (4.0%) . KB - EEE O THI 20 B (4.9%) |
MREE (X¥T 2 - SU—ERFES) 106] 2.5%) . FFEREREE 62 # (153%) . Bk
BRESREREE 32 1] (7.9%) . TEMMRERE 2 61 (0.5%) . BIBHSEEREE 1 41 (0.2%) .
1 BURERRIA 1 6] (0.2%) . BEWEREREE (RMEMEMEERE) 256 (6.2%) . FER 2 F)

(0.5%) K Winfusionreaction5 Bl (1.2%) RREHLNT-, T/, BEOREREE (KN
FEIRARAEGERE . ZALEE, BRBEESE) | BHR - MUUHRATE, BEEMENE, MK -
BEIRZE. 5 & DR, DAFR., SRt i/ MR MESREER ., B M MER @ R OFRIFERE X
RO LN oTz, ABERARBRMIIBEESESR (BERREMAEF2ED) 2804
ERETRT,

@EPRERFE IR (KEYNOTE-407 R 5R)

HEBEGIIARKIBE 273/278 B (98.2%) R USREE 274/280 # (97.9%) 125D B,
BRELORREBEEBEETERVWAETERTRIIZ. £E 265278 #il (953%) RO
249/280 1 (88.9%) IZFB® LTz, WTFNDORE THIEEN S% LU EORBIERIITED
LBV ThoT,

£9 WPRIOBHCREEN %L LOBWER (KEYNOTE-407 BE)  (R2&MAEiraSME)

RERIKSEE (SOC: System BiEx %)
Organ Class) AHIGE AR {LERIERY
HEAFE (PT: Preferred Term) 278 B 280 %
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 £ Grade Grade3-4 Grade5
2EIER 265 (95.3) 151 (543) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
migE LY R REE
A1 123 (44.2) 38 (13.7) 0 117 (41.8) 43 (154) 0
FEBNELF P ERRAME 14 (500 14 (5.0) 0 10 3.6) 10 (3.6) 0
A 1 BRI SE 23 (83) 12 (4.3) 0 19 (6.8 12 (4.3) 0
TFHPERI A AE 97 349) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
1/ NR IR RE 81 (29.1) 18 (6.5) 0 58 (20.7) 16 (5.7) 0
WS IS
PR IR AE T E 17 (6.1) 1 (0.4 0 2 (0.7 0 0
R RS BRI TR 16 (5.8) 0 0 3 (L) 0 0
BkEE
B 31 (11.2) 1 (0.4) 0 25 (8.9) 0 0
TH 61 21.9) 8 (2.9 0 47 (168) 4 (1.4) 0
B 85 (30.6) 2 (0.7) 0 71 (254) 3 (L1) 0
i - 36 (129) 1 (0.4) 0 25 (89 3 (L) 0
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RBERIKXSEE (SOC: System g (%)

Organ Class) AHFNGFRRE {eiF Rk
HAFE (PT: Preferred Term) 278 7 280 41
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
TR AERER L OB ORE
FiFatnd 46 (16.5) 3 (1.1) 0 41 (146) 6 (2.1) 0
P 54 (19.4) 7 (2.5) 0 52 (186) 7 (2.5) 0
BRARRE ]
AST 8/ 14 (5.0) 0 0 5 (1.8) 1 (0.4) 0
SRR 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (8.6) 0
/SRS 23 83) 5 (1.8) 0 16 5.7 6 (2.1) 0
A M BRI A 30 (10.8) 11 (4.0) 0 28 (10.0) 10 (3.6) 0
Rt L OFEEE
BARHR 47 (16.9) 5 (1.8) 0 57 204) 4 (1.4) 0
i/ SAVFN i 15 (54) . 1 (04 0 9 32 2 (0.7 0
BHEKRE L URHA RS
REEhR 36 (129) 1 (0.4 0 24 (86) 2 (0.7 0
HPE 32115 2 (0.79) 0 26 (9.3) 1 (0.4) 0
RREE
BRERE 23 (8.3) 0 0 7 (2.5) 0 0
FAYME = 2 — @ F— 55 (19.8) 3 (1.1) 0 37(132) 2 (0.7) 0
SRR 15 54 1 (04 0 13 46) 1 (0.4) 0
KRR =a—aF— 31 (112) 0 0 36 (12.9) 2 (0.7) 0
BB X OB TS
Jit. B R 126 (45.3) 1 0.4 0 100 35.7) 3 (L) 0
% )R 29 (10.4) 0 0 15 (5.4) 0 0
b33 - 28 (10.1) 0 0 20 (7.1) 0 0

3. AFIBE B TRIE MR R 14 61 (5.0%) . KIEZE - EEOTH 14 61 (5.0%) .
MIRIEE (X5 0 - NU—EBERES) 556 (19.8%) | FHHEEEREE 26 41 (9.4%) . FIR
BRASREREE 31 61 (11.2%) . T ERMAHERE 261 (0.7%) . BH#ERE (RAEHMEN
A E) 64 (2.2%) KU\ infusionreaction 6 il (2.2%) MR bNTz, £z, HEDOK
fBrEE (RRHBEIRERR. A, BERXAEES) | BISHEREE. 1 BERRE. K
K. B - BBUGRARIE, BEMEE, MK - fEIRE, S OBR, LR, REHE
/MR ESEBER .. VMR I & OFRIFERBIR O biviah o 7z, ARRIERRBVRI
IIEEESR (RBRREERF2ED) 280EHBRETRT,

CEBiLRFMBERR (KEYNOTE-042 FHER)

HERSIIAKIRE 610/636 5 (95.9%) K UMLFHRIERE 606/615 ] (98.5%) IR ©
N, JBRE L OREBRREE TE RWEESRII, ThEh 399/636 # (62.7%) K
'553/615 B (89.9%) IZF8H bivTe, WT DR THRIERDR 5%LL LORIERILTER
DERBYVThHoT.
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210 WFhhoH CHBEN 5% EOBIER (KEYNOTE-042 BRER)  (LE{EART &)

BERIKRSE (SOC: System % (%)
Organ Class) AFIBE {LEERER
HEAEE (PT: Preferred Term) 636 %l 615 4
(MedDRA ver.20.1) 4 Grade Grade3-4  Grade5 4 Grade Grade3-4  Grade 5
2EIER 399 (62.7) 104 (16.4) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
ML LY R EE
Hifn 35 (55) 4 (0.6) 0 229 (37.2) 80 (13.0) 0
B Bk E 10 (1.6) 0 0 35 (5.7) 10 (1.6) 0
T ERBA 5 (08 1 (02 0 88 (14.3) 46 (1.5) 0
M/ MRIBA E 305 1 (02 0 56 (9.1) 10 (1.6) 0
RSy ILEE
FOR AR RE TLTESE 37 (5.8 1 (0.2) 0 1 (0.2) 0
R R R TIE 69 (10.8) 1 (0.2) 0 2 (0.3) 0
HipREE
(B 8 (1.3) 0 0 68 (11.1) 0
Tl 34 (53) 5 (0.8) 0 46 (1.5 1 (0.2) 0
Bl 31 (4.9 0 0 184 (2990 7 (L)) 0
AN 7 (1.1 0 0 31 (5.0) 0
Mg - 15 (24 0 0 97 (158) 2 (0.3) 0
— - EHEER L UCREHORE
9 F75E 27 (42 3 (0.5 0 60 (9.8) 10 (1.6) 0
HH 50 (7.9 3 (0.5 0 102 (166) 8 (1.3) 0
FRIRIREE
ALT 3§40 45 (1) 9 (14 0 53 (86) 5 (0.8) 0
AST M 41 (64 4 (0.6 0 42 68 2 (0.3) 0
P EREOR D 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0
o/ MREAD 2 (0.3) 0 0 64 (104) 20 (3.3) 0
A mEREL 3 (0.5) 0 0 71 (11.5) 32 (5.2) 0
Rtk L RERESR
RARIR 40 (63) 5 (0.8 0 109 (177 9 (1.5) 0
HERRE LU ARES
AEhE 27 (4.2) 0 0 46 (1.5 0
H%E 20 G 1 (02 0 50 (8.1) 0
WRREE
Ktk =z —F— 1 (0.2) 0 0 50 8.1) 5 (0.8) 0
FEEBE = 2 —nF— 3 (0.5 0 0 41 67 6 (1.0) 0
FER RS, KIFRIS X OMERRES
Fitigige 43 (6.8 19 (3.0) 1 (0.2) 0
BERiR U TREEE
B 2 (0.3) 0 0 136 (22.1) 7 (1.1 0
% 5 46 (1.2) 2 (0.3) 0 15 24 0
% 46 (72) 3 (0.5) 0 27 (4.4) 0

728 AFIFET IRV CRIE MR R 49 6 (7.7%) . KIBZK - EE O THI 10 B (1.6%) |
BEOKRMEE (REHEIREFE., Z2HAH, BREES) 14 (02%) . #ikkEE
(XFF v« NU—IEBERE) 18] (0.2%) . FFHEEERESE 76 # (11.9%) . FIRIRMRERE
= # (14.5%) . FEAHERE 3 6] (0.5%) . BIBHEEREREE 3 6 (0.5%) . EiAE
EE (REEEEEBERE) 346 (0.5%) . BER 14 (02%) . DFHE 1A (02%) &
1 infusion reaction 6 B (0.9%) BFH LNz, £72. 1 BHERRE. TR - BEARUERE.
BEEMEEE, R - BIER, 5 &SRR, AEM L/ MRBAEERDR, Bt n &
OFRFERBE IR b ed o T, ARWERARBRIIBEF S (BRREBELE 2 ST

T aDRIHEREZ TR T,
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[ - A]

AR ORBEFEYBEEFTAZFRALZY I 2L —Ya gk, K4 200 mg z
Q3W. 400 mg % 6 AR (LAT TQ6WI &5, ) Xik10mgkg (FHE) % 28R
B AT Qawl &5, ) THRE LZBOARF O MEFRESRI SNz, £ 0K
B AH 400 mg & Q6W THRE L7-BOARHK D EF KEBIZI T 2 FHMEPRE (L
T ICagssl EVVD, ) 1&, &AHI200mg & Q3W THRE L72ERD Coges LT 5 L TH
Ehte (FH) . £, &K 400mg % Q6W T E LIzBROAF O EEIRIBIZI T 5 &%
EILEPEE AT (Coxs) V5, ) 1. AHFI200mg & Q3W THRE LIZFED Cunaxss
LB L THEEZTTEFRENZL00, ARABFIZBNTARFESHEBE ST
AR - AR THBAK 10 mgkg (KE) & QW THEE LTZEED Cunuxss & B L T
EExRTETFRESNE (FTR) . b0, BHREAEBREZXRICEAH 400 mg & Q6W
T8 E LI EERR (KEYNOTE-555 RE) LYV B85 EAMEICES < RyEik
NG A—HF vIalb—a i) FRILEEYBIE AT A —F CBELE (TXR).
Mz T, EHOBEIZRT ABEARREEICESE, FHNOREE L AHETLLHE
L OBEEE RET ABRBRGETAVRBE S, A 200 mg & Q3W Xid 400 mg %
Q6W TH#RE L7=BEDIRiE & AT L2t L OBBIC OV TRITSh R, &
RORE - BEOB TAIMRUEEEICHBERZZRITI RV E TFRIS L,

£ 11 FHOEHBIR G 2 —F

A AR | oo | g | g | Gemb | Gemb | GemD
200 mg Q3W! (58.55?'519.7) (27.27?298. 1) (17.:;?'11 83) | (91 %?984.1) (49.?;(,]': 1.0) (30.35(,)'39 1.4)
S00MEQ6W! (12;,2?24) (32.?)?';12.7) (10.11?'16 0.8) (142“1;49) (50.51(,).57 1.3) (19.?30.9)
40(°£?§ng (1351.2,6.1()3'16.;1) i (14.12'355.4) o NA NA
10 mg/kg QW' (21§,2223) (14;?‘1145) (1 1;1 ?21) (421,2233) (2727382) (19;,9;00)

F:n=2,993, 100 Bl 2 2 b—a /&) RSN B EREDOPRIE (2.5%/R,97.5%R) | Crmax @ HEHE
E#OBRBIIETRE, Cog : PEREHOTHMFEPRE. Con: MEEEHE (A 702 REH) OREMF
I:Fﬁg\ Cma)LSs . ﬁﬁ%%bzﬁﬁ- 6%%[['1?%*?&&\ Cavg,ss . ﬁ:’%"ﬂiﬁéilﬁﬁéqﬁ@[ﬁlﬁ@ﬁﬁ\ Cmin,ssl Eﬁ%ﬁglz
BT 5 BRAKMLIE P IR A

056 BIOMMIEHIME (95%EHRXE)

§ : 41 BIORTEHME (95%EREXH)

NA : &% L
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4, RERRIZOWT

AF|OBMBEIZx LT, ARBEG L L THERRERE (2FFE) ’FEonTn
B Ehb, YA L B ERCTEX AR THEINERD S, 0O LT, EERY
2 7 EEEHE (RMP) ([CHES% | AR OEEHZEWESIES~D W ORI H 5 R
ThoT, AHOBRENENRBELZH - HEL, FAROBEICI W EERBIER%Z
R LIRS T 5 2 ERMER D, UTOO~@DF T EH-TMRIZE N T
ERTHRETH D,

O HRizHOWT

@1 TFED (1) ~ ) DVTRMITELT IR THDZ &,

() BEAFBKENRET 55 ADREENL SRS EERFIR A B ROEERL SR,
HUE DS A ORI HL RORBE,  HIEAS AR RRRE R &)

(2) ReEMRERPT )

(3) FERFEMERREETINALHREERR (BSARRBERERPL, 25ADREHE
BB, 2 A RREEEHEE R R L)

@) ARIFERIEZZHRIE L. S RAEFZREME 1 UIANRALFRIENR 2 Ohesk K%
WA EHEIT> TV B hEsR

(5) PUEMREAINS EFERMEOMREEICIR L BHEIT > TV S HE

D2 MEOLERER ORIERBEBROX NI+ 72 5058 L RB % FFOERM (T&RO
WY T S ER) 23, YR OXRRICET 2RROBREE L LTRESH
TWAZ &,

*

o [EMRHFRER 2 FOMMPHMEEZET LRI 5 FULORATRROBEERMEL
ToTWBZ E, 96, 2FLULIR, DAKYEEZE L LEBREREFOMES
ToTWNWBZ L,

o [ERGRIFRUER 2 FOMNPPTHEZET LcRIC 4 FULOBAERZAL TV
T, 9B 3EELLER FEORARYERE L & OIPRESATOBRKRIHE 21T -
TNWaZ Lk,

@ BRANOEELFHREBROEHITONT

ERMBEREBRICESTTIHEENEEB I, BELCENSOFEREBD, AE &
EMEEFHOEROEHR OCEMFICNT 2 FRIBME, AFFERPBE LZHAEOHRE
X, SERFELHITTONEEHBE-TWE L,
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@ BUER~DORIRITONT
®-1 MBIz BT 2 BM:

FEMRE BRSO EERBHER S RA LT, 24 REBREHOT, UERX
ORI T B\ T, BB LZBMERICE UTABEE RO CT S 0RIFER ORI &
BERREOKENY APCAELN., BHICHBTRREHIE-THEZ L,

@2 ERHEHCLIABFERAMNSICHETIES

BALEICED 2 EMNRABECRELZE T 5EREFEEVBIERE=F ) 7
R EDFERORY ) —=V I ERITVERE L ERELAE T 5 F— AEREKH S
BInTWAZ L, B, BHEFIcOWT, BABRE LZORECHDICEIMINT
W3k,

®-3 BHEROBRErRCXINIZBEL T

BIVER (BEMMERICIAZ., KIBK « /NEX - EEOTH, BUEMX - Fre - i
HSEEREE - BT - B LMERRE 4, BSREREE (RUETHEMEBAS) ., NWowEE (T
MAMAEREE . FIRBREEREE,. BIBMERES) . | BIBRA, 58 B, BHR - B
FRMREE, BEd. BEOKEREE (hHEMREBMATE. RERRIRERR, 2R
B, FERMEIES). infusionreaction, AM# - BEfRZ, EIEMHEAE, MRESE (¥F7 o
NU—EGERES) | DR, EERMKES (GEMn/ MR 50, B inrtam,
FREERRES, EEREES) . MEIRAREMRE, H%) XL T, YR ULERHE
RSB DB A+ S ERD &8 L BIEROZKIORICE L THRERUOXEEZX
FonsEEICHDIE) | AELICHEDRLEN TE SGHAE-oTVD I L,
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5. BRENRLRDBE
[AohEic B3 5 HIR]
O AFOHME G TROBHFICBWTAHIMENRER TS,
o (LFRIER O\, EGFR Bin FERRME, ALK BE B FRRER O PD-L1 B
P (TPS=1%) DOYIRAREEZREST « B O/ AR EBE
o TIFFEKEEDERIEELY AT % PD-L1 Bt (TPS=1%) DYIBRARER
AT - BROE/NRGEBRE (k. EGFR B TERBM X ALK MA#
GFBREOBRETIX, FhFh EGFR F1 ¥ ¥ —PHREHR L ALK Fu
v —ElREROBREL G THBE)
2B, TPSIERATn ) X< (BaTHMmz) Oar=F 28K (K4 :
PD-L1THC 22C3 pharmDx [# =2} ) #HWTHET D Z &,
@ AFHOMOFEMEER & OHAREITROBEFIIBWTABENRINTY
Do
o RAPLFERROTTFHREFEOHBERE  LF2REBOR, EGFR #
BFERBRMERD ALK MERETREOEIRARERZETT - BROIERFE LK
FE/ AR A R
o HANERTTFURUNRSZ Y ZXENANRIInab-N7 ) Z XN EDOHARS b
FRIERE O 72 IR RER EIT - BRORFE LRI/ EBE
@ ALFERIERE O I ST - B OFE/ NI BE X, PD-L1#RE T PD-L1# (TPS
=1%) ThHiuE, AFOBEME 52 EBRT I THD, £z, EEFEREICSK
T ARBFMEICHEES 2B 2 DA BFEITR L TiX, PD-LIEBERRIZI 1D D
T ENENOMBRIT K L CTHERIRELFRIE L OB EEZR T LR
T& D, 2B, RAROBEIZHT-»> TL, EBEZETA F7 1 v (A RMEZSHR)
SEBRTH L B
@ TRICEYTI2/BEICKHTIERBNOR SR MERFIEIZOWNTIE, RRIOFIMEN
MMLEINTELT, AHOBEXG LB,
o iR mhBIERE
o @QTHEAOAFIMEIRIN T ARWILOTTEMERA & O S

GED gz 2. BRI A FTA v (BARMEEER T80T, KA ARG TEREBEERIEND
DECOG Performance Status 0~1 2 ¢ 75 5Ll L. XIZ@ECOG Performance Status 2 #2 0 BAETIX, &3
HAFEA (K& 3% OBEAREPHEEINTEY, 20X 5 2BE T, EBHELEEREIIRT
ARBRMCHERD D EEZLND,

2 gCOG O Performance Status (PS)

Score EE

0 | 2<REREHTES, AL RALAREREBPHIRRITAS,

PIEHICE LWEBNIRIRR S 508, BITRIRET, B > TOERIIMTH Z LN TE 2,

Ul g moss, suee

RON7-EDOFDEY DT L LATERY, BHREOD 50%EL EE2 Ry R2s%F iR Z,

alwinN

2B RV, BOOFOEY O LIZEL TERY, BRIy FOK/FTRIT,

22
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(et 2 FH]
O TRIEEYTIREZBIOVWTERAFOBRENBRLE SN TNE I LD, BREEIT
birnwz L,

@

AH DR U BEOE DBEEED 3 % B

BT OFBICB W T FRICEY T3 BE IO VT, AFoRSiITHREI N2V

3,
L ]

L DIEFOBINEE A R VB AICRY . BECAAEZERT LI L 2ZETE D,
BE MR B OAP SUIBE D H 2 BE

M EERE CRIER 2 320 5 BE R UEEIE O BRI ZE 0RGu 4 b 7%
L DOMICIENEELR A b D BE

HOSSEROAH, TBHARE L XEREMO B DB KRB OBRERD
HoBRE '

s smmE (EnsMRBEELST) OhDHBE

REORLEIBEE2 AT IBE

ECOG Performance Status 3-4 &2 D BH
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6. BEIZBRLTHETREHR

O BAXEZIOMZ, BERFEENDREET 2B ICESEARFN ORI R OEERE
ORI LEBREREHSICEBE L TrOERTS L,

@ BERBBICEL L, BEXIIZOFRRICEDERVEREEZ O3B L. RELE
ThoRETHZ L,

@ ERBMERDORI AL MZOWT

FENRMERL S bbb Z L8 HEDT, KROKEITHT- - Tix. YMHVE
w (B, WREE, wi%E) OBEOIE X SMREOEHES, Blgr+
ST Z L, Fo. BRBISCTHRER CT. MF~—V—E0OKREL ERT
T L,

infusion reaction 233 H D Z L 233 B, infusionreaction 2358 H LB/ EIT
W, EEIRABEITS L EbIZ, ERBEIET 2 E TREOREZ + 012 BlE
THIE,

FRIRSRERE S, TERAMEREERVRIBHERER S bDLNAZ LRH DD
T, AHIOESBIERTR O S B IR oW RERZE (TSH, b
T3. b T4, ACTH, P = VF V-V EDRE) Z#EHBTHZ L,
BIERFR, AL, HEREE. X, BHEREAEHobhDZ B H 5
DT, AHOHEBLAATR O 5B P I ERNAICIT#SIERZE (AST. ALT,
y-GTP, Al-P, B U NLVEVEDORIE) 2EMT5 2 L,

SEHRRK MEARVIMEERERZED) FOERERIREERHLDNS
TENRHHDT, EHMICROBREORELHER TS &, Tz, RORER
BOLNTHEITIL, BONCERBEELZZ2TL5BELHEETLIZ L,
ARNOBEIZ LY BEOCKERISICEET S LE X b bikx REBOME
BHOLEONDZER’DHE, BERRBOONEZEAICIE, BRLEFRIS L
HMH 2 mE L RBR 2 O ERT & L CEE 2 ERIZ R 21TV, BEDRE
B X 2 BIWER R8O 2 BEITIE, AFOKRFEUIPIE, RORIEEEF
NEVRIOBRGEEZBRTHZ L, 28, BIBRRERNVE L OREICX D EIE
AOURENRRD b NLRWEEICIT, BB REFRNVE U OLEMFIA OB
LEETHZ L,

BE/RTH, BEBMH OB ARB L COhLEBWERRRBRT 2L R3Hh 57,
AROBREKR THRIZOBEFRORBII+HSIZERT D Z L,

1 BUBER (BUE 1 BERR 2 E1) Ndbbbh, BRFEEY 7Y F—V 2R
CEZZERHHDOT, BE., B, BHEOERORBFLMMBERED LFIZ+
SEBETAZ &, 1 BERAREDNZBACIESEZHIEL, AR 3
RoBEEOBEE OB EITH Z L,

AF DEERRBRIZ BT, KEYNOTE-024 382 & O KEYNOTE-042 3B T3¢ 53

WEN S 9 @I L2, KEYNOTE-189 RBR CI3 5Bt S 6 MBA KN 1288, LA
X 48 BB ETOWIT L, #0% 1287 L1, KEYNOTE-407 3B Tl 5 BAA
o 6B, RPHABECISHEB, LIBRIZ4SHEEZTIORI L, ZOH REIE
WEEOFEHB 21T » T2 Z & 2B ZIC, AAREDIIEHNICEBRE CHE
DHEREITH Z &,
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REFERHEETA FTAL
Ra7ul) X<=7 (RicFHEEZ)
(BR784 : 4 h—&F BT 100 mg)
~EBHRAE~

FR2 9428 (4348 AKED)
BEASBE




B &

DU R W —

ZUDIZ

ARIORE, TERBFF

g8 PR AR

BRIZ2NT
BREMBLRDLBE
BECELTEETREEHE

P2
P3
P4
P16
P18
P19



1. IZC®Iiz

EIEROFE - REMDORER DT DX, T XEBSFICESWEIERERIRD
bhd, S50, IHEORERIFOESRIC LY, HAERM R EOEFH 2 FHIERE
FEERNEKRINAPT, 2N bPEERMPREICLERBEICRMET 2 Z L ARED
BB L 2o TRY GREMEGEE L WEOEAT #2016 (EAL 28 45 6 A 2 AMBRE)
HEWTYH, EFMEERSOFERAOREIHEEZRZ Z L LINTVE,

FHERRFERMIT, RBERARLRTEME T 0 7 7y A VRBEFOERRLEALNCR
RBEZENHD, ZOH, AR OZEMICET 2 FHRI+2BFBET 5 X TORM,
W EELOBELMS T ERMFINIBEFCHLTERT L L L HIT, BIE
FARRER LB LERRNE & 52 L B2 —EOBEH 2/~ 3 EREEE THH
THIEDNEETH S,

LR T, BHA FT4 0 Tid, BEREESLINE TIRBLNA TV S EFREN -
BRI ES S UTOERMLOFRERERZHET 2800 LERERF, BX
FROBEEBEFEELTT,

BRI, BKATA RTA ik, MIATEIEAERR ERESHRAEHE, AREREARR
BRIEEYS, —MEMEAN A RKBEREANBES R OCASEEEAN B AR ERZESOWN
DY EFERR LT,

AR LR AERR XA PA—F AT 100mg (—i% - A7) X< (#i=
THAHE Z))

AR ERDPEIHE  BEHREMNE

MEYRABERCER : BE. RAICIZ, RaT7n ) X<vT (#BfzF#z) LT 1
B 200 mg % 3 BRI XX 1[5 400 mg % 6 BHEFEFR T 30 57
TR T 5, 2 L, WERMBREORE L. R5HIRH
12 PAETET B,

% R 7T ¥ F . MSD Batt




2. FHOWER. 1ERWFF

FA bV—F SHEEE 100mg (—if4 : a7 n ) X+7 GBI FHMZ). LT TAK
#1 v 5,) X, PD-1 (programmed cell death-1) & %DV F > FT#H 5 PD-L1 KU PD-
L2 L ORAEZEHEMET S, & MEIgG4 £/ 7 e—F Ak TH B,

PD-1 BRB&IE T AR SRR BE R 1> 5k B T2 D12 S AR SR 3 2 22 S e il i
AA v FT, PD-1 1%, BEDRBICEOCTEER T MEOMRIREICHEAL, BOAK
R G  B ABRE AR AR R EHET 5, $hbb, PD-1 XV VT FEH
ATAHI LTIV RRZARERICLZ VI VEERZACHET 522 A& TH S, PD-L]
DEFMBICBIT 2RBIIDLTHTH I, L<OBRAMRTIE T MRROBXEZIMZ
I LIRENCREBR L TWE, BAMIRIZEIT S PD-L1 ORAEBIL, BHiRE. RS,
FrAmARR, SRS, FE/ NIRRT SE O~ R BRATFRARARRATTH Y, BRWAEFERL
OMBELR#RES TV,

BEOBA ORI TF% L PD-L1 EHOMEMEL S, PD-1 & PD-L1 ORMITNELR
DHFEREICBVTEERRBZH Y Z A TFRENTEY iz R2BARROER L
LCTHifFE TV 3,

AFi%, PD-1 & PD-L1 RO'PD-L2 DY H v FOFRAEERETZZ Lic kv, g
BUNRETOEBESEROMBIREENE T Vo BRE2ER L8, UEESE 2 BiEtEl
152 & THRIBEDREZ AT 5,

AEN ORI E-S BEDHRBEFUNC X 2BWER%E R H b bh, EEXIIETIC
ELHREMDRDH D, AROEREDPROKRERITIT, BEOBRLZT2ITTV, REFHE
D HRTBEITIE, BH L FRITIE UM R & B8R = RO ERD & E#E LTl
E725BRIRW 21TV REDORZERIGNT L 2RIERR RPN HEITE, BIBRERL
EUHIOREEDEG) 2B 21T O BENH D,



3. BRERER
B B ENEO ARGl 21T - T ERBRRRBRO KB EZ =T,

[B%hiE]
OEMNE 1b4HRER (KEYNOTE-041 3R)

EEPRER D 2V EA ©) AT (BETHERZ) UTIAE) AT 20 ),)
EEERV2 LIUAETOEFER 2 AT 2RIGUBRRERELBAERE 42 4

(BHRNMERRATXISR 37 ) ZXRIC, FA 2 mg/kg 3 EREAR (UUT TQ3w] &\»)H,)
BEOAEER RSN S, 728, BGFF M TREBETHRD bz eI,
RBEIT 2R TERSFED DN ARAWEDEKRMICEE L T\ 2 BE T, IREILEDHE
B CEREBEITARD DN D E TARORE 2T 2 Z L BARE L vz, EZEFF
B E T AEFE[RECIST H A FF 4 L.1RIZES < PRyIEIZ X 5582558 (CR)
XITERA TSR (PR)] 1%, 24% (95%EFEKR : 12~41) Tholz, 23, FRNTHREL
7-BMEIZ 10%TH - 7z,

QN E TR (KEYNOTE-002 38R)

LAY LTI R BIBEBEL AT HRBUIRAERBEBAERE ZXRIT. &7 2
mg/kg Q3W &5 K N 10 mg/kg Q3W 5 DFMER CLREMEMN, (LFERIE (FUNANY
V. TEVUIR, AIAVRTTFo RIVEXFEAIINKR T TF o7 )X
A, LT TNICCRE 2 5,) ZxRE LTRET SN, B, EERFHM CHREBETN
B LN BAI, KBET 2R TERBED b2V EOBRKRMICEEL TWHRE
T, REILLEE O EHEEE TR AET R b s £ TARORE 2k 5 Z & 23]
BBL ST, FEFMERITSAEFHM (LLT fos) &\vvH,) ROEESEEAFR (L
T TPFSI &WH,) & &h, FENIMLFRIEL B L T, PFS 2ARICER LT,

#£1 AR (KEYNOTE-002 3RER)

A 2 mg/kg A 10 mg/kg LR
Q3W Q3W
(180 1) (181 %51 (179 $1)
g [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9,13.8)
0Ss | ~F—Frr" 0.86 0.74
(95%CI) (0.67,1.10) (0.57,0.96) -
P A" 0.1173 0.0106
g [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS"! | A~ — REL™ 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P fE" <0.0001 <0.0001

CI: fEMEX M. *1: RECIST ¥4 FF A > 1.1 BUZES < HHEHBRBE R OIEEEMEIC X 259,

*2 : BRI Cox leBI Y — RETF M X BLFEREL OB, *3: BRIR T 7 HE




100

90
80 1
70 ™
£ 60 -
50 y
3 40 -
30
20 -
10
0O 3 6 9 12 15 18 21 24 27 30 33 36
at risk¥t M [F)
## 2mg/kg Q3W 180 131 95 70 61 1 0
##10mg/kg Q3W 181 138 99 79 67 12 0
== 73 179 115 80 60 48 9 0
1 OS @ Kaplan-Meier ##f (KEYNOTE-002 #E)
0 1 1 L] l} 1 ) L)
0 2 4 6 8 10 12 14
at risk¥ fmEREmA]

FH2mg/kgQ3W 180 153 74 53 26 9 4 2
FA0mg/kg Q3W 181 158 82 55 39 15 5
s, S 179 128 43 22 15 4 2

2 PFS @ Kaplan-Meier g (KEYNOTE-002 )



RN EMMAABR (KEYNOTE-006 %)

AV LTI L BIBRBEOLRDXIIA ) AT EFERN 1 VYA ETOL
2EERR R A T ARG RE R B R AE A 2RI, A 10 mgkeg Q3W 5Kk
U 10 mg/kg 2 BRIFR LT QW] &35 ,) BEDAERVEZEMN, A Y A
<7 &R E LTRF SN, 2B, BEFTM CRABETERD bBEIc. KB
TR R TERIED SN2 WEOBERMICEE L TV % BE Tk, REILIEOEHGEFH
THRBETHRD b2 ETAAORSG 2T 2 2 L BFREL Iz, FEFHHEB
I OS RTAPFS & &, AHFNIA LY A<wT LB LT, OS RU'PFS 2 A BIZHER L
7o

#2 HZERMK (KEYNOTE-006 BR)

AH) 10 mg/kg AHl 10 mg/kg AEY b=T
Q3W QW
(277 B1) (279 1) (278 1)
hRfE [A] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
oS [ ~F—Fr" 0.69 0.63
(95%CI) (0.52,0.90) (0.47,0.83) =
P fE" 0.00358 0.00052
g [A] 4.1 55 2.8
(95%CI) (2.9,6.9) (3.4,6.9) (2.8,2.9)
PES™ 5 | ¥ — FH"2 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) ==
P fi" <0.00001 <0.00001

Cl: fE4EKM. NE: #ERT, *1: PEBTROT —F 1 2015F3 A3 BV v M4 7, *2: [EHl
Cox HeffinF— REFAIC L B B AT L OHER, *3: BRIz T 7 HE, *4 : RECIST ¥
A FT4 2 L1 RRICES IS L7 R E R OB EMEIC X 55, *5 : RO T —
% 20149838y bAFT)



30 - ——— ZM10mg/kg QW

20 7 .cm~ FPM10Mg/kg QAW
10‘_ — -muwif
0 2 4 6 8 10 12 14 16 18
at risk®y FEMA)
FH10mg/kg Q2W 279 266 248 233 219 212 177 67 19 0
FH10mg/kg Q3W 277 266 251 238 215 202 158 71 18 0
AEULIT 278 242 212 188 169 157 117 51 17 0
K3 OoSo» Kaplan-Meier fh# (KEYNOTE-006 3RB)
100 fF
g 70_ 1EULTS
# 60 -
ﬁ 50 =3 o S
N i s
B a0 h ““E»u—l
g 30 ol W
20 '-4—[
107 =
0 2 4 6 8 10 12 14
at riskiy RNAEETEMA)
FH10mg/kg Q2W 279 231 147 98 49 7 2 0
FH0mg/kg Q3W 277 235 133 95 53 7 1 1
AEULTT 278 186 88 42 18 2 0 0

® 4 PFS @ Kaplan-Meier fi# (KEYNOTE-006 3X5)



@ERRIEFFE MRS (KEYNOTE-05475%)

ZREREORAT—VI B oESEAEBRE (AAANISHEZET) xRz, ik
HiBhERIE L L TAF200 mg QQWEREDAHER NELMER, 7S eREdRE LTR
sani, FEHMEEBIZERRAGHM LT IRFS] LWo,) Lah, AFIXTZ
TREHEL T, RESEARICER Lz,

#3 HEHMRE (KEYNOTE-054308)

A#200 mg TR

Q3W
(514%1) (50541)
il [A] NE 20.4

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

RFS™ N — K7 0.57
(98%CI) (0.43,0.74) -
P " <0.0001

CI: Z#EKXRE. NE : #EART, *1: DEBFTEFEOT—% : 20174108280 v b4 7, *2: [EH
CoxtbINYF— FEFNMT L BT TR L OL#R, *3: BRIE 7T 7 RE. Q3W : 3B

#5 . NE : Not Estimated

100
90 -
80 . 1~‘.\_\\
g 70 ) TN
B 60 o -
T 50 : ‘MW"%+
iH 1 o -4
4 40
e .
g 30
20| — FH200mg QAW
10 ISt
0 T T TTYTTYYYY T T T TITTTTTYT T
0 3 6 9 12 15 18 21 24
at risk# REREFREA]
AEI200mg Q3W 514 438 413 392 313 182 73 15 0
ISt 505 415 363 323 264 157 60 15 0

X5 RFSOKaplan-Meierdhi# (KEYNOTE-05438%)

@D ATCC (American Joint Committee on Cnancer) fR#A%08R (BB 7HR) CESLFHME. X7 — VA TiXY
VAETINOBEEEEA | mm BOFE DI,



[Z22it]
OEMNSE 1b A (KEYNOTE-041 35B)
AEFRIT, 417424 (97.6%) [TBD O, BREL ORRBERBIBEETERVAE
BRI, 34/42 ) (81.0%) IZFBH Lz, BIEN S%ULOBIERIXTRO LRV T
HoTm,

R4 BARYE 5% EOBIIER (KEYNOTE-041 BRIR)  (RLMMITRSRME)

FBEBIXSME (SOC: System Organ Class) ) WJ/@: U;i}\/ﬂﬁ
HAFE (PT: Preferred Term) me 45 {gj
PR e 20:l) £ Grade Grade 3-4 Grade 5

2RIER 34 (81.0) 7 (16.7) 2 (4.8)
gl &

PR BRI BB (K T AE 4 9.5) 0 0
B hEE

T 3 (7.1) 0 0
—f - EEEER IUBREHMCORE

ek 5 11.9) 0 0
PRERIRZE

AST H8hn 3 a.n 0 0

SFEEEREE M 3 7.1 0 0
MR & U T ARk E

% 5 FERE 6 (14.3) 0 0

BER B REE B 6 (14.3) 0 0

S[EMEDK 3 (7.1) 0 0

72¥, FIEMMER 16 (24%) | kﬂ%ﬁ%-i}%@wﬁz% (4.8%) . PP REREE 3
Bl (7.1%) . TEEEERE 2 F (4.8%) . FIRREAERESE 6 #] (14.3%) . infusion
reaction 1 Il (2.4%) ROAHE L gﬂ%jé 161 (2.4%) 2388 V)Bﬂ’bﬁo it MRRIEE (7
v NVEBRRYS) | BHREEE (RMETMEEERS) | BITEE. 1| BERR.
BEEOKEEE (REHEIREGER, SBAK, ERERS) | A, Bk - BEmm
fiRfiE, BEEREEARE, MR - BERRR, LR, REVEM/ MR HEEBTR, AR
R ORFEHBIIRD b2 oz, RRVEARBRRUIEESER (BAREERE S
i) ZEUEHERERT,

QA E N AHFER (KEYNOTE-002 3ER)

HEFRIL. 2mgkg Q3W B 172/178 1 (96.6%) . 10 mg/kg Q3W Bf 178/179 41 (99.4%)
KOVICC B 167171 il (97.7%) IZ@BH b, IBREL ORRBREVEFETERVWESE
BRI, ENEFN 121/178 B (68.0%) . 133/179 ] (74.3%) K T* 138/171 i (80.7%)

RO LT, WTENDEECTRIAEDN %L LOBERIITREO ERBY THh- 7,



#£5 WTFRAIOBTEIREN 5% EOBER (KEYNOTE-002 BB (RS HSMRE)

. B (%)

BEHIKIIM (SOC: System 2 mg/kg QIWEE 10 mg/kg Q3WEE ICCHRE
Organ Class) 178 4 179 451 171 4
HEAZE (PT: Preferred Term)

(MedDRA ver.18.0) 4 Grade Gr3acle Grade 5 4 Grade Gr3aie Grade 5 2 Grade G}ra::e Grade 5
2RIEA 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (263) 0
MR LY R EE

Hifo 5 (28 1 (06 0 7 (3.9 0 0 35 (05 9 (53) 0
B BB fiE 0 0 0 0 (0.0) 0 0 14 82 6 (35 0
T BRI E 1 (0.6) 0 0 1 (0.6) 0 0 14 (82) 6 (3.5 0
/NSRBI E 2 (1. 0 0 1 (06 1 (06 0 16 94 4 (23) 0
P IS

FRARIRBEREIR T AE 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
BipEE

B 5 (2.8) 0 0 9 (5.0 0 0 14 (82 0 0
TH 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 (82 3 (1.8) 0
B 8 (4.5 0 0 16 89 1 (0.6) 0 56 (32.7) 4 (23) O
A 2 (L) 1 (06 0 10 (5.6) 1 (0.6) 0 26 (152) 4 (23) 0
—% - EHEER L ORI ORE

Fiiatnd 6 (34) 1 (0.6) 0 8 (45 1 (06 0 10 (5.8 1 (06) 0
9 % 40 (225) 2 (1.1) 0 52 29.1) 1 (06) 0 62 (363) 8 (47) 0
B 6 (3.4) 0 0 11 (6.1) 0 0 8 47 1 (06 0
FRERMREL

IR 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
REH X USREE

BHRBIR 8 (4.5 0 0 17 95 2 (1.I) 0 26 (152) 0 0
HERRE LU AHRES

RAEE 13 (73) 1 (0.6) 0 12 (67 1 (06 0 9 (53) 1 (0.6) ©
ik : 9 (.1) 2 (1) 0 7 (3.9 0 0 10 5.8) 1 (0.6)
R RIEE

FHE= 2 —a R F— 2 (L1) 0 0 0 0 0 14 82 2 (12 0
SEREE 1 (0.6) 0 2 (1. 0 11 (6.4) 0 0
BB X OB T RS

BEE 5 (2.8) 0 0 1 (0.6) 0 0 35205 1 (0.6) 0
BRI L 9 (5.1) 0 0 9 (5.0 0 0 2 (1.2) 0 0
% 5 PERE 37 208) 0 0 42 (235) 0 0 6 (3.5 0 0
g 32 21 (11.8) 0 0 18 (10.1) 0 0 8 47 0 0
BOR BRI B 5 (2.8) 1 (0.6) 0 10 56) 1 (06) 0 0 0 0
SHEMEAE 10 (5.6) 0 0 9 (5.0 0 0 2 (1.2) 0 0

7285, 2 mgkg Q3W BER N 10 mgkg Q3W BEICB W TEhZh., BEMMER 1 5
(0.6%) RU4H] (22%) . KBk - EEOTH 16 (0.6%) KU 6 6 (3.4%) . #E
BE (X¥F7 - AU—EREFES) 24 (1.1%) R0, FsEEREE 134 (7.3%) &
V1S 6 (8.4%) . BHREREE (RMEFEMEBLE) 14 (0.6%) RO #H] (0.6%) .
FTRAMEREE 14 (06%) ROU3H (1.7%) . BRBHEEEREE 14 6] (7.9%) RS
] (8.4%) . infusionreaction2 Bl (1.1%) KO3 #) (1.7%) . BEOKEREE (FRERH
MERRFE(ERE . ZTEALBE, FERBEIES) 161 (0.6%) B 1 6 (0.6%) . BER 16 (0.6%)
FON0 i, BEREFESE 0 FIR O B (0.6%) | BMZE - BEREAK 0 IR O 1 B (0.6%) .

10



WNTHE 5B 0 PR 2 4] (L1%) BFb b, Fio, BIBEE, | HHERRA,
Wik - BERUBRAREE, DZE. SeRENEIUIMRD VESRBERT, 7ML B USRS BRAS 1
B bhAabol, ARFARRRARIEEES BRREMEER 2580) 2E50EH
HRERT,

O FEMABRER (KEYNOTE-006 3RER)

HEFLIL, 10 mg/kg Q3W & 264/277 1 (95.3%) . 10 mg/kg Q2W & 275/278 41 (98.9%)
B OVIPL R 239/256 ] (93.4%) IZ@B b, BRI L ORRBRABETCERVWEESF
BI%, FNEFN 202277 B (72.9%) . 2217278 B (79.5%) K1Y 187/256 Bl (73.0%) 2
ROz, WTRDPORETRERR SBULORBIERIXTRO LB ThHoT-,

£6_ VWThh OB THRARL 5% EOBWER (KEYNOTE-006 BRBR)  (Z2MARNT X RMKH)

2 Tl Bl (%)
i%aafucﬁzﬁ (8OC: System T e —
i 27743 2784 256

HAGE (PT: Preferred Term)

(MedDRAver.18.0) 4 Grade G;aje Grade 5 “Grade BIece Grade 5 4£Grade G;a;le Grade 5
2EHEA 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)
NI :

R R RE TS 7 .5) 0 0 17 (6.1) 0 0 6 (23) 1 (04 0

FOR RIS EAR TE 21 (7.6) 0 0 25 (90) 1 (04 0 2 (0.8) 0 0
B akEsE 2
fER 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9 0 0
KBk 8 (29 5 (18 0 4 (14) 4 14 0 19 (74) 16 (6.3) 0
TH 40 (144) 3 (1L.1) 0 47 (169 7 (25 0 58 2278 (3.1 0

0 NRCHEE 11 4.0 0 0 20 (12 0 0 1 (0.4 0 0
i 31 (112) 1 (04 0 28 (101) 0O 0 22 86) 1 (04 0
Mzt 5 (1.8) 0 0 10 (3.6) 1 (0.4 0 14 (5.5) 0 0
— R - 2EBER X UERSEALORER
e 31 (11.2) 0 0 32 (115 1 (04 0 16 (6.3) 2 (0.8)
V&t 53 (19.1) 1 (04) 0 58 (209) 0 0 39 (152) 3 (12) 0
BRI
AST 70 6 (22 1 04 0 14 (5.0) 0 0 6 (23) 2 (08 0
Rt L URBEE
BEAER 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
BT LU S ERES ‘
BAEE 32 (116) 1 (04 0 26 (94) 0 0 13 (5.1) 2 (08 0
R 6 (22 0 0 19 (68) 1 (04 0 5 20 1 04 0
R E LR TS
S PEIE 39 (14.1) 0 0 40 (144 0 0 65 (254 1 (04 0
323 37 (13.4) 0 0 41 (147) 0 0 37 (145) 2 (08 0
SEMAE 31 (11.2) 0 0 25 (9.0 0 0 4 (1.6) 0 0

2%, 10 mg/kg Q3W BEK TN 10 mg/kg Q2W BEIZR W TENEH, BIEMEMES 4 Fi
(1.4%) B 16 (04%) . KIBX - BEOTH 106 (3.6%) KO3 i (4.7%) . f#
RIEE (F7 2« NU—GEEHS) 26 (0.7%) ROO0 6], IFEREREE 14 61 (5.1%)
K23 6 (8.3%) . BieEMESE (RMEMEMERERE) 26 (0.7%) KU1 H] (0.4%) |
TEREEERES 16 (04%) KU1 6] (0.4%) . FIRIREREREE 28 41 (10.1%) K133

11



Bl (11.9%) . BIREE 16 (04%) KRO24] (0.7%) . infusion reaction 7 f5il (2.5%)
BOS B (1.8%) . 1 BUERRIS 1 ] (0.4%) RUV0 B, EECKEEE (FEHEIRE
BRE. SIGHLEE, ERBEL) 0 B O 1 61 (0.4%) | BESE 1 B (0.4%) KT 1 #1 (0.4%) .
2% - HESUTRIARAE 161 (0.4%) ROV0 B, MMk - BEIRK 0 IR O B (0.4%) | T
ALY SR 3H (1.1%) ROV 6 (04%) BRO b, £, BEHENE. O
g5 GBI/ IMRIBA M SESTR . AR I K& ORIFERB IR bhieh o7, ARBIE
RARBARRIIBEES BEREBEREZED) 230EMEREZTT,

@EBLRFEMAEFER (KEYNOTE-054 #4%)
HEBRITIAKIBETIT 475/509 B (93.3%) 12, 7T RBETIL 453/502 # (90.2%)
WRB L, 18RELORREBFZEATETERVAFESRRIL, AFIBETII 396/509 51
(77.8%) (&, 7T ERBETIE 332/502 ] (66.1%) (ZHFHE Lz, WTNH)O THBER
5% EDRHERIZTTRD LBV Tholz,

27 WFhLrORTRER 5% EOBWER (KEYNOTE-054 30B)  (R24EA4T xHR M)

BE M XKSE (SoC Bl (%)
SystemOrganClass) AFIFE Placebo®¥
H,AZE (PT: PreferredTerm) 50941 50245
(MedDRAver.20.1) £Grade  Grade3-4 Grade5  “Grade  Grade3-4  Grade 5

2EIER 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
NS

AR IRMS RE TUAETE 49 (96 1 (0.2) 0 4 (0.8) 0 0

R AR RE AR T 73 (14.3) 0 0 13 (2:6) 0 0
R

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

B 58  (11.4) 0 0 43 (8.6) 0 0
—f% - SHEEL L RS ORE

) IE 48 (9.4) 0 0 34 (6.8) 0 0

W 143 (28.1) 4 (0.8) 0 135 (26.9) 2 (0.4) 0
FRRRE

ALT /M 26 (5.1) 3 (0.6) 0 16 (32) 1 (0.2 0
HEBRR LU A RS

2 51 (100) 3 (0.6) 0 47 (94 0 0

R 26 (5.1) 0 0 15 (3.0) 0 0
TR REE

B 37 (1.3) 0 0 33 66 1 (02 0
PRI S, B3RS K OMERREEE

PR PR 27 (53 1 (02 0 14 (2.8 0 0

B3 X U TAERRES

% 5 EEE 85  (16.7) 0 0 49 (9.8 0 0

% 49 (9.6 0 0 32 (6.4) 0 0

2B AKIBEC BV TRIE MR 15 4] (2.9%) . KB - EE O TH 23 i (4.5%) |
FFHSEEREE 46 B (9.0%) . BHREREE (RABEREMEBAS) 261 (0.4%) . TEMAKHE
BREE 11 ] (22%) . FRBRMAEREE 105 B (20.6%) . BIRSHEREREE 5 1 (1.0%) .

12



1 BUBERIR 5 B (1.0%) . 5 & D BEK 2 61 (0.4%) | 7% - BREBUTRLARAE 1 61 (0.2%) .
e 2 B (0.4%) . EIEMESE 1 61 (02%) . LK 1 H (02%) I NT infusion
reaction2 B (0.4%) VPR bz, o, HREEF (X7 - NV—EERSE) | BEE
DOREEE (BRMHEIPERRE, SHA, BEREERS) . MK - fiEK, &t/
MR MESEBENR . B AEE fn J ORFERB IR D b do Tz, ARWERFBIRIIZE
HER (BEAREEREZ2EL) 280EMERETT,

13



[Fi - AE]

ISR R B B AERE R & U IBMNERRASR (KEYNOTE-002 AR K
TXKEYNOTE-006 3RER) OfER. 2 mg/kg Q3W, 10 mg/kg Q2W KX 10 mg/kg Q3W
DOWTROHE - ARCBWTHL AR OAER CREMIZERITRD bR
7
AH) D B KB REART OFE R, BiRAEAEICRITS 200 mgQ3W RER®
AUCssomc CERIREBIZHSIT B 6 WRDOME-FF AR T EAE) O RME [10%:,90%
/5] mg-day/mL) 1% 2.16 [1.45, 3.04] mg-day/mL T»H Y, 2 mgkg Q3W &EHFD
AUCqs 6wk (1.32[0.722,2.06] mg- day/mL) & 3B{EL L, 10 mg/kg Q3W R 5-HF D AUCs ewk
(7.49 [4.32,11.3] mg-day/mL) % FE>7,
T BEAERE LS L AROBRBRIGHEATOFRR, Rt ShcfiE- i Q
mg/kg Q3W ¥¢5-. 10 mg/kg Q2W 5 & * 10 mg/kg Q3W #&5) D#HiPH T AUCs 6w
&AM R N & ORICHARZ2BIBITRD bhR-oT7z,
AR OBEMEDBEETAAZHALIZY I 2b—Y 3 02XV, A 200 mg %
Q3W. 400mg % 6 MMM (LT fQeW] LW 5,) XiX 10mgkg (KE) %28
B LT TQawl & 5,) TEE LZEBEOARA O mFEPIRESREFT S,
FORER. AH 400 mg & Q6W THRE LI-BOAF O EFIKEBIZKIT 2 EHmiE
FRE (LT (Cagsl EVD.) X, &K 200 mg & Q3W THRE L72ERD Coyges &
BLT5EFRENE (FR), £/, AH 400 mg Z Q6W TR E L 1-EROAKA|D
EFHRBIZRB T 2REMETRE AT [Cuaxs! EVV5,) 1%, AAI200mg 2 Q3W
TRE LD Conss &R L TERMBEZRT ETRIEN OO, BARAABEIZE
WTHBSHEREREN TV AL - HETH5AH 10 mgkg (KH) & QW TR
B UT2BED Coass & B L TIREZ R T & FRISNZ (TR, Tbic, BHBAE
BF & STRITAK 400 mg & Q6W THE L /- iE/MEIFEFER (KEYNOTE-555 3RER)
IvBon-EZAECESSEYHE AT A -, VYI2b—Ta XY TR
L7-EmBhHE T A —F LEB L. (TR, M T, EROBEIZR T D BRKRA
BRAAEIC S X | AR OBRBE R L A IIREM & OBEZ RETT 2BREBERCTE
FAPHEE I, &K 200 mg & Q3W Xik 400 mg # Q6W THE L=RORER
LA IIREN L OBEIC OV TR SN /R, Lo - HEOMTH
R R EHICHRREZR IRV E TRIS T,
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®8 FROENMRBNS A —5

BB | Ggm (ugi) (wgim) (ugm) () ()
200 mg Q3W! (58.55?.519.7) (27.27?.298. 1) (17.;;,;.118.3) o1 .97?§4.1) (49;(,)': 1.0) (30.35(,)'39 1.4)
400 mg Q6W! (122,2324) (32.?)?":2.7) (10.11(.)‘160.8) (142?49) (50.51(,)'57 1.3) (19.1(,)'230.9)
40?£iﬁgu1?§(s)w (1351.?;,6.10316.4) NA (1 4_12 '?;.4) NA NA NA
10 mg/kg Q2W! (21§,2(2)23) (14;?1‘45) (11;,1 ?21) (42:,2233) (27(23,7382) (19;,9Z00)

t:n=2993, 100 DY Iz b—va itk Y EHINEMEABEOPRIE (2.5%, 97.5%5) + Crmax : HIE
BE#HOBBMIFTRE, Cug: FIRRESHOTHMIEFRE, Con: MEEEE (1702 REF) ORER
TEFIRE, Conaxs 1 EFRBICEIT B REMIEFFIRE, Capss 1 EFREICRIT 2 EHMEFBRE, Cuinss : EFWR
RIZ 81T B BRAR M IE P
156 BIOBATHE (95%EHRXHE)
§ 1 41 BIOBMATEHE (95%ERIX )

NA : %72 L
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4, MERRIZDOWT

ISR AR RE 2 B B AT 2 AR EM & L CTHEARERE (£FFRE) 28T
BNTVWAZEnh, YEZAELEUICERTE MR THILENH D, £TDOLT,
EFGLY X7 EHEHE RMP) [2E5%, AR OEEKDHLZEMEFEE~ OB DR
HAMRTH- T, AFNOBREINENRBEZZH - HEL., AFOBREIC LV EER
BERZ2RBER L-BICHIET 5 2 & BURERTD, UTOO~@DF X T Az MR
WWBWTHERTAXETH S,

@ mRIZONT

D1 FTiEo (1) ~ (5) OVTRNIHEYTIMRTHDZ L, -

(1) EABBRENEET S BADRREELFRS ERER IR A SREEILRREE.
Huk 28 A RS RGEHERL AURRE,  HBIRDS A RIRRE R L)

(2) HEWRERMT

() EFEFRMBESIRET 2 BABDREERE (BSABRESEREERE. 2 ADHREE
Wk, BNABREEREERP 2 L)

(4) AFALFFIERZRE L., S RCEREME 1 USRI EFRIENE 2 DR 21
AR B R 21T - TV B HERR

(5) PIEMEERLS EEMEOMEREEIRIBHEIT > TS HER

@-2 EHBEEEOLERER OBIERRBIRE OG5k & BR 2 FF-OEA
(FROWVWTANICHEY T EM) 25, YEBEAOFRCHE T DIEROREEFE L LT
BEEshTwnws i,

x®

o  EffitHFEE% 2 FEOVIPHERZE T L2 5 LU EDORAIRROBKRIHE %
fToTWadZ L, 5b, 24U LT, PAEYRELE L LEBREEFZOWEL
ToTNWAZ L,

. ERRIFIRE% 2 FONMFHEEET LIRIC 5 FUEORMBLIEBR RO
FREREAL TN L,

©@ BRACEXSFREBOMAKHICONT

EESERERICEETLIEEENRBESN, RECENSOBERED, AE - &
SHERPHEROBTEE NEMS I 2 FREE, AEFRERELLEEORE
R ERNELHIITON A EHRESTNDEZ L,
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® BUWER~ORIRIZOWNT

®-1 EBIERARBEROMSEEICBE 5 B4t
MEMEMERBRSOEEZRBIERNRA LB, 24 BRIDREHRIOT. Y%k X
TOEBE R IRV T, BB LUZBIERICRE CTARERE O CT Z0RHWER OERIZ 4

BERREOKRNYAFIZELN, EBICXISATREREARNE-TWEZ L,

@2 ER{EEECLIAEESRNSICHET3ERE

RABRICHED 2 EMN MR R OB AT 2 BERESFERBERE= YV v/
EEDEERDAY Y —=  FRIFVERE L ERELEE TE 35— b EREH %
BENTVWBZ L, BB, BEERICOVWT, RARELZORKICHSCAMST
WAz &,

®@-3 BUERORBECHIGIZBEL T

BIER (FIEMMRRBICIA, KIBK - /DMEK - BEOTH, BUEFFR - A2 - T
WRREREE - FTJ¢ - BRMLIIRE &, BiERE (RMEMENEBRE) | WowEE (T
EAABAEREE, FIRIREREREE. BITRERE) | 1 BERA, SEOBE, BHR - K
RRRRARE, Bk, BEORMIESE (PHERIRIERMMIE, REHIRIEREE. £
KLBE, FAKRMERE) | infusionreaction, st - IR, EIEFENIE, WRIEE (¥7
o NV—ERBEE) | DR, BERRMIEEE (SRt MRS EREER, ik
A, ARIFERE, FIRAIERIES) | MERERAEGRRE, M%) O LT, BERXIT
IEREEREEAOEMME LA T 5 ER L EE L (BIEROZBCINCE L THER U
BERITONAFMHCHD L) | ELICHEIRLER T DKFHBE-TNDZ L,
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s.

BREXRLI2DBE

[Azhikiz B3 5 B ]

@

@

TROBEFIZBWTAROBEIEN RSN TN S,

o LFEIER O RNV RUMEEFIERED H 2 IRIGUR R BRAEERE

v ZEEYBRBEORT—VM EY OEEBAEREICR T AR HRE

723, BRAF MIGFERYHTHHREICE WV TIZ, BRAF FREFIC L 21HE L EE
TAHI &,

FRICHEY T AAF OB ERERFIECOWNTIE., AFIOFMEPELINTE
53, AFIOBERRE R LR,
o {hOPIEMEEH AL TREINIBE

[ZaticBid % FH]

@

TRIZEYTABREFICOVTIIAROBRENRBR L IN TR I N, BREEZIT
bhnz k.,
o ARFORSITR VIBBUEDOBEERED H 5 BE

BRIV T FRRICKYE T 5 BEF IOV TT, ARIOREITHR S 2

A, MOBFERIRFE A2 VFEEICRY , BECAFEERTL2ILEEETED,

o FIEMERRRBOASMIIBHED H D BE

o JIERESRE CHRIER 2R 5 BE &R UNEBIME O H S BRIk 2 Rk Gt i 2k
DM REEELN A DN D BE

o ADAEEBROAM. UTBHMNRE L IIEREEO B CREEBOBTERED
baBBE

o BBBHEE GGhSMRBEELZEL) ObEBE

o EOBREIIBEEEZATOBE

»  ECOG Performance Status 3-4 2 O B¥

(2 ECOG @ Performance Status (PS)

Score

EF

0

2 MBREBHTE S, BRALR L AEEFIHIR2R TS,

PRI LVIEBNIGIIR S D A3, HATRIRET, BAERCE > TOERIITHI 2B TE 5,
Bl : BWHE, HBER

BITARECESDOF DR O Z L3 TN THREEPMMERIZTERY, BPO 50% EIEy FATEIT,

BoBSOHOEYDZ & LNTERY., BPD50%U EEZXy RO+ TRIT,

= lwiin

BTV, BADHOREY O Li3£L TERY, BRRKy FORFTCBIT,
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6. BEITRL THETREHIF

O WAXFEZFICMA, BUERTEEE PIREET 2 BREICE S & AH O FpE K B IER
BOOIILERERE+SICEBR L TCHhLERTSZ &,

@ REBAICEN D, BEXITOFRICADIEREREZ +HHAL. BELH
Thrb&E5T5Z L,

@ ERBMERDO<=RX YA MIZOWT

MEMRERRS bbb B Z L BNh A0 T, KHDBREITHI- > Tk, YIHVE
R (BEIN, FRIRREE, %) OEBRUIE X BREOCEHS, BEtr 1+
FTFTO L, Fe, BBISCUTHE CT, MF~—b—SOREL EHET
5Tk,

infusion reaction 233 H b B Z & 3% B, infusionreaction D3FE D HILTHAIZ
i, BYIRABEITY & &b, EERABEET S E TREOREEZ oI BE
THZLEL,

FORIRHREREE . TRABERERVRIBBREREERN S DDbhDZZLRH 5D
T, FHN OB ERMARITR RSB FIZERICASWSRERE (TSH, T
T3, U@ T4, ACTH, I aF YV — NV EDRE) 2ERTEHZ L,
BIERFR. AL, IFHEREE. L, BEEREREHODLNDZ LMD D
DT, AR OBREBRIARTR OB 51 P I E IO FHEERT (AST. ALT,
y-GTP, Al-P, ¥V NVEVEDORIE) 2EETHZ L,

S EIER (IERAKNIEERELEZET) SOEBRRBREENH LIS
TERHHDOT, EHNCIROBRFEOFEZMER T L, /2, ROEFENRN
ROONTHRITIL, BONCEFRKELZZ2TLOBEZHETLZ L,
AFOBEIZLY | BEORERGCRET S & E 2 5 dike RRBORIER
BHobhdZ ibs, BERRDONTEHAITE, BRALEZFRIIG U
B2 BRAFOEM & EE L CEYERNZE 21TV, BE DRSS
KIS X 2BWERABEDN A BAICIE. AROKRE TP IE, RUBIBRE R
NEVRIOBRG%E2EEBTEI L, 2B, BIBKREFRNVEOREIZXVEIE
ROBENRRD DRRWVERITIL, BIBRERNVE U OREMHIF OBM
LEETHZ L,

WERTH. BoRM L8y ARB L THLEWERNRE T 2 L RH D720,
AR OB ERETRICHBHERAORBRIZHDICEET S Z &,

1 BUBERRIR (BME | BUBERIA 2 &) Adbbbh, BRAEY P T F—v 2R
WELHZERHHOT, A, Bl, BHEOERORRSCMEED LRI+
NEBTHZ L, 1BERBIGELN B ICEIREERPIEL, A2 ) V7
Bl 5% 0@ LB EITH Z L,

RIGEIRA R REMRAERE CHEAT 2RI, AROBRKARIZIENT, &5

BR%ED> 5 3 W ALIA, EHLIRE, RERARA G 1 FRIT 6 BRI & IZFREDRE
fiz1T > TV Z & 2 BB, ARREPIXIEHNCHROMEREZITI Z &,

SEEYIRRE OB RAEEE ~OWRMBIRE L LTHERT SBITIE, A OBRK

RETIBWT, BREBFGORBERE T 12 B I L ITAMEDFTEEIT - TV
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122 L BB, AR OB PILEMMCHROMRBEITI Z L, 2B, WM
Wik LTHEAT 25810, FRIOREHMIZ 12 VAETETHI L,
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BOEERHEETA FF AV
RaTnY Xv7 (REEFHEBRZ)
(RF#EA : ¥4 bA—F REEE 100 mg)

FR2 941 1A (£f348HKE)
A5 B



B&k

XU

AEI DR, EREFR

FR PR BAR

HEFRIZ DUV T
BERRLIRDEBE
BEICBELTHEE T REEIER

P2
P3
P4
P7
PS
P10



1. XC®iT

ERMLOBDM - REMEOFEMROTZDITIX, B XBSCESW B ERERARRD
bhad, b, IHEORZENOESIC LY, FEERRZ OB HTHIERHE
FEELPERBINLIP T, ChoDEELYRICHNERBEICRET S 2 L AERD
RBEL 2o TRY BREMBEE & GEOEARTE 2016 (ERK 28 4 6 A 2 AMBERE)
TRWTH, EFMERMSOFERAOEBHEELZRE Z L L 3h T3,

FHERABFERMT. RRERRCEZEM T u 7 7 A VRBEFEOERL LA L MR
REZEDHD, ZOd, AHERVCER2MICET 5 ERA+0EHET 5 £ TORM,
UHZEEHOBREZMIZIT NP EINIBEICH L TERT A L L b, BIfE
RAMRRE LB SNERA G E & 52 L N —EOEM A7 BRI T A
THZELEREETHDS,

L7eiloT, BHA FTA - Tid, BAREBLZNE TIBLNA TV D EFKER -
BEORMCESE UTOEEROREZFERZHET 28RN O NERESR, 2
FROERFEETT,

BB, AIA T A 0%, BMSATERIEAERGERBRR SIS, ANTEEABAR
RARNER S, —REAEAN B RBERANBESRO—RAEFEA B ARLRES OB O
b LERL L7z,

R LIRDERKRL XA M —FREHE 100mg (—4 : A7 v ) X<v7 (B
FHAMRZ))

HELRAPEIEDE : BREIEREOHRIS VX ) v/ VE

NRLRDBERORE  BE, RAIZIX, Xa7r) X< (#EFHEKZ) LT, 1
[B] 200 mg % 3 W@ HIFIF X i3 1 [8] 400 mg % 6 MREIFEIFR T 30 20 fH
2T TRBERET D,

B & R 58 ¥ & MSD KRRt




2. AAIORR. 1ERBF

XA M —F HHHE 100mg (—R4 - a7 ) X<7 (BcFE#z), BT IR
Kl £vv9,) i, PD-1 (programmed cell death-1) * %DV H > K T¥# 5 PD-L1 R PD-
L2 ¢ OREZEEMRET S, £ MugGd &/ 7 n—FAHiikTH 5,

PD-1 B8 T MRS B AR A 2> DRk 5 72 12 A AMIBR A3FI R 3 5 e S % il
AA v F T, PD-1 i, BERBICEBOTESER T MiRoMRRmICHEE L., BEHK
BRGSO AMEXLRR 2 RERSEZHIET 2, T742bb, PD-1 XYV RE#
BTAHZ LI VHERRRICL S VP MVsEEZAICHIET 2ZEATH S, PD-LI
DIEFHBCBIT 2 RFIIDLTHTH I, Z<OPAMBTIE T Mlt0BE 2z
BHIZCBRNCHEI LTS, BAKBICEITS PD-L1 OREERIT, RIS, Hs.
FF#RARIE. SPERE. JE/NRRRAE R & Ok % B A TTFRAREFTHY | RWAERFR
& OFEEERHE SN TN S,

BEORADERE)FH% & PD-L1 RO S, PD-1 & PD-L1 ORKITER
OFRBEBHCB W TEERREZE S Z EVRRINTEY . iR B AREOERN &
LTS TW5,

AF|iZ, PD-1 & PD-L1 RU'PD-L2 O Y H v ROREEERET 2 LIk v, EE
WUNREROEBSEROMIEESE T V) o 8R2EE(L S, REERE 2 BEEEL
T5Z L THRIEBDRELRIET 5, ~

AR OIEFABF IS REDORBERINC L 2BERER S bbb, ERIFLLIC
ELFHEMNH D, AROREDHRUBRERITIT, BEOBEL +oITTV, BERE
» BNTEIBEITIT, BB LIRS U EMp 22 & BR 2 o ER &d LTl
B2ERIZM 21TV, BEDORERIC X 2RIERA DI SHEITIE. BIBEESV
EVHOREZEDOHED 2LBEIT S LENDH D,



3. ERIRELSR
B3 IIEEM O AR % 0 ) VB AR EZ T o e R EERRO
BB %R,

[F%hiE])
ERRILF S DB (KEYNOTE-087 3#)
BREIEEHEOHHMAF X Y R ERE 2104, BAAN1052ET) OLUT
D3 oD aF— bEXRIT, AKI200 mg 3 BEFME (T TQ3w) &\WH, ) ®BED
AR CREWESRF S hiz,
- BFREMBMABEREITRIC, TLrYRi~<wT RFFUICLABERES TR
# (aF—1h1)
- BREMBHBRBHEIEERTH Y. hoT L YFivTs RRF UL B18KY
ZTBE (2F—12)
- BEEMEMRBEHEITRIC, 7L YR~ T NFFUZLBIEE (—KRIBERX
ERBEEREO—RELTOT L YFI~T RFFUICLAHITERIIESER
W) ERITTORVWERE (=Fh—13)

2B, BRI CREETHR O b EAI, RERET 2R TERIED Shikn
LDORKRIICEE LTV 2 BE T, REIEOE G CRBETHRD ONEET
AHNOREGEMMT DI LHBAREE Sz, FEFMER THHEDHE (ET IWG
criteria (2007) IZE-S < FRHIEIZ L 552EER (CR) XL ER (PR) OEIE) i
X1 DOEEY Thote, ¥, FHNIRESNREREDRIL, WThoak—1+b
206 Ch o7,
1 FHHERM (KEYNOTE-087 BB

ak— b1 a— b2 afk— b3

(69%1)) (814)) (6041)
E2Z%E%) (CR) 15 (21.7) 18 (22.2) 13 (21.7)
% #5r#%h (PR) 35 (50.7) 35 (43.2) 27 (45.0)
o8 ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
4T (PD) 3 (4.3) 17 (21.0) 7 (11.7)

#Fith A~ e 3 (4.3) 2 (2.5) 0

#Z%H% (CR+PR) (%) 72.5 65.4 66.7
(95%fE X ) (60.4, 82.5) (54.0,75.7) (53.3,78.3)




[Z2tk]
EpsItFEE TR (KEYNOTE-087 k)
HEELHIIRBRLMA T 202/210 I (96.2%) 12580 v, BIFEAIX 144/210 £ (68.6%)
RO LNz, FEBREN %A LORIERRIR2D LBV ThHo T,

82 HEEMN s%LU LEOBIER (KEYNOTE-087 BER)  (Z-2MART v SME)

BEHKSEE (SOC: System Organ Class) g%i;g/{i

$AKZE (PT: Preferred Term) 21061
(ISR IR 4 Grade Grade 3-4 Grade §
2EI1ER 144 (68.6) 23 (11.0) 0
M L) 23 b

B BRI E 11 (5.2) 5 2.4 0
WU R

AR IR REIR T E 26 (12.4) 1 (0.5) 0
B RS

TH ‘ 15 (7.1 2 (1.0) 0

B, 12 (.7 0 0
—fit - 2EEER LRSS ORE

&5 19 9.0) 1 (0.5) 0

B 22 (10.5) 1 (0.5) 0
RS :

L) 13 (6.2) 0 0
MRk AR, MIERES & UMGERRREE

A 12 .7 1 (0.5) 0
d; EoRQOT it

*% 16 (7.6) 0 0

7k, FIBEMMERIZ 6 5] 2.9%), K%k - EEOTHIL 3 ] (1.4%). MiEREE
(XF v« NL—EERE) 13160 (0.5%), FFEEEREEIL 8 B (3.8%). HUIKIRAER
213 29 1] (13.8%) . B 2% - BEACRRMARAE 12 2 41 (1.0%) | infusion reaction X 17 1 (8.1%) .
S BERKEZ 260 (1.0%) BOLBEIT1E (0.5%) TRHOLNE, £z, BEOKRHE
BEE (REHBEIREGER, WA, BREES) . TEARERSE., BIBHERES. 1
RIREIRG . e (R RIEMEERE) ., Bk, BREMREE,. MR - BEIER. &
FEME I /R SRBER . TR MR L & OFRIFERBIR D b o7z, ARIWERFEH
RIIEEESR (BRREEEELED) 2B0EMRRZTRT.



(A - Ait]

AR OREREYEBREETAZHALEZY I 2= a2k, A 200 mg %
Q3W, 400 mg % 6 AR (LLF TQ6W] L5, ) Xit 10 mgkg (FHE) % 2 &M
B (LT TQew] L\, ) TRE LEBOAFOMEPRESRT Shiz, TR
R, FHA 400 mg & QoW THRE LIBROAFKDOERKEICIT 5P mFFIRE (2
T MCagssl V5, ) 1%, AFI200mg & Q3W TIRE LIZEED Cavss & LT 5 & FHI
Ente (FR) . £/, A& 400mg % Q6W THRE LT-BOAR O EFIREBIZK T 55K
BIEPRE CLTF [Coaxssl £V 9, ) 1X. AHI200mg & Q3W TEE LTZERD Cunaxss
LHBRLTHRMEZRTETFRAENZLOD, BAARECBVTESEIHERES LT
LR - AETH D48 10 mgkg (KE) % QQW THRE LTZBED Chaxss & B LTI
HxERTETFREINE (FR) . b, BHEAEBEZIRIZAHF 400 mg 2 Q6W
TERE L IR (KEYNOTE-555 38R) X 0 5oz ZRAlEc K-35 < Ripshie
NRIA=ZZ vIab—va XD TFRILIZEDBE AT A —F LFPILE (FR) .
Mz T, BEOBREIZBIT 2 BRARBRBAR I CESE, AR ORER L A UIREM
L OBEEZ R T DRBERIGE T VOIHEE S, A 200 mg Z Q3W XiX 400 mg %
Q6W THE LEZBROBRER S AIEIIZEMEE OBEEIC O W TR SRR, L
ROAE - AROBITAMDER WZSMICHBERERIZIZAV L FRIS U,

®3 FHOKHWE T A —F

ik RE | o (o) (ugral) (g ) G
2 (58.55?.519.7) (27.%1?.298.1) (17;3118.3) (91 .97?;‘4.1) (49:;(,)'54 1.0) (30.35(,)'391 4)
S megoN ( 12;,2?24) (32.?1?;2.7) (10.31(.)'16 0.8) (14;,%1;49) (50.51(?.57 1.3) (19.@?50.9)
40(0%%%6)‘)‘/ (1351.2,6.10316.4) NA (1 4_1:, '?55.4) NA NA NA
10 mg/kg Q2W?! (21:2;,2(2)23) (14;?‘1145) (1 1;1 ?21) (42:,2:33) (2727 gsz) (19;,9;00)

t:0=2993, 100EDYI 2 b—ra T & DR Sz B EORRE (2.5%8,97.5%M8) |\ Cmex : FIEHR
E#OBBMIEPRE, Cag : FEREROEIMBERRE, Cun: DEREHE (B 702 REH) ORELE
PIRE . Coucss : BRERIBICIT 2BFEMBEFRE. Copss : EFRIBIZEIT 2 FHMBEHRIRE. Crinss - EFIRIBIZ
BB RS MIE PR

156 BIDKTIEE (95%(EMRERH)

§ : 41 PIOKMTEIE (95%(EHXRH)

NA : #5720




4, HHGJDV\T

&ML LTHARERE (2FARZ) MBELN WA I b, YZRELZE
@Jc_%bﬁf%mﬁ RTHINERDH D, F0O LT, KROREDEANRBE LW - ¥
EL. AFOREIZ LY EBLRBERAZRB LRGN T 5 Z L BBERTD, LIT
DO~QDTRTEWHTHRICBWTHEATIXETH D,

@ mEizoOWT

@1 T (1) ~ (5) OVThNTHEETIMRTHD I L,

(1) EAEFBREIIEET 52 ADREEILRES EHERTIR D AR RRESE LR,
HIIAS A S OB HEHL AR, HUIR DS A BIRIRRE R &)

(2) FrEREREIRDT

() EEMFRMENIEET INADHREERRE (0SABREER WP, A BHRES
w2 A RREEEHEERPT R &)

(4) ARACFFIER L RE L, SRCRFRENE | USSR FRIEINE 2 O AL
IR 2 B 21T > TV DR

(5) PIEMEIEEAIN; EEINE O MR BEIEICIR 2 B H 21T - TV D HliER

@2 HHREKVF Y VS EOCERER ORIERRBUE O XIS 153 72 505 & 7
BREFOEM (FROWTIMICHEY T IEM) 2, YRR OAFICET SI6RO
BEEL LTERESN TS Z L,

&

o  EMRZEE% 2 FOMMBHELZET L72RIC 5 F£L O AIRROBRERIHE %
fFoTWAZ L, 96, 24U IR, PARYERESZEE LERKERFOWMESL
FoTWBHZ L,

o EMGHERER 2 EONMIHERZET LRIC 4 FULORKEREZALTND
Zr. 5b. 3EMU LT, EMISEMEEO R ARYRE R S T iRK iR OTHE
PIToTWAHI L,

@ BENOERKEREROERICONT

ERLERETHAFTIHEENRBSL., RELENLOERBR, A2 - &
SHERPHFROETER CEMEIST 2 MR, AEFRORE LLHEORE
%, ERFLPITONLBHINE-TNWD L,




® BUWER~ORIGIZOWT
®-1 MEBRHIZBIT 5 EH

WEMMEBEOERRBIERRAE LZBRIC, 24 RRZREROT, Lk X
INEEERERR I\ T, BB LBWER IR U TAREERKR O CT £ DORIEH BRI &4
BRREOKERPE AFICH LN, EDHITHIS TR ERNE> TS L,

@2 ERIEFEICL 5 FHERNGICHT 3B

VBABRICED 2EMM MR ER VR AT 2EREFEVRBERT=2) 7
EEDEEROAI YV —= T RITVEIRE LB 2 1A T 3 F— AEREKHI N
HEhTWaZ L, i, BEAHICOVWT, BARE L FZORECHSTBHENT
WaAHZ &,

®-3 BIEHORETORINIZBE LT

BIfER (MEMRERICINZ, KIBR - /MNER - BEO TR, BYERFL - FFA£ - IF
PRREREE - T4 - ERLIMEREE 2%, BMEREE (RMEMEMEEAS). NWAWES (T
ERHEREREE . FIRIRIBREREE . BIRHREREE) . 1 BRI/, 5L R, R - B
FAE. FER, BEOKRERE (DWERKEMARE, RHRIRERER, ZHL
B, FREIES). infusionreaction, RN - RENER, BHIEMIEE, WRES (F7 -
NU—EGERE) | L%, BERZMKES (&M N/ MRBAMEERR, EntEgm,
TREFERE, MERERES) . MIRERIEGR., B%) o3 LT, YRERXILAKE
RSB OEMMEZ AT 2 EM L EE L RBHERAOZE-CXINICE L THEERVOIE L
TONDEREFICHDZE) | ELICETBRABNTE 2RI E-TNEZE,



5. RENRLRIBE

[BahiticBE+ 5 HIA]

O BFELSMERBHICERANE I RHA OB UIEAEO HHI A ) v
HREBEFIZBWTAROEDIMESTEIN TS,

@ THITEYT 2 BEF T BAROBRER OMERFECOOTIE, AROFMN
B ENTELT., FADERERRL 2LV,
o [LFERERIBROBE,
o fhOMEMEBR & OOFH.

[Z2ticf+ 5 FH] g

O TFTRIEEUTIABFIOVTIEHAFOBRENERE INTWVWE I DL, BEZIT
banz &,
o FHEOBSICH LIBBUECEERO S S BE

@ WBEHOFMBIZB VT TRICE Y TIBHICOVTL, AR OREITHRI AR

2. MMOBFCBIRER 2 WVIFAICRY . EHEICAFZERTHZLE2BETE D,

o MEMERERBOSHFXIIBEEOH D BE

o MEEGRE CRIER 2R 5 BE R OTEBIIE O #7220 R g 1 i 2
ZOMIIREWERZONDBE

«  BHOAERBOAH. UITIBHRRE L IXERED B CRBRRBOBERD
HoBE

o EBBHEE EhEMRBEREED) OH5HBE

s RBEORBREXIHEEERETIRE

¢ ECOG Performance Status 3-4 ®VD B

&1 ECOG ? Performance Status (PS)

Score | EE#E

0 | 2<REREHTE S, BHATL R LR EEREIGHRR TS,

PIRRIIC I LVVEBNIRIFR S 2 03, HITARET, BIERCE > TOERIIMTH 2L N TE 5,
Bl BOERE, FTHEX

BITRIRECTH SO FDE Y O Z 2 i35 X TARREAEEIT TER, BPO 50%LL LTy FA TR IS,

BONFESDEOERY DI & LNTERY, BRD 50%ULEEZy FARFTRIT,

&N —

2L BTV, BAOHEDEY O LiTEL TERY, BRIy FORFTRIT,




6. BEITHLTHETREEH

O WAESIOMZ, MERGFEEE BPRET 2 BRI E D & A K O F R O IEfH
HAOlDICnBRERE+SICEBFE L THLERTHZ L,
TRRBALRIC e D, BEXIXE OFKRICADERERELZ +ORA L. AEEH
ThoETRHZL,

FREWERO=RX Y A MZONT

@

®

REMRMRERH 5bNE 2 ENHEDT, RKFOEREIZHT- - Tit, VHE
W (B0, PR RS, %) OREGRR UK X REOCERS, BlEx+
SITATH T b, Fie, BRBEIZGUTHE CT, ME~—V—FomELERT
Ak,
infusion reaction 233 S5 Z & M H B, infusionreaction 235D LN B/ EIZ
i, EEI B ERITO & b, IERBEIET S TREOREEL + I8
THZE,
FURIRBERERE S, THRAKERERVRIBBEEERH b LBH LD
T, AF OB EBREHR R 5 MR HIZ BN UMSRERE (TSH, FEHE
T3, B T4, ACTH, b anrFY—NVEDORIE) 2EBETZ &,
BIERFR. A2, FFgBEE, R, BEHEEARH LN LR HD
DT, AF OB EBRMERTR OB S PITENRICAF#RERZE (AST. ALT,
y-GTP, Al-P, BV LVEUVEDRIE) 2EETHZ L,
SEIEK (AR IIEEREREZED) EO0EERIREERH ObILD
:kﬁ%éwf EHENCIROBRE OFELHERT D2 L, £z, ROEREDRN
RBOONTEHEITIT, BONICERBELZZ2TLL5BE2HEET L L,
$ﬁ@ﬁ%k;b WEORBRKINCERT 2 L& 2 bhdikx REBLOME
BHLONAZ ENDHD, BERRDONEHEAITE., BELEFRIISUE
EE PR 22 itk & IRBR 2 B O AT & B L CEYRERIBET E 1TV, BE DRE
RIS & BBIER R 2 BAITIE, AF ORI TP, ROBEIBERER
NEVRIOBRESREBEETH L, 2B, BIBRERNVE ORI VENE
RAOBERBD bR RWEEITE, BIBRERNE VSN O REMHIF OEM
LEETHZ L,
BEMETH, &ﬁ%maﬁﬁﬂﬁﬁbfmaﬁwmm%ﬁfé ERBHDTW
AHNOBEEGEHRTHRICOAWERORRIZ+2ITER TSI &,
1 BUBERRR (BUE 1 BERB 2 ate) Db bbh, BREES P TV F—v X
WEAZLENRHDLOT, 0B, Bl BEHFEOERORBHASMPEFHED LRI+
NEBTIZ L, 1 BEERBARDNGAICIEEREGEZFIEL, 12X ) 8
Ro®BELZDBEY2NEEITH Z &,

AH|OERRBRIZIN T, BRERHNG 12 1B L ICAMEOFEZIT> Tz
EEBEC, ARG TIIEHNICEBRRE TOROEREITI T L.

10



BOHERHEET A T A
Ravul) X</ (RETFHEBEZ)
(R84 : FA b—5 KiKEE 100 mg)
~REE LR~

YR29%12H ($Ff1348 A%ED)
‘ B4 BE



Bk

NS N

XL

ARAIOFFH, 1ERMF

I8e PR AR

MEER T DT
BERRERDBE
BECRLTEETN&HR

P2
P3
P4
P8
P10
P11



1. XLl

EIEROFMY - BEMOHEROT-DITIT, IAXESESWEEERERIRD
bivd, X 5T, IECREEMOERIC LY, HAERMSR EOEFHLFHIERE
FEEINEKBENLIPT, ZNHLOEERZEICKHERZBEICRMET S Z L PREO
BEEL o TR REMBOEE L EOEARF £ 2016 CERL 28 45 6 A 2 BRERE)
KBWTH, EFNERMEOFERAORELHEZNZ Z L LINTNS,

FHERABFERRIT. BRERASREN 0 7 7 A VEBRGFEOERKM L AL NI
RHZENHD, ZDD, AHMERUESMICETIERB+2ERT 5 E TOM.
UYERLOBELMSZITD I ERPFINIBEFICHLTERAT L L BT, BIF
ANRBR L BICKHERSEE & 5 2 & BNATEER —E OB 2 M7 3 EREE T M
THZENEETHD,

LT, AHA FT4 Tk, BARERPLINE T/ TV B EERSEN -
B RMICES S UTOERHORELFERZHET 28RN O LERENR, B2
FROEEEEELRT, '

B, KTA RT3, MIITEIEAER G ERESHR WS, ARHEEARE
RIEEYS, —REFEA A RERARES RO —REEEA B RIBRBFER O
S1ob EERR LT,

WBL R AEERL XA MP—F AFHE 100mg (—R4 : a7 r ) <7 (s
TRz ))

HEERDPEUIHE : 2 AALFRIER ITHEE LRI YIBR R AR 72 JR IS L BORR

WRLRARERVRAE  B@E. AR, a7 r) X+ (@i FHHBL) LT 1
A 200 mg % 3 EREIMIFE XX 1 5] 400 mg % 6 @ ERa T 30 0/
D CTRERET 5,

B E R ¥ F  MSD KX &4t




2. ARIOKE. 1ERBF

| FA M= RIEHE 100mg (—fd - AT e ) X< (REFHEBRR), DT IR
Al £\ 3,) 1%, PD-1 (programmed cell death-1) & ZD VU H KT 2 PD-L1 R PD-
L2 L DRAZEERETS, & MugG4 £/ 7 u—F ik TH 3,

PD-1 BRI T AR SR BEARBEAE 2> O ki B 72 DI S AMBRSF B 3 5 A2 S sl
AA v F T, PD-1 1, BELDREBIZBOTEER T HROMBEEICERL, BEA&
B REE B O ABEXILAR R R L2 Hl#HT 5, +72bb, PD-1 1TV H o FLifl
BTHIERIVHFAZRRECL D VIV RERZARICHBET 328K TH S, PD-L1
DIEFEMHBICIIT ERBIIDLT N THL, ZLOBRAMBTIT T MiROBE LMz

CBIECBRNCREBR L TV 5DH, BAMBRIZEIT 2 PD-L1 OEFKEEIT, BHARE, RS,
FERbpasE. BRERE. JE/NVRAMEZ: & O 2 R BATTFRARERFTHY | BV AEFSE
& OMHEERRE I TV,

BEOBAOBEKRKITH% & PD-L1 BEOMBIMES S, PD-1 & PD-L1 ORKIZER
DHRBEBEICE W TEERREZHE Z L ARBEINTE Y, FHz2BARROER &
LTHfFENn TV 5,

AL, PD-1 & PD-L1 RU'PD-L2 DY H > FOREAEZHAEFETIZ Licky . BE
BNREPOBEBEROMIREEN T Vo SRE2ER LSS, FIEERE 2B
152 & ThIEREMNR RIS 5, ‘

AR OIERBFCES BEDORERIGIC X 2BIIFA%RH bbb, BEEXIIFETIC
ELFREND D, FROREDROCRERITIT, BEOBEL 5TV, REXR
H b TEHE AR, FBER L e FRITIE U BRI & R o ER &8 L TE
G172 BIBH 21TV, BEORERIGIC X ZRHERRZ DN 2 HEITIE, BIRRERV
EUHOREFEOE 2B LTI LERD D,



3. ERERRER
D AACERRIE R I E U - RIG IR RE 22 R G PO O AR R 21T o 7o £/
BERARBROBARZ T,

[FH%hiE])

ERREFFEMAERR (KEYNOTE-045 35)

75 FFRIK BT L ERERY 281 5 RETETEUIEBEO R ERERE
542 ) (AARAN 52 Bl & ETe) xR, A% 200 mg3 BREIEMR (LLF TQ3wW) &5, )
BEOADER RSN, (LFRIE X2 ) 58N, FEH X/ X vinflunine)
2EHB L LTRI SN, 2B, BRI CREETHRRD bR eIc, REAETT
R TERDERD SRV EORKINCEE L TV 5 BF T, KEILIEOBEEEFHH T
WEETARD N ETERFOREE /T 5 Z LB FRE L Sz, FEFFMHEE IX
SAETFHRE (0S) RUMEMEAFRIME (PFS) & &h, AFNILPERE L LB L T, 0S
PEBICERELE RI1KEUK

1 FIFFME RS LCERE (—RISR) RICKBETEROLAE, RO I FFNE2ET
(LRI X B TR - AL MBHL RIS 12 0 A UNICES L= BE A AN b,

% . AT vinflunine 1IREABTHBD, 7 U ¥ XA FEF FEAOOThLRIRL
720



# 1 KEYNOTE-045 REBR DA $hit: 5iskt

AF 200 mg {LFRIE
Q3W
(270 1) (272 )
Osf hdfE [(A] 10.3 7.4
(95%{E 4 X ) (8.0,11.8) (6.1,8.3)
NP— Rt 0.73
(95%f5H X [H) (0.59, 0.91) —
P fi 0.002
PFSTI hdfE [(A] 2.1 33
(95%(E#E X ) (2.0,2.2) (2.3,3.5)
Y — RH 0.98
(95% 5 HA X)) (0.81, 1.19) —
P {8 0.416
t AR DT — % 1 20164E9H T B A v vAT
b @R Cox tEBINY — FET M L B{LFHE L OB
S ERIn ST I RE
I': RECIST HA FF A > 1.1 MU E-S <Mz seflE
100
”-1
w -4
70 7
g 60 N
50 ™~
4 ‘0: ‘\
0 MM_.«
20 ] —— amxongodw
107 - pomsz
0024 6 8 10 12 14 16 18 20 22 24
at riski% Sty (A)
AF200mg QIW 270226 194 169147131 87 54 27 13 4 0 O
(PR 272232171138109 89 55 27 14 3 0 0 O

1 OS @ Kaplan-Meier #i## (KEYNOTE-045 38)




[Z4fE])
E R FEH MR (KEYNOTE-045 A5R)
B EERIIARKIRE 248/266 B (93.2%) K UMLZEHRIERE 250/255 B (98.0%) (ZFEHH
. BIFERIZENET 162/266 Bl (60.9%) K TX230/255 B (90.2%) (@D i, &
FIBE CHBLED 5% LU LORWERIITRD LBV TH- T,

22 BHEN 5%ULOBHEA (KEYNOTE-045 RB)  (Z2HEARHT SIRE)

BERIXSE (SOC: System Organ Class) wjﬁﬁl};/;)
BEAZE (PT: Preferred Term) 266/
(MedDRA ver.20.1) % Grade Grade 3-4 Grade 5
2RIER 162 (60.9) | 38  (143) | 4 (1.5
PaI%y W .
B IR RE R TE 15 (56) 0 0
T Iy i |
FH 24 (9.0) 3 (1.1) 0
E N 29 (10.9) 1 0.4) 0
—f% - REEER L UREBLORE : _
&7 15 (5.6) 1 (0.4) 0
E 37 (13.9) 3 (1.1) 0
BB 17 (6.4) 0 0
RBH B & Ui : . :
AHHE - 23 (86) 0 0
B & R T AL
Z 3 e 52 (19.5) 0 0
®5 22 (8.3) 1 (0.4) 0

728, ARV CRIE MRS 10 8 (3.8%) . KGR - EEDO TH 741 (2.6%) .
MRIEE (XT 2 - NU—ERERS) 161 (04%) . FFEEEREE 14 6] (53%) . FIRER
HEREREE 23 1) (8.6%) . BIEHEEEREE 161 (0.4%) . BHRERE (RMAMEFEMEER
%) 14| (0.4%) KN infusionreaction 1 ffl (0.4%) 2@ bz, £7-. BEEOHERE
= (REHIEIRAEGRE, S, AREES) | TERABERS, | TRERRB, KX,
e - VAR RAARAE . EEFEAAE, LRk, Mg - BEER. B & O IER, Rt/
BRI PSRBT . W ML I Je ORFFERIB IIRE D bR o T, ARIERFRIR LI
EHFR BAREEEELZED) 2a0EERZTT,



(R - BE]

AFNORFEAEYERBRETAEZNALEZS I 2 —va itk v, A% 200 mg %
Q3W. 400 mg % 6 EEIEME (LT TQ6W] &5, ) XiX 10 mgkg (RE) % 2
BIkE (AT QWi &5, ) TRELEZBOAROMEPRESRE SN, ZORK
B, AHF 400 mg & QoW TERE LEZERORF O EFIREBIZKIT 2 FHmFEPIRE (U
T TCavgssl V5, ) 1E. AF200mg %2 Q3W THERE LTZBED Cogss & HEIT 2 L TR
Ehiz (FFH) . £z, AH400mg # Q6W THRE LEZEORA O EFREBIZRIT 2 5%
BMIEFRE (AT Chaxssl £V, ) 12, &K 200 mg % Q3W THE L72BRD Craxess
CHBLTHEEZTTEFAIREZLOD, AARABRFICBWD TERERHRE I LTV
ZRE - AETHZAH 10 mgkg (KEH) % QW TERE L7ZBE® Cuuxss & HLEE L TIE
EERTEeTFRIhE (FR) . b2, BHBRAERE ZXRIZAH 400mg % Q6W
TG U= BB (KEYNOTE-555 3R) L V455 = EREICE -3 < Epahig
RIA=ZZX vIab—va XD TFRLZEDBEANT A—F LEU LT (TR,
Mz T, WEOBEIZB T 2 BRRARREARICESE, FAAOBREER L FIMEITLRLME
L OBREEREFTT ABBRCET VOEBEI N, AA 200 mg & Q3W Xii 400 mg %
Q6W T#E5 LI-BoRE R L AMEIT 2L O I SV TR SRR, L
RO - HEORM TEIER CREMICHMERZERIIZV E TRl S Tz,

®3 FHOKBEME T A —F

Bt R | ) () (g s ) o)
100 (53.55?'519.7) (27.%:.298.1) ( 1718811 8.3) (91.5;?;;4.1) (49;(.)': 1.0) (30.35??1 4)
a0 (12;,2i24) (32.?)?.;2.7) (10.:1(,).160.8) (14221‘49) (50.51(,).57 1.3) (19.%?;0.9)
40(0£?§J1?E§W (1351.2,6'10 ;6.4) BN (14.1:'?55.4) NA NA NA
10 mg/kg Q2W* (213,2223) (14;?‘1‘45) (1 1;1 ?21) (423,2233) (27§,7 282) (19;?;00)

t:n=2993, 100[EDY I =z — a3 X DEHEINTBMERBEOFRME (2.5%R,97.5%8) . Cmax : FIEER
5% OBREMFEFIRE, Cop : MIEREEOFHMFEFBE, Cun: FIEHRESR (VA 702 RERD) OREMLE
EF&E\ Cma)gss . Eﬁ%%élﬁiféﬁﬁm?%q:'?%ﬁ\ Cavg,ss . E#%ﬁ%t\:}s‘jé:ﬁﬂmﬁq:k)ﬁ\ Cmin,ss : E%%ﬁg&:
B3 REMIEPRE

I 56 BIDKMEHME (95%EH XD

§ : 41 BIOBTEHE (95%IERREHE)

NA : %% L




4, HEBRIZOWT

AREML LCHERABRERE (&FRE) SBELN TS 2 E,h, YHELE
ICERTE AR THIMNENRD D, £0OLT, AFOBRERET 2BELZ2W - 5
EL, AROBREICE W EBLREWERZRE LBRCIGT 2 Z E BNBRERTD, LT
DO~@DTRTEMITHRICBVTHEMATEINETH D,

@ MEzoOVT

D1 FTiED (1) ~ (5) OWVWTNNIEETIMRTHD I L,

() BEAEFBREIEET S ARHREENRRS GREFR A ZREEIL R,
HI DS A OB HEHL RURBE, MU AVBBIRIRRE AR &)

(2) R EBREIRRE

(3) FWERFRMEIEET 2 NABFESERIE (BABREEEERE. 25ARIES
BB, A ABREEREE R L)

4) AERALFHIEELZRE L. SRCZHREME 1 Uk LZRIEME 2 Ok 2%
WRB B 2T TV A HEER

(5) PEMEERNG EBME O EEIR I BEET> T 5 HEsR

@-2  RE LB LR R OBIE RSB O35 72 ik & R & Fr o [E R
(FROVWTANICHEY T HEM) 2, UEBDEBOFFICETSHEROBEEL L
TEEIsh TSI &,
x®

o  ERfZERGE% 2 FOVBPHELZET L2%IZ 5 £ EORABROBRKRWEZ
fFToTWAZ L, 5b, 2L EIX, BAEKYREYE L LIZBRKREEFOWES
ToTnWBZ L,

o ERGRFREGE 2 FOUBHERZET LRI 4 FULOWRBFZOBRKTE
ZToTHY. 25, 2FUEE. REERBORAEMRIEL ST ABRKROR
KHEEIT->-TNBZE

@ BRADCEXRMHFREBROMEKHIZONT

EELIERERICREEFTAEEENREB SN, BEGENSOBFHREND, A9 - &
LMEIFIFROETER CEMS AT 2 B8R AFFRVBRELZEEOBRE
¥, ERFONIITONLEHIRESTND L,




® BUWER~ORISIZOWT

@-1 HERREHIZBI T 2 BH
MEMMRBRSEOEELRBERNIKAE L-BIZ, 24 BERIZREH O T, Y%z

TREHHER ICBW T, BB LZAERIILS CTABRER KO CT Z0RIEROERIC 4

BERREOKEPYBRIZELI., BEBICHSFIRERERHNE-TWNDZ L&,

@2 ERRFEICLSAFFRANICHT5EYE

BDABRED 2 EMNRMBROEREAT 2 EREFEVRIEAE=4) 7
EEDREERORAI ) —= 0 FETVEIRE L BREXF TE 5 F— AERGHINE
HENTWBZ L, 2k, BEE&IZONWT, BABEZELFORECHIICAMENT
WaZ &,

@-3 BHER ORMT-CXIRIZBL T

BITER (BEMEMZRBIZMZ, K% - /NEK - BEEOTH, BUEFE - FrA£ - fF
HERERES - AT - mR(LtEARAE R, BEEE (RAEMEMERE), RNoWESE (T
MEAMREREE . FIRIREREREE . BIBMEREE) . 1 BUERK. &L O BRR, BHR - B
FhmhARSE, Pk, EEORMEE (PEMRKEEMATE,. REHRREER, BT
B, FRXEESS). infusionreaction, PRk - BEMRAR, BIEFEE, HREE (X5 -
NU—EGRE) . DR, ERLMKES (GRMm/ MO ERREN, B,
TRIFERES, MEMERIERIES) . MEREAREMRRE. B%E) T LT, YRR OLIMEE
RO HEME AT 2 ERM & B L (BIEHOZExGICE L THERUXXEE %
TOoNBEHFICHDHZE) | ELICHEHYRLEBER TEDEHINES-TWEZ L,



5. BRERRLROBE

(B2t IR 5 FE]

@ 75FFEHMEEERIERE AT 5 RETETHE IS O R BB O R
FIZBWTAAOAR NP RIES LTV S,

@ TRICHEYT 2 BEICHT AR ORERERFTEICOVTIR, AR OFREHR
ML INTELT, AROREARL LR,
o TIFFREEETCERIEC L DRREORVEBE,
o  FlrOMEBIRE,
o fhoBEEERER L OFFH.

[ZeizB+ 5 FHE]
DO FRREYTHIBRBEICOVTRAFOERENER L ENTNWAZ 6L, BEZTT
bhnz L,

o AREORSICK VBBIEORARED H % Bk

@ HRAEOFMIBN T FRICELT HBHFICOVTIL, AR OREITHRE L2V

P, MOEBFERIREN R VERICRY , BEICAFEZERTHIZLEEBETE D,

o FEMRBOSHUIBEEDH 2 BE _

o L EBRRE CRIEE 20 5 BE K UNE B O HUR BRI A 0 Rk B i R
LEOMICRENERA LN D BE

o  HOHREEBROAGE UNBHMLRE L IXBERMED B R RBOBERD
5B

o EBBERE CEmHMRBEEESI) ObSEBE

s REEORENIEEEETIEE

s ECOG Performance Status 3-4 VD

(&) ECOG @ Performance Status (PS)

Score | ®%

0 | &< EHTES, BRMLALABEEEPHRERITLS,

| | AEEICE LN EBRNIRIR S B 0, SATARET, BIERSE S TOMERIITS 2 oA TE S,
Bl EmVRE, BHEX

RONFEZEZOFOED DT & LMTERN, BHRD S0%UALENyY K FFTBIT,

Aslwn

2TV, BHOOFOEY DI LiFEL TEARY, BEEy FIRFTRIT,

10

BATRIRECHOYDEDEY O Z LT T TARENEZIITERY, BFO 50% EiZ~y FA TR I T,




6. BEIRLTHETEHFH

O WIXEFITNA, BUERFEESR BRET 2 BRSO D & ARH O Rk R O EfE
RAODIHERERE HICBELTHOERTEZ &,

@ REBIAICEL L, BEIZOFRICEMMER MEREZ BB L, REZS
TrbkETAHZE,

@ EFREWERAD<FI AV MZHONT

BEMMRBRRD 5bNEZ EBH DT, AROKREICH - - Tk, FIHIE
K (Bh, FRREEE, W% OMBER I X RREOCERS, BiEx+
SIATHZ L, . BBEISUTHEE CT, ME~— V1 —%0RE* Ei¥
5Tk,

infusion reaction 233 S5 Z L 3% 5, infusionreaction 2338 b HAIZ
WX, EERMEETITH L E BT, ERBEET 5 CREORRESR 4010 Bles
T5HZ L,

FRIRSRERE S . TRAMERER VRIBMERERHObNEZ L BHEHD
T, AFN OB G RBERT RO SHM P ERICNSWHRAERE (TSH,
T3, Ef T4, ACTH, A =anNF Y —VEDORIE) 2ERT D L,
BERFZ., AL, IF#REREE. R, BEEEEARSbh2 2 13h D
DT, AANOE LRI O G4 X E MR ITHEERZE (AST. ALT,
y-GTP, AP, YU A EVEDRE) 2EETH I &,

S EIRR (MERROIMEERELXZED) SOEERREENH LbILD
TEBRHBHOT, EHHIIRORFORABELZMERT I L, /o, BROREN
BOONTEHB L, BONICERBBEZZZ2 T L OBEL2HBETS L,
AHROBEIZ LY | BEORBERISICRRET S &5 2 b dtkx REBRE
BHobdZ elbd, RERRDLNHAIIE, BALEZBERIIS L
BRI 7250 & RBR 2 RO ERD & EE U CEYZ2ERIRZET 21TV, BEORE
RIS L 2BIERB DN 2HEITIE, AFIOEREIPIE, RURIBRE R
NEVRIOBREEZEBET DL, 2B, RIBRERNVEORSIZXYBIE
FAOBERED bNRWVBEICE, BIBRERNVE VUSOGEMEHIFE OB
HLEETHIL,

BEHRTR, ZRRB»OEIVARB L THORERRRIRT A ENH B0,
AR OB G TRICORWEROREBRIC+SICERT S Z L,

1 BUERRIA (BUE 1 BAFERFR 2 E2Te) Bdbbbh, BREES F 7V F—v &
KELZEBHHOT, AR, Bl BHEOEROFHECMEMED LR 12+
DEBTDHZ L, 1 BERBARDNZHSICEAREEZRIEL, 1R ) 3
ROBEEDOBEYRNBEZITI Z &,

@ AFOBERBRIZBNT, HE5HBENS 9 B%, FNLBIIRERG S 1 4ERIT
6 EERIME. ’ERBS 1 ELIEIT 12 BREBR CEMEDFEMEZIT-> T2z
L EBEL, ARG PILEHHCEBIRE COHROMEREITIZ L,

11



BEEREET A RS
Rh7nl) X<v7 (BizTHE#Z)
- (RF4 : A MV—F BB 100 mg)

~MSI-High 283 2 EFHE (EREORBRIEELRESICRS) ~
~MSI-High #8330 - EEE~

Y3 0&E12H ($F 348 AKET)
B4 B @A



BH&K

R B T

LI

AR OB, ERBF

W8 PR AR

MEERIZDUNT
REXNRERDBE
BECBRLTHEE T~ BR

P2
P3
P4
P14
P16
P17



1. [FLHIC

EEE OB - BREMOFHEEOT-DITIX, T TEZCE SV DB ERERRRD
bhbd, b, SEEORERTOESRIC LY, HIEERMZ & OEF R FTHRIERE
FEELNEARINIPT, 2NHLOEERZHEICKHERZBEICRET 52 L BRED
BB )L 2o TR REMBOER L EEDEAS #2016 (ERL 28 4 6 A 2 HHEFERE)
RWTYH, BHNEERSEOFERAOREIHEZRZZ L L IhTWVD,

SHEERRFERRT. KBRERARTEN 7u 7 7 A VBBETFEOERMLEBLNICR
RBZERBHB, 0D, AYIMROEREMICETERNTEET DS E TOM,
W EEBDEBELYRS ST ENPFINIBECHLTERT L L LT BIF
FARRER L -BIC KBRS SE & D2 L BNARER—EOBEM - T ERIERE TR
THRZLEREETHS,

Li=Ro T, AUA FT4 0 TiE, BREELINE TREBLA TV DEFEZR -
BRI R E S & | UTOEERRORE R ERZHET 280 b REREM, X
FRUOEEREREZ T,

BB, BAIA K54 03, MIATBOEAE R ERSSRRAHE, ARtMEARE
BEEEYS, —REHEA B RKBEREARES R O— RN B RRIERES O
DY EER LT,

SBE I DEER XA M —FABEHE100mg (—4 : RaT7 v ) Xv7 (Bis
FHAHEZ))

HEERAPREUIDE : 1. BAFRERICHE LZET - BROBRE~A( 70T
A4 PARLZEWN (MSI-High) #83 2E®E (RENRGRIE
B AITRD)
2. BBYIRTREEREIT - BROBEE~A 70T 74 MR
M (MSI-High) 283 585 - BERR

HELRABEREE B, BRACIE. RAaT ) XvT Gf#fEFEH®RZ) LT 1
[E] 200 mg % 3 @RI 1 [E 400 mg % 6 BRHFIRE T 30 22
T CRIBFHET 5,

R & IR 58 ¥ & . MSD BkR\&tt




2. FRIO¥KE., (ERRF

A M—F RREE 100mg (—&4 : XL Tn ) X<v7 (BfsTHE%BEZ). LT IR
Al £v9,) iX, PD-1 (programmed cell death-1) & Z DV & FT& % PD-L1 X} PD-
L2 L OREGEEBEMRET S, b MEgGe £/ 7 u—FAHikTH 5,

PD-1 #R¥ 1T T FIQ SR BEAR AR D B3N 2 72 DT S AR D3R 9 5 £ 7n o e il 1)
ZA wF T, PD-11%, ERREBIZENTEER T MIROMIEREIZERL, HEK
BEROS & BHAGES AR 2R RS2 F#H+ 5, +742bb, PD-1 XV Vo FLf
BTHZ LRI VRREZEERICL DV I VEERACHBT 2% EEKTHSH, PD-LI
DIEFHBZICB T E2RBIILTNTHIN, Z<OBAMBETIE T Mo 2z
AIFCBARICHKRL TV, DAKKIZIIT S PD-L1 OFEFETIL. Bk, B,
FFAMARE ., DRELRE. FE/NMIRERTE /2 & Dff 2 RPATTFERARREAFTHY | BWAEFER
L OMBERREI N TWA,

BEHOBA DK T% & PD-L1 BHOMEMEN S, PD-1 & PD-L1 ORKIIER
DHFEERIZB WV TEEARREIZHES Z LA RRINTE Y H-R2 B8 ABROER &
LTHFEh TS,

AHKX, PD-1 & PD-L1 R UNPD-L2 Ofj Y H v ROREEZMAETAZ Lic kv, @5
WUNBEDOEESRIGHEER T Vv 8RB e, HIEBRE 2 FiEMEl
T5Z ¢ ThIERESRZRET S,

AENOEABFICE S BEORBERIGIC X 2BHERSR S b bh, BEEXIELTIC
EDAREND 2, AFROREPRUERERITIE, BEOBEL +5ITTV, REFR
D HITIFEITIE, BB L FRITS U= HMRR 00 & BER 2 R0 =R & EHE LTl
B8RRI W 21TV BEORIERISIC L SBIEAAEDN D HEITIE, BIRRE RV
EVROREZOBYRNBEZIT O BLERH D,



3. EREKRKHR

[RAACFRIERITHE L ET - BROBHEE~A 7 udT 74 NAREEHE (MSI-
High) # &4 2EBRE (EEARIGRIESER2HEICRS) ] KT NERYIBRTRERE
IT-BROBHEE~A 7 0d 754 FVFREM (MSI-High) 283 2% - EFE] ©
ARBRICTM AT o - B R BRAR O i % R,

B, BEE~A 70754 NREEM (LUF IMSI-Highl &\W5,) 2A 558
# 1 B LT, TPCRIEIZ L Y MSI-High *HIESh=BE ] 2BERT2HE KH)
1% 'MSI-High (PCR ) Z2ET5H#F) LXRFLL. DNA I 2= v FEEBREOBIEN
HHEEERTAES (5E). T72b 5 PCR EIC X W MSI-High X i f &Mk k54
& (UTFMHC] W 3,) HEIC kY I A~y FEEREOXE (LT [dMMR] &1 5,)
LHIEANT-BF ] *BRT 38E1CiX IMSI-High 2842 B% ] &Rz, HC &
Ik 5 MMR #7 & PCR {EIT X 5 MSI MZED—EIL 96.6~98.7% @ THAHZ %
BEE XN TW3,

[Fahik]
<MAALFERIERICHEE L7 #1T - §3 0 MSI-High 267 2B (EHER 215503
W2 GEICRD) >
OERELFRE I+ (KEYNOTE-164 Rk, =HR— b A)

7ok ) IV URREBEMREEA XV ) T ITFUROA ) J T RRERK T
= X BACEFRER O & 5 IEWYIBR A RE /2 1T - % dMMR XiZ MSI-High (PCR %)
") 2T HER - ERREAE 618 (AARANTHEED) Z2XRIC, AH200mg3 B
B (LT Q3w &5 ,) BEDAIERVEZEMSRETT Sz, i, EGF
i CHREBEIT AR DN BAIT, REBET 2 R TRERNED b2V EDRKIICE
ELTWABE T, IREIEOES M CREEITHRD b3 £ THRROER S %1k
Dz LAAFEEE &N, TEFHMBER THHEFE [RECIST 1 FT A1 1.1 iR
ICES S hRYIEIC X B5EEFS (CR) UTEHER (PR)] 2o\ T, ARBIZE &
ENT- 61 FIDHEREIIRI1DEBY ThHhoTr,

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

D) pmain iz 35\ T HCHRIC L 0 S R v » FER F /30 Th 5 MLHI, MSH2, MSH6 X% PMS2
DOVTNRHOREBENTD HIRVBEIZ IMMR, PCRIEIZEY 20 DA o @ T T4 bv—H—T
SISCBETFEOY A ZOEPRE iz 5412 MSI-High (PCRE) LHIE ST,

4



£1 BRERAYDRRVGESDR (KEYNOTE-164 RER, IH—F A)
(RECIST ver.1.1, HZHEARIT N REFASE, FREE, 20072 10 BF—F v bF7)

- BiE (%)

N 61 1" 39 17
5E42%% (CR) 0 0
& (PR) 17 (27.9) 9 (23.1)

&ZE (SD) 14 (23.0) 10 (25.6)

#1717 (PD) 28 (45.9) 18 (46.2)
HEEARRE (NE) 2 (3.3) 2 (5.1)

#%h (CR+PR) 17 9
(FEhR [95%EEXE?] (%)) (27.9 [17.1, 40.8]) (23.1 [11.1,39.3] )

*1 : BT RER. *2 : BRMMATIISER O 5 5 MSI-High (PCRIE) AT 5858,
*3 . ERERE

QEEEIRIS D ARBR (KEYNOTE-158 RABR)

—KIER & U TR IMLERIERE O & 2 1RG22 EST » BH O dMMR XX
MSI-High (PCR &) ®2 2 F¥ 5 BEREEE ) 2XRIC, AH 200mgQ3W £5DF
IER OREMBRET SN, 728, BRI TRRBETHARD bILHmAIC, KBE
TR TIERPED DNRWEDORRKRIICRZE LTV 5 BE T, RIBILIE O B &
TRBAETERD b DETABIOKR S 2T 2 Z ENFREL Sns-, FEFHMEER
THHEZFE [RECISTHA FF A v 1.1 IRICES HRHEIC K 558855 (CR) X
iEErES) (PR)] 129V T, MSLhigh & M S BICARBRICBRHEINT- 83 fiI%

(ZN—7K) OFERITER 2, ARBRICBREZINT- 94 BIZ IR D EERN OFERITR 3
DEEBY THoT,
#£2 BBRADERUVCENR (KEYNOTE-158 RE, 71 —7 K)
(RECIST ver.1.1, HZMEMYTRIRERLE, PRYUE, 201744 28 BF—F Vv bF7)

s B B (%)

e 83 {7l 28 {512
SsE2FEZ (CR) 4 (4.8) 3 (10.7)
%% (PR) 25 (30.1) 8 (28.6)

ZE (SD) 20 (24.1) 3 (10.7)

1#17 (PD) 24 (28.9) 9 (32.1)
HEARRE (NE) 10 (12.0) 5 (17.9)

#=%h (CR+PR) 29 11
(FHhE [95%FEHEXM™] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*1: BEERAT A RER., *2 . BRMMBITNRER D 5 5 MSI-High (PCRE) #FHT5R8%E,
*3 1 IERERE

(B3) i = L iz A~T 124313 7= 7 A — 7 R (8 MSL-High OEATERBRE I AN 7 A —T K Db
BE., FA—7 A THIIPE (RELRE). /Vv—7 B TiiiBER EERUVIEEORE) . =701
77— —EREMERZ R, FN—7 C T, BE, /MME. BB, BB RO kO SIE
B BRI PSLRRERANSWIEE) . 7 A—7 D TIRFENER (REROREEEEZ®R).
IN—7ETCRFEEE (RELEE) . ZA—7F Clses (RELER) . 21— 7 G T/ Nliaih
. IN—7 HTIEIHEE, JA—7 1 TERRBEB,. 7A—7 1 CIIERRE (RESIMEEEERI
<), FV—7 K TiXMSL-High #2835 EHE (FB - EBE2R<) BEREAAN LR, T —
7 A~TICREGE SN BE O MSI-High I22oW Tk, LV B AR T 4 TR X WV HIE S N,

5



# 3 MSI-High #5872 BB OEEN DZELR (KEYNOTE-158 i)
(RECIST ver.1.1, AT SERL, PRYUE, 20174E4 A28 BF—F v hZ7)

B (%) #Z=%h (CR+PR) Bigk (%) #=%) (CR+PR)

#IE o4 " EHE (%) 39 B Emk (%))
FENRE 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
B 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
/NG 13 (13.8) 4 (30.8) 6 (15.4) 2 (333)
3 10 (10.6) 1 (10.0) 1 (2.6) 0
REE 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
RIS B B 3 (3.2) 1 (33.3) .0 0
Bz i 3 (3.2) 0 1 (2.6) 0
/N B iR 3 (3.2) 2 (66.7) 0 0
TESHE 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
AR N S U RE R 2 (2.1) 0 0 0
R BRI 2 (2.1) 0 1 (2.6) 0
R R 2 (2.1) 1 (50.0) 1 (2.6) 0
Fibé e 1 (1.1 0 0 0
IR 1 (1.1) 0 0 0
FIRAY 1 (1.1) 0 1 (2.6) 0
%GR E R 1 (1.1) 1 (100) 1 (2.6) 1 (100)
MR BRI 1 (1.1) 1 (100) 1 (2.6) 1 (100)
P & 1 (1.1) 1 (100) 0 0
5 R IE 1 (1.1) 0 1 (2.6) 0
Rk 1 (1.1) 1 (100) 1 (2.6) 1 (100)

1 BT XIBER, *2 : ARHMATXIRER O 5 b MSI-High (PCRiE) #F 7T 58%E

<JBREIRRAREZR AT - T3 D MSI-High 287 5 i85 - ERE >
Q@EBERIFE MRS (KEYNOTE-177 )

{LZEFRIERE D 72\ BB YIRR R BE 72247 - %O dMMR X/ MSI-High (PCR i) ®?
PHET AR - EBEBHRE 3076 (BAAN 2 flzsgle) ZXRRIC, AA 200 mg Q3W
BEOFIER SRS, BYEMOBIRT 2(LFEFRE [T Ardn v 7oA (LT (5-
FU] EW5,) R YF—bIAv s BT RYF—F] &0Wd,) - AXHF IV FTF
VEEE (BLF TmFOLFOX6] &\ ,), mFOLFOX6 RNy X< G FHMR Z)

LT TR =T &0 ),) Xigky <7 (lfnFamz) GUF teres
<7 W5 ,), 5-FU-R Y F—F - AV )T U EREKfnEiE (LUF TFOLFIRI)



L5 ) FOLFIRI RUNRAY X< T TV F <71 ® 3t e L TR SN,
B, BRI CREBETARD bNZBAI, KRRETEZ TR TERSRBO b2
DERRANCEE L TV 3 BE TIiE, REILIEOERFHG CRAEEITERD 6N D TR
RO G 2T 5 Z LN FTRE L ST, T EMEE B i &S EA TR (BUF TPFS)
LN 9,) ROEAGHE & Sh, AR EEREL LB LU TPFS ZARBICKER Lz (R

4 ROK 1),
#4 FHHRM (KEYNOTE-177 )
AFI200 mg Q3W {2y (k0
(1534%1) (15441)

i [A] 16.5 8.2

(95%fE X ) (5.4,32.4) (6.1,10.2)

PES* | N — RHp® 0.60

(95%(E# X [H) (0.45, 0.80) —

P " 0.0002

*1 : RECIST F A K74V LIICE-S S ML R RHEE, *2 : Cox [eBINY — REF M X B10EE
BIELOHE, *3: s T 7RE. BE/AKE (AAD 0.0117

D) fsemik g L DA U TO LB Y RE L,
mFOLFOX6 :
FEFHV 7 7F 85 mgm?, &Y F— b400 mgm?*XiX L ARK Y F— h200 mg/m?, 5-FU 400 mg/m? (B
FiE) . 5-FU 2,400 mg/m? (46~48BFRFGEHFE) Z2EMEMR THRE L,
FOLFIRI :
A T H EBEKTH 180 mg/m?, Y F— b 400 mg/m? X% VAR A Y F— b 200 mg/m?, 5-FU
400 mg/m? (BUEEFE) . 5-FU 2,400 mg/m? (46~48MFRkHEERE) Z2RRMR CHRE LT,
RN AT
5 mg/kg Z2EMHRTRE L,
N S vl
FEL 400 mg/m?, 2 BB LA 250 mg/m? % 1 BRI TiRE L,
7



—— xmawme G
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100"
w-
w-
& 704
60
50
‘o-
30
m.
10
0
0
at riskig
EM200mg QIW
feemE

1539 77 72 64 60 58 37 20 7
154100 68 43 33 22 18 11 4 3

4 8 12 16 20 24 28 32 36 40 44

ISR THRA]

5 0
c 0

1 PFS @ Kaplan-Meier g (KEYNOTE-177 i)




[Z2i]
< BAACEFRIER TR U 7217 - B3RO MSI-High 287 5 BB (EHENRIERN
HE 2 BAICRD) >
OEBRIFRISE N8R (KEYNOTE-164 Ak, =7x— bk A)
BHEERIT60/61 6] (98.4%) . BIERIL 35/61 61 (57.4%) Db, FEXK
B 5% EDOBRHWERIITRO LB Tholz,

#5 BBEEN 5% LEORWER (KEYNOTE-164 BBy, od— h A) (2R HHEMER)

FERIKSHE (SOC: System Organ Class) B (%)

#AFE (PT: Preferred Term) 61 %) |
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
ZRI{FH 35 (574 9 (14.8) 0
i ol : |

T 8 (13.1) 0 0
Bl 9 (14.8) 0 0
TR 5 (8.2 0 0
LY - RHEEE S DU SO RIE ek bl Sl |
S IE 7 (11.5) I (L6 0
e 6 (98 2 (33) 0
ARAH PRI o 4 (6.6) 1 (16) 0
| BEERE XU ARRRE . i
PAfEE 10 (16.4) 0 0
B LU T AR RS I 1
% 5 FEIE 7 (11.5) 0 0

pEs, MIEMREBR 16 (1.6%), BEEORBEEE (FRMFBEIREER. S,
BREESE) 16 (1.6%) . IFHEREESE 3 A (4.9%). FIRIMSEEREE 2 6 (3.3%). B
K36 (4.9%), ik - BEVHREE 1 B (1.6%). Bd7% - BAIER 161 (1.6%) BNFRD 5
Nic, £, KIB%K - EEOTH, EEE (7 - AU—ERBS), TRAMEERE
E. BIFHAEREE. | BERA. BHEREE (RIMEMEEERS) . BEFEIE. L
. St i/ RIB/AMESRBER., EiEEm ., FRIFEKES. infusionreaction R &AL H
BRRIIRD biehoTc, REWERFETRRNIIEESES (BAREERE2ET) 258
CEHERETRT,

OHEEEILFRSE DI/HRB (KEYNOTE-158 #8R)
BEFRIZ. 91/94 ] (96.8%) (2. BIEAIX. 58/94 ] (61.7%) IZiH bz,
RN 5% LU LOBIERIITROEEBY Thotz,



26 RERN5%LULEOBER (KEYNOTE-158 RE) (R2MATT X S48 E)

SERIKSM (SOC: System Organ Class) BIE (%)
HEAFE (PT: Preferred Term) 04 {4
(MedDRA ver.20.1) 4= Grade Grade 3-4 Grade 5
ZRITER 58 (61.7) 2 (128) 0
LU LS o -dhie A Llisean
TH 9 9.6) 1 (1.1 0
i 8 (85 0 0
MR 5 (5.3) 0 0
—i - BYRES L ORI ORE | - = Now
Fiyapnd 8 (8.5) 1 (1.1) 0
¥ 1 (1.7 0 0
% 5 FEfE 11 (1.7 0 0

k. MEMRER 46 (43%), K% - EEOTHI3 A 3.2%), WREE (¥
Ve N U—EEREE) 2 6 (2.1%) | AT AEREE 8 Bl (8.5%) . AR RERETE 8 £ (8.5%)
1 BUgESRS 1 B (1.1%) . infusionreaction1 B (1.1%) BB Oz, Eiz, BEDOKE
BE (RREHEIREGER. LA, HRARES), TEAMERE. BIBHERSE.
BHEEREE (RAEMEMERS), BE, Tk  BEUGMADE, BEMHEIE. O
. Bags - BEREZS. Stk i/ MRIBAESRBER, BRI, RIFRBEROS L S R
HED SR, AEWERSBRRRIIEESS (BEREEREEZEL) 22308

FHRERZTRT

<IBREIEREE2 ST - BR O MSI-High 285 2/ - HR >
GEEILFRFE MR (KEYNOTE-177 35k)

AHEESHIT. 149/153 B (97.4%) 1. BIERIX, 122/153 B (79.7%) |

WO CTREEN 5%ULOBERIITRO LB ThoT,

10

H o,



£7 WThIrOHCRHRIER 5% LOBWER (KEYNOTE-177 BE) (Rt xr& 1)

BENKTE (Soc ¥ (%)
System Organ Class) AR o375 3
EA3E (PT: Preferred Term) 153 4 143 4
(MedDRA ver.22.1) 4 Grade Grade 3-4 Grade5 4 Grade Grade 3-4  Grade 5
2RIER _ 122 (797 33216 0 141 (98.6) 93 (65.0) 1 (0.7)
Mg LR o R _ e 1. :
gl 9 (5.9 2 (13) 0 17 (119 7 @9 0
P ERIR A RE 0 0 0 30 (21.0) 22 (154 0
PISHIL IR
R BR B RBAE T i 16  (10.5) 0 0 0 0 0
i 6 (3.9 0 0 10 (7.0) 1 (07 o0
KE% 8 (5.2) 3 20 0 0 0 0
R 2 1.3) 0 0 10  (7.0) 0 0
FH# 38 (24.8) 3 20 0 75 (524) 14 (98) O
)7 11 (7.2) 0 0 6 42 0 0
Bl 19  (124) 0 0 79 (552) 3 @21 0
N A% 8 5.2) 0 0 43 (301) 6 (42 O
IR 5 (3.3) 0 0 40 (280) 5 (35 0
—M REHEER X URSHORE 1
EIIE 11 (7.2) 0 0 25 (17.5) 5 (35 0
%4 32 (209) 3 20 0 63 (441) 13 (91 0
RERE D P E 4 2.6) 0 0 25 (17.5) 1 @©7n o
FEER i 1 7.2) 1 (07 o0 7 (49 0 0
REECATRYE 0 0 0 8 (5.6) 0 0
RIS X O A U '
JNBR % 1 0.7) 0 0 8 (5.6) 1 07 o
E kiR
ALT #8710 15 .8) 3 200 0 10 (7.0 1 @07 o
AST $ihn 17 (L1 2 (13) 0 7 49 1 @7 o
i ALP 3970 12 (7.8) 1 07 0 3 Q1) 0 0
# Bk 1 0.7) 0 0 33 (23.1) 24 (168) 0
Rk 2 (1.3) 0 0 6.3) 1 @©7 o
R mEMD 3 (2.0) 0 0 8 (56) 0 0
A i BR A 1 0.7 0 0 17 (119 6 @42 0
R8RS L URRE
RARELE 12 (7.8 0 0 49 (34.3) 3 @ o
EH Y A - 3 (2.0) 1 (07) 0 8 (56) 4 (28 0
BRI X UFE S fRRR R E
AR 16  (10.5) 0 0 2 (14 0 0
AR S
EHHEDEN 4 (2.6) 0 0 15 (10.5) 0 0
BRER2 2 1.3) 0 0 13 (1) 0 0
A= = — 1 S F— 1 0.7) 0 0 25 (17.5) 1 @07 o
RYMRE =2 —a F— 0 0 0 29 (203) 3 (21 0
B L ORI EE
EAR 2 (13) 0 0 10 (700 2 (14 0
FRULER. BRI & CMRERTE
& i 0 0 0 20 (140) 0 0
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BEINKS®E (soC: B (%)

System Organ Class) AKIRE {LEFRERE
¥AKZE (PT: Preferred Term) 153 ) 143 4l
(MedDRA ver.22.1) £ Grade Grade 3-4 Grade5 4 Grade Grade3-4  Grade 5
WS & L R . , P TR
TR BIE 5 (3.3) 0 0 28  (19.6) 0 0
BREHLIR 7 (4.6) 0 0 10 (7.0) 0 0
FE - REXRFOREASERR 0 0 0 25 (17.5) 1 @©7 0o
% 5 EE 21 (13.7) 0 0 7 @9 1 @7 o0
R 17 (11D 1 (07 0 1n an 1 07 0
MR o b el
& = 1 0.7 1 (07 0 9  (6.3) 6 42 o

723, FBEMMEERSF (3.3%). KIBK - DNEK - EEOTH 148 (9.2%). ik
BE (X¥F - NU—IEERE) 16 (0.7%) . BUEFFE - FFR2 - ITBEEREE - iT%k -
MR 25 25 41 (16.3%) . FUR BRI REREE 18 61 (11.8%) . TREAMEREREE 2 41 (1.3%) .
BISHEEREE 2 ) (1.3%). BHEEE (RUEMEEBRS) 26 (13%). R - K
SRS RAZSE 1 ) (0.7%) . infusionreaction?2 ] (1.3%). #&#% 1 #1 (0.7%) 3D b7,
¥, EEORMEE (TEERBERRMATE. KERRIREGERE. 2. BRE
B 1 RIBERIR. Wk, EREMENE. MK - BEE. S5 BER, LR, BEER
MmgREE (St MR EEBDR, FmERim, R3FERE, EREERES) kOm
BREBIEFEREIIERD b2 o T, ARERBBRIIIBESES BRAREERTE LS
) BEUEHBREEZTT,

12



(R - AE]

AR OBFEMEDBRETAZHA LY I 2 b—va 2k v, A&l 200 mg %
Q3W, 400mg % 6 BRI (LT QW] L5, ) Xit 10 mgkg (FE) % 2 1M
Mk AT TQewl &), ) THRELEZEOARFOMBEFRESRFI S, EOR
. AHF 400 mg % Q6W T#E L= OARK|OEF KRBT 2 FHMEPIRE (L
T (Cagssl EVH, ) 1%, AF 200mg % Q3W THRE LTZEED Copss & HALIT 2 & FH
Ehie (FR) ., £/2. A 400mg 2 Q6W TRE LEBEORF O EFIREBIZRIT &%
BIMEFRE AT [Camss) EVVI, ) 1. FF) 200mg % Q3W TEE- L72FED Craxss
LB L TREZTRTETFRIESNZLDOD, BAAREIZBWTESENRHER I T
LR AETHHAHF 10 mgkg (KE) %2 QW TERE L7ZFED Craxss & LB L TIK
HERTEFREINTE (TR) , 36T, ENREAEREZXRICAA 400 mg 2 Q6W
THEE LA EIHERER (KEYNOTE-555 RABR) XV B o KREEICE S < KBhik
RTA=FF, vIalb—va itk FRILEEYBERT A —% LRE L7 (FR),
Mz T, BEROBEITE T 3 BRRBREEICES X, A OREER L A0 X iizek
L OBEEZ R ARBLISET VNEE I, AH) 200 mg 2 Q3W i 400 mg %
Q6W TREL-EORER LA IREE L OBEIZ LW TRF SR, £
RO - AREOM TAMMR R SHICHBERER IRV E TFRIS T,

£8 FHAOKHRMB N F A —F

[Ep— Cror Cavg Crnin oo G Coinss
(ug/mL) (ug/mL) (ug/mL) (pg/mL) (ug/mL) (ug/mL)
200 mg Q3W! (58.55?'519.7) (27.27?-298.1) (17.2.118.3) (91.97?'54.1) (49;(,)? 1.0) (30.35(,)'391.4)
400 mg Q6W! (12;.2324) (32.?)?:2.7) ( 10.11(.)‘;’)0.8) (14211;49) (50.51(.)'53 13) (19.1(,);0.9)
e (1351.36,6.103#6.4) NA (14232.4) D NA =
10 mg/kg Q2W! (21:2;,2223) (14;??45) a 1;1 ?21) (423,2233) (272,7282) (19;?;00)

t:n=2,993, 100EDY I 2 V—¥ a3 N2 XYV AHENZRTEEEO PRI (2.5%8,97.5%) . Crmax : FIEHE
S#OBREBMIETRE. Coe: FIEREZEOFHMFPRE, Con: MERESR (A 702 BREFD OREMF
FPIREL, Crmaxss | EFIRBICHIT B RBMIBPBRE, Cugs : EFRBICBIT 2 FHMEFIRE. Crinss : EFREBIZ
B B BARMIF IR E

1 : 56 BIOBATHE (95%EHKM)

§ : 41 BlOBMEHE (95%(EHXH)

NA : %72 L

13



4. BERICDOINT

RS L THEAERT ISR DG - BB E < MSI-High 287 % BEBEIC
x4+ BEARERESEE DN TS, AREELZ S, EELY X7 EEE (RMP)
WESL AR OERMHLEEMEERIEB ~OH KR D b 215k Th - T, KA DORE R
WY 2 BE W - HEL, FROREIZL Y ERZRIFEAZRR L BT 5 2
L RBER D, UTFOO~@0F T &l TR BV CHEAT 5% Th 5,

O MRRizoOVWT

@1 TFTED (1) ~ 5) OWTRILTHEYTIERTHDZ &,

(1) BEAEFBREIEET 525 AL FOEEILAURES GRERFIRS A B RERENL IR,
HIBAS A SRR AL AR, HUIR S A SRR 2 &)

() K EAERLT

() FEFRMENEET D BALFREERR (BARREERERPE. 23ARRESE
BhRakE. BASREEHEERE R L)

4) AFACFHEERZRE L, SRIEFRREMRE 1 JOIARFRIENE 2 OEREYE
R 2 B EIT> TV DR

(5) PUEMIEEROT EERMEOMREEIFRIBHEZIT> TSR

D2 ¥R L2 D EETOLERERCBIERBBRREFOX IS+ e ik b RBR 2 7
SEM (FREOWTNMNITEY T BEM) 2, YEZRBORFICET I EROEE
FHLLTRBESRLTWAZ &,

FNAEFRIERICHE L2 #T - BROBHEE~A 7 YT 74 NREEME (MSI-
High) Z& 4 2EHE (EENLIGEISRERIEEICRS)

o EEMGRHFERBE 2 FOMBVHELZET L-1RIC 5 FEULORAIBROEKRIEY
ToTWBZ L, 96, 2HFULR. PARYRELE L LEZBRKRIEBEZOMEL
ToTNWBZ &,

o [EMMARFTEUSE 2 FOMPIHEZET LRI 4 FULOBRBARRREZALTND
&, 9b. 3ELULIE, W LR DIBEFEBTORARMREEZ LB ARRO
RRTHE Z1ToTWVDH T &,

#  IBBYIRT T - BROBEE~A 7Y T 74 MRLEME (MSI-High) =&
35k - BB

o  EMMGIFEREH% 2 FOMPMMELZET LIZRIC 5§ FULEOBABROBRERHEZ
ToTWnWaAZ L, ob, 2FEMUEIE, BAERYKER2E L LEBRBEZOIEY
FoTWVWAIZ L,

o ERRIFFBREE 2FEOTMIHMELET LI2RIC. HILBREORAEYRELET S
FLEDOHEBEARZDERZIT> TNDH T &,
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o  EMGRIFRER 2 FOMPIHELZET LI2RIC 4 FULOBREREZFELTVDS
&, b, 3EULIT. HRERDIBERKTONAEDRIEL LB ARED
RIRTHEZIT o TWVWBH T &,

Q@ BRHNOEXRMFREBRDOEHIZOVWT

ERLBEREBRICEFTIH5EENEB S, REGCENLOBFRED, At - &
EHERENFROFTER CEME T 2 B, AEFRNRE LEEORE
£, ENFOOITONAERFIRESTNBZ L,

@ EBIER~DRITIZOWT
@-1 HERRfeH)IC B3 5 B

MEMRRBEOBEERBIERANRAE LIZBIC, 24 FERIZEAR O T, Y%k X
IXEEMERR IRV T, BRLUZAWERIOE U TAREHER Y CT H0RIWER OERI %
BERREORERSY AFICE LN, BEHICXHSATRERERBETnDZ L,

@2 ERNEEHICLIAEESGICETHEH

BABRICED L EMN LM EOEEL2AT I EREBEENEERAT=F) 7
EEDEERORAY ) —= T E2ITOVERE L BEREIEF TE 27— AEKREH 3 E
HENTWABZ &, 28, BHEEHEICOWT, BABE L ZORKICHSICAMENT
WwaZé,

®-3 BIEROBE-CXRICBEL T

BIVER (MEMMERBICMLZ, KK - /MNBK - EEOTH, BIEFKX - A2 - iF
WEREREE - AF% - BR{LMERRE %, BHREREE (RMEHEERERE) . AowEE (T
EAKEEREE, FIRRSEREE. BIBHERES) . 1 BUERA. S & 5BR, Bk - B
FHAMARAE, B, BEEOKMES (hEEREERMAE, REHKRESRR, ST
B, FREIEL). infusionreaction, M7t - BERS, HIEMIEE. MREE (X7 -
NU—EERS), OHK, BB MKRES (GEH/MRIBOERRDR, BSntEEm,
ARIFERE, MERIERIES) . MIRERIEREE, FEE) IO LT, HRRERULERKE
BB OEMME LA T 2 EAD & EE L (RIEAOZEIOXNICE L THERVOXIXE Y=
Tohd&FcH2Z L), BELICHEDRLABN TE 2HKHINETNWELZ L,
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5. BEXNRLLLHEE
(A2t B4 5 FHE)
O TROBHEIZBWIAROFIENTINTND,

o DBALFERERICHELLET  c BROBEE~A 70T T4 F*ZETE‘&
(MSI-High) &1 2 ERE & (EEH2IBRDEEERFEIZRD)

o BIBEIRTREERET c BROBEE~A 70V T 74 FREEM (MSI-High)
BETHRER - BB

7235, MSI-High [CB3 A AR D =2 8= BHiE L LT, IR5E4 - MSIRE X v

} (FALCO) R UER5E4 : FoundationOne CDx MAY / A7 17 7 A VSRR I L

TW3,

@ TRICHEST BB T 2AMOBERERFIEC SV T AR OFZHIEDR

LS TELT, ABOEERRERLIR,
o FiROMBhRIE
o fOREMEEHILFRAL CREINIBE

(2B 2 FIH)

(%
@ Tiﬂ Ciﬁé’l?‘éﬁ%‘ KOWTEHABIORENRER L SNTND Z Ehb, 52T

bz b,
o AFIOESITR LIBBUEDBEERD & 5 BE

@ WBEATOFEICIE VT FRICKYE T 2BE IOV TIE, AROREIHER S 2y

2. MOBFCRIRE N R WVIFAICRY , HECAKEZERTL2ILeEZETED,

o MEMMEROSHIIIBIED D 5 BHE

o FIEEGRE CRIEY 2R 5 BE K OTEBIME 0 BRI A R G i R
LD REMELR R OND BE

o ACRERABDESHE UTBHEALRE L IXERMED B CARERBOBEERED
HoBE

o [BBEE CELBMRBEELE) Ob5EE

o ORGP XIIBEEEAETLRE

e ECOG Performance Status 3-4 6 o> fa3

(#s) MSKHigh 287 % BEBAEO—HIZY v FEEHTH S Z L H#E SN TS (Latham Alicia et al.: J Clin Oncol.
2018; JCO1800283)

6D ECOG 7 Performance Status (PS)

Score

E#

0

SFERERTE S, BRILFURFEESHIREITX S,

ARSI LWV EBNIRIRE N DA, BITATRET, BIERCE S TOERIIITI Z LB TES,
Bl : VR, WEIERK

AT TAROSOED O Z LT T THBANERIETE R, BP0 so%ilbid~<y FATHB T,

1
2
3
4

BOhiEBAHOHOEY DI L LATERY, BFOSO%UAEZSy FARFTBI T,

2T, BROEOEMY O LIFLLTERY, B2y FOARFTRIT.
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6. REIIRLTHEIREENH

)

@

®

ﬁﬁi%%me.@me¥%mﬁﬁﬁéﬁﬂg;Eo%¢m@%ﬁ&0ﬁmﬁ

AODIIHLEREREZ T FICEBELTCOILERTSZ L,

TRRBALAIC L DL, BEXIIZOREICAPIER MaREL+oBHA L, REZH

ThoBRETHZ L,

FRBEWEHDO~R Y A MT2NT

o HMEMMERBENH LN LBHBDT, AFDEREIZH > Tid, FIHYE
® (B8, FEREEE, %) OMRROME X RREOEKRSE, BlEL+
SIITHT e, Fe, BHBESUTHEE CT, ME~—V—%0REL EHES
5T &,

* infusionreaction 233 H B Z &R 5, infusionreaction 233D LT IFHIC
X, EYAREETTO L L b, FERBEIET S E TREORELZ IR
FTBHZE,

o FRIRBERERETE, TERAMEREER CRIBHRERERH ORI LBHDHD
T AF O #E-BIERT R O S RIS N WSRERRZ (TSH, FE#E
T3, 8 T4, ACTH, L aNFY —AVEORIE) 2EETDH L,

o BUERTS. FFRE, ATSREREE, k. BLERERZHODbNDZ L0H D
DT, AH O EBFATR OB 5 HE P I EMAICAFEEERE (AST. ALT,
y-GTP, Al-P, BV VEEDRE) Z2EMTDHI &,

o BEIER (IIEPREIIEERERLZED) SORELRREERH OIS
ZEeNRHHDT, EHMMICIROREORELHRTHZ L, £/, ROREN
RO LN/ EITIL, BONICERBELZZT L IBELHRET L L,

e AFOBEIZLY | BEORERKIGICERT S LB X LNk REBORE
BHobbhdZ tndhbsd, BENZEDLNEHEICER, BALEBFRIUS L
BFARY 22 50l & R BR A FE O BR AT & EE L CEY) 2RI 21TV R O RE
RISIZ L BRIWERMR RO ABEICIT, AR ORI TP, ROBEIEERE S
NEVRIOREZER2EBRTDHZ L, 2B, BIBREANVECOREIZLVBEWE
HOWERED 5 NRWVIFEITIT, BIBRESAE LSO S A 0B in
LbEETHZ L,

o HERTHFAM»OEIVARBLTHORERANERTIZERH LD
AR OBRERTHRICHENERORRICHDICEETHZ L,

o 1 RERE (BUE 1 BERRESD) Abobh, BERFEES N7V R—Uv X
KELZZLRHDOT, BB, Bl BHEOEROBRELMBFED LI+
NEBTH L, m%ﬁrwﬁbnt%A 5 EHPIEL, AR ) B
OB EZOFY2AEBEEITH Z &,

AHN O BFERBIZIBV T, KEYNOTE-177 REETIX 9 @M Z &, £7/z, KEYNOTE-

158 RAB L N KEYNOTE-164 38k (=F— F A) TIXESBEHENS 14X 9 A

TE. 1ELRET 12 8B I & ICEIEOFHMEEZIT o T\ Z L E BB, RAIB

B3 BRI EGRRE TOHROMELITH Z L,
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BOHEERHETA N1
Re7nl) X7 (BizTFHEEZ)
- (R4 : ¥4 F—F KHBE 100 mg)

~ T R ~

SfxEL1 28 (8348 AET)
LA 55 B




B

Sl = P =

XTI

AFIDOFER, VERKF

g PR RAR

RIZ2OWT
BEXIRE R HBE
BEZELTEETREFIE

P2
P3
P4
P9
P11
P12



1. LIz

EE OB - BEMOERDTDITIE, B STESRICESWHIEREMRIRD
bd, X5, EEORFERMOEARIC LY, MAERRLZ & OEFREFTHERE
FERRPABINATT, 2NOOERLZEICVELRBEICRET S Z L ARERED
BE L 2o TEY  REHMBOEE &L SO EA S #2016 (Frk 28 45 6 A 2 H FFERIRIE)
WHBWTYH, EHNEERSOHFEROREKEEZXEZ L L IhTWD,

PFHRERBFER LT, BREACKREN T e 7 7 A VEBRFOERMEHA L NITR
RABEZENRBHB, ZDD, AR UOEZEMICET 2 HERN+2ERT 5 E TOR.
LUHERLOBELMZT 5 EAMFE NS BECH L TERAT 2 L L bic, BIfE
FANBRLUEZECLERNGE & D2 L RATRER—EOBEM &7 T ERER CTHEH
TEHEZLEREETH D,

LERST, AFA FTA T, BREESCINETILE LN TV S EFEER -
BRI ESEx UTOERGORERFERAZHET 28 A D LEREMH, BZ
FROBESEEERT,

RB. BHA FIA 20k, MIATBOENERGERBSEBOHE, ARERAEARK
EIEEYS., —REMiEA B ABRKNRES R O—EREA B ARRBRESOWH
HDb EERR LT,

WHBLRBHEET A M —F BRBHE 100mg (L : XaT7n ) X+ (@#is
THAMEZ))

XL RAMEXINE  RIGEIRRTRE X EE 4 o B MR E

HBLRBAERVAE : 7H L F =7 L OHRICE T, BE. BAIIX, a7 e ) v
7 (#fF#Mmz) & LT, 18200 mg % 3 @RBRIL 1E
400 mg % 6 ARIREET 30 22N TRIFFFET 5,

Rk AR R ¥ E - MSD RSt

(%)

A5 A58 1mg, F8ESmg (—B4 : TXF=7) OPREXIINE. RERUH

=4

BHRESLITShR « ARIAVIRRABE UTER M B A

RERVHE  @8%. RACIR T F=7LLT1HSmg%x 1 A 2RIEAKRET D,

23, BEORBICE VEEEET 22, 18 10mgl B 2B E THEHET

x5,




2. FRIORKE. ERBF

FA M—F REEHE 100mg (—4 a7 n ) X<+ GBIz FMz), ST T
£ 3,) ix, PD-1 (programmed cell death-1) &£ DV 4> FT& 5 PD-L1 K PD-
L2 L DFEZE#HEMET S, & MLIgG4E/ 7 v —FAHKTH 5,

PD-1 R ¥ T MRS BRSO kN 2 T2 DIZ S AR 3R 3 5 20 & il
AA v FT, PD-1 1, BELRZRBIZBOTEER THEOMIBEREICERAL, AEK
Bt % B AL EXILRE R RERINEHET 2, 37205, PD-1 XV A REH
BTHI LI VHREZRARFBICLZ VPV EEEZAICHET 2ZE/ETH S, PD-LI
DIEFMHBCBIT 2RI T ML THEN, ZLOBAMRTII THROBE 225
IECBRENCREILL TWVWB, BAMMRICEIT S PD-L1 O&EmREIIT, MR, REE, AT
AERRE. DNEUR., FE/NBRRE R & Ok A RBATFRAREFTH Y, BNEFERL
OFBEMERREIh TN,

BEDOPB A DERKEI T & PD-L1 ZBHOARBEMED -, PD-1 & PD-L1 ORI IIEED
GEERHC B W TEERREI LRI ZERTRINTEY | Fl kB ARROERE L
TEfR I T3,

AFliZ, PD-1 & PD-L1 RO'PD-L2 DY H v FORAEZMEETE - Lick v, EE
WNRESR OIEBERSROMREENE TV V- RE2EM LS, REBRE 2 BFEE LY
LT L THIEREDIRERET D,

AHIDERBIFICESBEORBERINC X 2RERERH 6 bh, ERXIIFLTIC
ELFEMY D D, AROREPRUERERIZIZ, BEOBBELZTITTV, REHIRE
D LIWICHRITIE, FEB LI FRITIS U M2 ek & BBk & [ IEAT & E#E LTl
28R 21TV, BEORZERIGIC L ZBHERREDN 25610, BIBRERLV
EVROREEDHEGRNBEEIT O LENRDH D,



3. ERPRRRAR
RIS R e TR O BRI 0 &R 5T 2 17 - 72 72 BRKHUBR O FifR %
N IS

[B2hE]
EEEIRIFMAARBR (KEYNOTE-426 #BR)

b ZRFRVERRE 0 72 BTSSR R BE SUER R O B B AT RE A8 861 1 (AA
AU FEET) #RBIC, A=F=F Y I3@E UT (RA=F=7] &5, ) 2%
HBL LT AR E T XL F =T L OBRAKRE UTIAF/THrF=71L0n5,) 3
OHEPHER EEENR S, FTEMMEBIZ2EFSM (BT fos) &wd, )
ROEREAGHR (BAT (PFS] &\, ) &0, AR/ THRUF=TF, A=F=
T LB LT, OS RIO'PFS A EICHER L7z,

*1 : American Joint Committee on Cancer J5 A5 38512 2-5 < JRHAIV

*2 150 mg 1 B 1[E 4 BEHE% 2 BREIRSE

*3 : A% 200 mg 3 BRI (UTF Q3w &\Wo, ) THIRNKREL, 7% F=7%5
mgl1 B 2E (BT BID] &5, ) RAKE L, 7V F=7OKRERIL, Smgl
A2 ETERETS 2a—Z (6HM) ULIBEFMRHY ., Grade 2 ZBRZX 57XV F =
FORWERANRED LT, 2 oMmEA 150/90 mm Hg L FIZEHEINL=HA. 7mgBID
~OWEREFRRE L, E-RAKEOEES AV, 10mgBID ~DBEELFEEL Lz, 7
¥FoF=71%, BHEROER, BEEZICE U THREIRE (3 mgBID, KIZ2mg
BID) bAR[REL L7z,

#£1 AR (KEYNOTE-426 k)

KEl/ T X F=TRE RA=F =T
(4324) (429451)
il (B) NE NE
[ (95%CI] [NE, NE] [NE, NE]
0S™ | N¥— Kb 0.53
[95%CI] [0.38, 0.74] -
P A" 0.00005
il (B) 15.1 11.0
[95%CI] [12.6,17.7] [8.7, 12.5]
PFS™ ™| NHF— FEE™ 0.69
[95%CI] [0.56, 0.84] —
PfE" 0.00012

Cl : fEHEK R, NE: HERT., *1 : TREFTEOT —4F (201848H24R Ty bA7) | *2: /8
Bl Cox tbBINY— REFANC LB R =F =T HFH L OE, *3: Billu 77 7 HRJE., *4: RECIST
FA BT A LIRS E-S < SR TSz o) E



100 frvor<
90 - ey
80
. 709 A=F=
X 60 -
H‘SO_‘
a0
30
20
10 -

EHFI200 mgQAWR U7 F L F=T

T e

0 4 8 12 16 20 24

at risk#y &AM [R]

A#I200mg Q3W KU
PEYF—F 432 417 378 256 136 18 0
AZFZT 429 401 341 211 110 20 0

K1 OSD AT D Kaplan-Meierii#} (KEYNOTE-426338R%)

100
90
80 -
& 70
60
1 50 1
i 40 -
30
201
10-
0 -+ r e : - — -
0 4 8 12 16 20 24
ot riski RIS 2N ]
F#/200mg Q3W 432 357 251 140 42 3 0
RUP+YF=7
A=F=7F 429 302 193 89 29 1 0

X2 PFSO RN DKaplan-Meierdi#i (KEYNOTE-42638)



[Zefk]

ERs LR P MAERER (KEYNOTE-426 )
BEBRIIAR/ 7 X F =7 R 422/429 B (98.4%) BRUR=F =7 423/425 B
(99.5%) IRBD LN, IFREL ORRBEFERTETERVWEEERIX, £ Eh 413/429

B (96.3%) UK 415/425 Bl (97.6%) [T LTz, WT OB THREERR 5% E

OEIERAETTEROEBY ThoTz,

£2 VWPhhORTHRIAEN 5% EOBIER (KEYNOTE-426 BB  (RSMEARIT EME)

BENKSE Bl (%)
(8OC: System Organ Class) FHl/ T X F=TRE R=F =T
EAFE (PT: Preferred Term) 429 #7 425 15
(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
2EMER 413 (96.3) 269 (62.7) 4 (0.9) 415  (97.6) 244  (574) 7 (16)
MR LY o KRR
Hifn 12 (28) 102 0 69 (162) 13 @a.1) 0
A I Bk E (12) 0 0 37 87 6 (1.4) 0
HFHERBAE 6 (1.4) I (02) 0 79 (186) 28 (6.6) 0
M/ RIBDIE 8 (1.9) 0 0 94  (22.1) 22 (5.2) 0
P S
FRLR M TUHESE 52 (21 4 (09 0 14 (33) 0
R R REIE T A 135 (31.5) 1 (02) 119  (28.0) 0
B BRE
RevE 23 (54) 3 (07 0 16 (38) 0
ER ) 31 (7.2) 0 0 29 (6.8) 0
T 210 (49.0) 31 (12) 0 175 (412) 19 4.5) 0
0 PR 17 4.0) 0 0 22 (5.2) 0
HIERR 12 2.8) 0 48 (11.3) 1 0.2) 0
B RE MR R 6 (1.4) 0 0 34 (80) 3 0.7 0
B 91 (2l2) 2 (0.5 0 111 (26.1) 4 0.9) 0
oMk 61  (14.2) 307 0 86  (202) 9 Q.10 0
g 34 (19) 1 (02) 0 56 (13.2) 3 0.7) 0
—f% - EHEER L UREMLORE
& IIE 50 (117) 6 (14) 0 54 (127) 12 ©8) 0
Y 130 (303) 10 (23) 0 142 (334) 21 4.9) 0
FERED G HE 55 (128) 4 (0.9) 0 90 (212) 7 (1.6) 0
B 16 3.7 0 0 24 (5.6) 0
BRI
ALT i/ 102 (238 52 (121) 0 54 (127 1 (2.6) 0
AST H#5/0 97  (226) 29  (68) 0 59 (13.9) 7 (1.6) 0
M7 V7 F =M 24 (5.6) 0 0 30 (7)) 1 02) 0
1 A PR AR 3 L L HE 22 5.1 0 0 2 (52 0
FF P EREIRA 3 0.7 1 (02) 0 48  (11.3) 29 6.8) 0
/B 14 (33) 1 (02 0 76 (17.9) 31 (7.3) 0
EBD 41 9.6) 6 (1.4) 0 36 (8.5) 0
B 1 BRI A 1 (02) 0 0 37 (8.7) 11 (2.6) 0
Rifts X OGREE
RBRER 94  (21.9) 9 @1 0 106 (24.9) 2 0.5) 0
&Y >R E 6 (14) 2 (05) 0 26 (6.1) 11 2.6) 0
HEERR L URSSEREE
A 52 (12.1) 307 0 15 (3.9 2 (0.5) 0
PR 23 (54) 0 0 16 (38) 0
TR E
HHERE 40 (9.3) 1 (02 0 129 (30.4) 0
) 35 (82) 307 0 33 (7.8) 1 (02) 0
Wi L ORESHEE
=) 66 (154) 11 (2.6) 0 39 (92) 6 1.4) 0



BERNKDIE Bl (%)
(SOC: System Organ Class) AE/THvF =T R=F =T
HAEE (PT: Preferred Term) 429 5 425 {5
(MedDRA ver.21.0) £ Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
PR ER, HIRR X OWERRRLE
N5k 32 (7.5) 1 (02 0 12 (28) 0 0
HEEE 98  (22.8) 1 (02) 0 12 (2.8) 0 0
POk BB 28 (6.5) 2 (05) 0 16 (3.8) 2 (0.5) 0
A i ‘ 19 4.4 0 0 32 (1.9) 0 0
BB X O THBER
id 1% 27 (6.3) 1 (02) 0 35 (82) 0 0
FE - RPERFOREFSERE 119 (277) 22 (50 0 168 (395) 15 (3.5) 0
% HBEIE - 53 (12.4) 1 (02 0 18 (42) 0 0
35 46 (10.7) 1 02 0 38 (8.9) I 02) 0
& FEE
5 IfL 179 (@417 91 (212) 0 184  (433) 78  (184) 0

B AE/TXF=T RO CTEEEMER 1246] (2.8%) . KBR - NBK -
HEOTH 406 (93%) . #REER (X7« NU—EERE) 246 (0.5%) . fFige
fEE (ALT RN AST #9072 ¥ OFFSREREMERY 23T0) 15041 (35.0%) . FIRIREE
B HEREFEE 101 (2.3%)
1 BUREIRIA 1 61 (0.2%) . BHREREE (RMEMEMERS) 961 2.1%) . Bk - K
KCERRRAE 4 51 (0.9%) . BIEFEIE 45 (0.9%) . LK 26 (05%) . SEIE
% 161 (02%) KU infusionreaction2 i (0.5%) 2SFB¥ bivfe, Eic, HEDKMIEE

(FRTEHREIRARAE GERE, STALEE, FRBES) | R, INAK - BEIRA. ERRMKRESF

(ot MR VESRBERS . ISMAER L, FRZFBREE, EIRAIERAE %) | MERARIERE
BROBEZIRD bhied ok, ARERARTRRIIEESR BRREERE L 3T)

BEREE 16561 (38.5%) . TEMAHAEEE 5H (1.2%) |

EEDEERERT



(A - RE]

AROBEFARYBBETAEZFIBLEZY I 21—V a2k v, AH| 200 mg &
Q3W. 400 mg % 6 BRI (LLT QW] &\ 5, ) Xik 10 mgkg (KE) % 2:8MH
e UUF TQawl &5, ) THEE L7ZBROAR O mFEHRESRFT SN, O
B AK| 400 mg & Q6W THE L BROAF 0B EIRMBICIST 2 FMiEPHRE (T

[Cavgss] VYD, ) 1&. AH 200mg & Q3W TIE LIZBED Cuvpss L LT 2 & TFHIS
iz (FHR) . £72. &FF400mg * Q6W THRE LB OAK OEFIRBIZRIT 25E
MIEFEE AT MChaxss) £V, ) 1E. AFI 200mg % Q3W TEEG L72FED Craxss &
L CEEEZRT ETFRISNZLO0, BAABEICBWTAFE BRI TVD
L - ABETHHEHA 10 mgkg (FE) % QW THE LIZEED Caxss & Hl U TERAE
ERTEFRENT (THR) , S5, BENEAERSEZXIRICTAHF 400 mg Z Q6W T
BE LU= EIERER (KEYNOTE-555 38%) X 0 &5 ERHEICE S < Emamg s
FGRA—HF. I alb—a XV TFPRILEYERE AT A—% LEELEZ(TR).
MZ T, BEOMEII T 2 BRI ES & | AR ORFER &AM UIR LM
L OREZ R DBRBERISE T NVOREBE I L, AH 200 mg Z Q3W X 400 mg &
Q6W THRE L-BOREER L A IZEMN & OB VW TR SRR, L
HORE - AROBTEDIERUOL2MICHRZEZRZ RV E TFRIS L,

#£3 FHORYWB T A —F

P Conax Cave Crel Crnares Covgss Crings
(ng/mL) (pg/mL) (pg/mL) (ug/mL) (ug/mL) (pg/mL)
200 mg Q3W! (58.55?.5]9.7) (27.%1’,7'298.1) (17.1;?11 8.3) (91.97?'984.1) (49.?;(,)'; 1.0) (30.35?§1 4)
ADImEIQONT (12;,2324) (32.?)?';2.7) ( 10.11(,).16 038) (142“1;49) (50.51(.).57 1.3) (19.?;(,)'230.9)
42%5%%?N (w;ifgao s 041220 N B N4
10 mg/ke Q2W| (21§,2223) (14;#1‘45) (11;,1 ?21) (42:,2233) (272.7382) (19;,9;00)

$:n=2,993, 100EDYI 2 b — 3 XY EHSNESMEREDOPRE (2.5%R.97.5%) « Crax : HIEHR
BEHORBEMIEPIRE, Cog : PIEREEOTHMIEPRE, Con: AERER (A 71 2 RE5HT) OKEMTF
PR Cracss | ERRIBIZHT 2 BB MBPIRE, Cavpss 1 EFRIBICRT 2 FEHMBERRE, Crinss : EFIRIEIC
B} B BRI E

1 56 BIOBTIEIHE (95%{FREXM)

§ : 41 BIOBTEEIE (95%IEEKMA)

NA : %3572 L




4. HERRIZHDWT

EHMY A7 EREE RMP) IZES%, AR OEKMEZLEETRIEE~D % KH
BHHMRTH-> T, AKJOBRENE BELZZHE - FEL. AFOREIZLVESE
REWEREZRBR L BRICHIE T2 Z EBMERTZD, LTOO~@DT RTEME=TIE
RICBWTHERT & TH D,

@ MERiIz-OWT

D1 T (1) ~ (5) DVTHNCHEYTHIMRTHDZ L,

(1) EEFZBRESEET 28 ARFEERLSFBES GOHERFRS A BFESEILRRE,
HBIER S A RSB HE L rORRE, HEIES ARSI RE A2 &)

(2) FrEHSEERE ‘

(3) HERFRMBENEET 2 BARKEERR (BABRESEER., BADRERE
AR, DA B RGEE R L)

@) AR FEREZEZRE L. SR FREMNE 1 ISR FRIEME 2 Ok Y
AR DR ETT - TV B Hask

(5) PLEMEEAINTEEME ORI AR E BHEIT> TV 5 HEER

@-2 BRI OLERE R CRERRBRRE ORS00k & BBy OB (T
ROWVTNNITEE T HER) 25, HRZRHMOFHICETHRORES & LTERE
INTVWBHZ L,

R

o EEMGRIFREE 2EONBMTHERET LI-RIC SEL EORAIEROBRWEZ1T
STWBZE, 595, 2FU LR, DARYRESZ L LEBRIEBEFZOMEEIT
STWNWAZ &,

o ERIGRIFIGE 2 FOMMTHEZET L72RIC 4 FULOWRERZDBRIKTHE 21T
STEY, 95, 2R LR, BHME DN AWK EY E L0 ATRROBRIKRTHE 21T
STWVWBHZ &,

@ BADEXMFRERBOEHIZONT

ERLIERERINEET 2EAENRB S, MEMENLOEREQD., Aot - &
EMERZO/ROETHE VEMEICHT 2 EHRIBMHE, AEBFRPIBLE LEBESORE
£, ERBECHIITONBEHIBE-TNAEZ L,




® BUWER~DHIBIZONT
®-1 HERAERICEIT 5 EE

REERREBRZEDEEZBIERNRAE L-BRIT, 24 BRI ERER O T, YihEiR X
HEEMERICBWT, BRLUZBERCR U TARERR G CT E0RIEH ORI LE
RBREOKRENY APIZEON., EHICRIGATREREHINE > TNWE Z L,

@2 ERRBEFCLIAFTESMNSICHETIER

NASEICHED 2EPN AR EOCREZ AT IEREFEVRIEAE=4 ) 7
EEDTERDR Y ) —= 0 T RITVERE L ERE LA TE 55— 2EREHBE
BEINTWAZ L, BB, BHEHIZOVWT, BABE L ZOFRRIZTHHIAMINT
WwWaZ &,

®-3 BMEROBHIRHIICE LT

BV (RIEMEMRBICIE, KB - /NE% - BEOTH, BREFE - FRE - T
PEREREE - BT - BR(LMERRAE K, BHREEE (RAETMEEBRSE) ., NowEE (T
BAMBAEREE, FIRBSERES, BIBMERS) . 1 BRERKE. 5& MK, HiRk - B
RARIE, ek, BEE O WES (PHEEREEMARE, REHRIREGRRE. SAL
BE. JAREIELE) . infusionreaction, AM% - BEfRJc, EIEAHEAEE, MRREE (X7 -
NU—EGREE) | DS, EELMIEREE (G M/ MUORAO SR, SR,
FRIFERES ., ERRIES) . MIRARERR, BE%) LT, YR ULERHE
PR O EMME AT 5 ER & #EE L BIEROZECRGICE L THRERUIEL R
ToNBEEFICHBE L) | ELICHURLENTE 2BH5EB->TVWDH I L,

10



5. BREXNRLERDBE
(A2 B 2 FR]

@ [(bHRERE O RWIRIBEIRREE S TEBME O BHRBEBREFICB VT, A& 7T
F=T L OHRABRSOAMEIREIN TS,

@ TRICEYTIBEEICHT A2ARFNOER G R OERHFIEICOW T, AFOF MR
ML ENTEOLT, FAlowEXFRE 2L,

. MBI
. RAOHMBES

¢ OTHADOEZMEIREEN TRV MOTUEMIERER & Oft RS

[Z2MicB¥ 25HE]

O TRICEYTIAFIZOVWTHEAROBRENBRE L INTWVWA I b, EET

binwz g,

o AADERSIZR LBBREDBEERED B 5 BE

iR

BREATOFHMIIZB W T TFRICEY T 2 BF IO VW TE, AFloFSIHE S 2V
L OTERBRIRER 2 WBEICRY , BEICAKZERTIZ L E2EBETE 3,

«  REMEMRBOSHUIEEDH 5 BE

o MEREGRRE TRER 2B 5 BE K UTEEIME O HUIF BRI R G &
EORICREMRLDE O 5 BE

«  HORBRBOAH XILIBMALRE L QIXIERMED B DRRR B OBERED

b5 BE

o BBEE (GEhHMREEEEST) OboERE
¢ REROBREXIREEZFETLIBE

(D Karnofsky Performance Status (PS)

Karnofsky Performance Status 70%5 @0 0B #H

Score

EE

100

EH, RBICHTABREOHFLNR, BERERZL,

EHOEBN IR, MU REENLER, 90

BEVERRERIT S 203, IEHTEBITRE

80

2720 BRRIERD H 2, BALTEROEB

BT D LI REE, BETEBETE T, F[ 70

B BHOHFEITE DN, EROER - 832 2 LIIRATHE

HIFEEALBEARRBRIZLIZLEDTHD, | 60

HROWCKERI LI TEEN, LEEENPPLE

Hx REEONBZLELT D, 50

AREEE LEEE X OCEHRRERITANLE

40

BT, BORERBSIUOEENLE

BOEYDZEZELTTE AR, HRdHD\| 30

LB ARPMERENFELES LEE o T

BRREOE# L RAEOEBELELT5, KEA[ 20

FHEFICEE, ABRSBE THANRIGRPLE

REEIZEIT LTV A TSNS B, 10

FEHANB - TN D

3t

11




6. HEIZBHELTHERTREEH

O WACBZICM, MERGES DRIET 5 BRI E S & FH ORI R OSE IERE
BODICHERERE +SICEBR L TOrLERTHZ L,

TRRBAIRIZ eI B, BENITF ORBICADIER ERELZ 3B L. ABE2E
ThbEETHZE,

ERBIERO~RX Y A Y MZOWT

@

®

REMHRBR S HDbNE 2 ENHBDT, FHENORSITH Tz - TiE, FIHE
W (B, PEREEE, mikE) ORREUE X RREOERSE, BEr 1
SITATD 2k, £, BB UTHE CT, miE~—V—%0RELEHT
BT,

infusion reaction 233> 535 Z & 233 5, infusion reaction AR b N HEIC
X, WERRABEEITO &L b, ERAEET S E TREOREEL+4ITEE
TBHILE,

RIS REMEE . TRAKEEERVRIBHERER S b2 LBHDHD
T, AFIO®RERIGHT R O SR FIXEHANC N> WASRERE (TSH., dEHE
T3, WERE T4, ACTH, MHPaLF YV —NVEDORIE) 2 EHETHZ L,
BIERTZ. AL, FFHSRERE, FF&, BILERERRHLoONE I EHRH D
DT, AR OFGBEHTR O SR IS iTsRERZE (AST. ALT,
y-GTP, Al-P, B ULV %R0ORIE) 2EBTHI L,

REIER (P RARIEESEERAZST) SOERRREERH LD
TERHBHDT, EHNCIROBREOREEZMRTHZ L, 72, RORERN
RBHOLNTZHAITIT, BOPCERBEEZZ T L 5BELRETHI L.
AFRNOBEIZLY | BEORERIGCERT 3 &5 2 bn ik REBRWNE
BHoLbNEZ R 5, RERXRDOLNIEHEIIE, BRLEBRIZL LR
BRI 72 E0ik & IRBRZ B O EAT & HE U GES 2RI 21TV, REDORE
KR & ABRIERRREDN S BAITIE, AFIOKRETHIE, RUBIERE
NEVHIOBRES2EZBTHI L, B, BIRKERNE OREFIZLYEIE
FOBENRD LNRVIEAITIE, BIBERERNVE LSO R MHIH OB
LEETDHZ L,

BEH&THR, SCAEBN OB ARB L TOrLREERARREBATAIZ L BH L7,
AR OFBEERTRICHBERORBIZ+HAICTERT S 2 L,

1 BRI (BUE 1 RO RR 2 aTe) Abbbh, BREES TV F—v R
WELZENHDHOT, N, Bl BHEOERORILMEFED EFIZ+
SEBTAZ L, 1 HERBENEDNEAICFERSE2TEL, 12D R
BoBREZOBYRABEITO 2 L,

AR OEEKRRRICBWNT, BE5HHEMNS 2BR, UMIZS4BBEET6EIE, 20
# 2 B LIZADEOTMEIT- TWEZ L 2BE T, AFRESFITEMOICH
BRETHROMREZITO 2 &,
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BoEfERHEETA A
Ravnl) X< (BRIEFHEEEZ)
(B4 : ¥4 b —F BB 100 mg)
~BESEI A~

wMTEL 2 A (#7034 8 AET)
BEXBE




Bk

SR~

LI

AKIOKEH, ERHEF

B PR AR

)i e ANE
B’E5xXRERDBE
BECBELTEETREEH

P2
P3
P4
P12
P14
P16



1. XC®IC

ERRBOFDM - BEVOHBEOT- DX, BWATEZFICESWZEERFERANRD
bhd, &b, ITEOHERMOERIC LY., FUKEIRRZ & OEFR L FHRIERE
FEELPARENIPT, IRODERRZEICHNELRBEICRME TS Z L BBRED
BELR-TEY REMEGEE L hEDOEAT #2016 (FRL 28 6 A 2 BREERE)
ZEWTH, BEFNERGMEOFERORBEILHELZRKEZ L & STV,

FRERSFERRIL, FRERRLPEEM 0 7 7 A VREFEOERR EHL R
RBZENHD, ZOD, AHMROCEZEMICET2HHRN+2ERET 5 E TOM.
UNERMOBELZBZITZ I ENMFINIBEICH L TERT S L L HIC, BIFE
RAMRRER L -BICLELRINE & 5 2 L BNARR—EDOEM 2z 3 E R <6 H
THILREETHS,

LR oT, KA FT7A4 Tk, BREESSINE TIZBELN TV A EFEIKFER) -
AR RMICESE, UTOERRORERFERAZHET 28RN LMNERER, X
FROBESEELTT, ’

RB, KA FT4 0%, MATEREANERLERBHREOHEE, AtEEANABAR
BREREY S, —BRAFAEAN B RERARES, —REFEA B AR REGERZS R
AEHEFEA BAROEARFES OB IO b E/ERR LT,

KRERBDERL : XA M—F REFE 100mg (—i4 : RXa7 0 ) X<7 (#is
FHAHL 2 ))

NBERAIPEIHE  BRILERES 2B T 2 BEENE

HBLEARERCHRE  BE. BAIIZ, Na7u) X<v7 (#cFHE#Ez) LT, 1
[@ 200 mg % 3 BRIMIFE I 1 18] 400 mg % 6 @RI T 30 2/
2T T RIEFHET 5,

B R B ¥ F  MSD KX &H:




2. AR, 1ERBF

XA M —F RE#HE 100mg (—iR4 2o 7n ) X< (HaTFHERZ) ., T IR
# 2v5,) i, PD-1 (programmed cell death-1) & %D U & FTéh % PD-L1 KU PD-
L2 L OfSALZEERET S, £ MEgG4 £/ 7 u—F A5k TH 5,

PD-1 R¥KIT T FMa e s 1 Sk 5 72 DI S AR SR R 3 2 72 Sa e il
AA v FT, PD-1 13, @FERBICE O THESER T MIROMIRREICETRL, BCA
BRSSO ARVELRRI R B SEHI#ET 5, $72b%, PD-1 XV T FEks
BTAZLICEVRRSARIC LAV IV EZAICHETA2ZSFETH S, PD-LI
DEFMEMIZIITBRBITDO TN TH L, ZLOBAMBTIE T Miao@E 2z
AHIZLBENCREB L TWA, BAMIIZEIT S PD-L1 OBEREIL. B, RE.
FFAERGRE . SRBAE. FE/ BRI & O %2 2BATTFHRARRATTH D | EVAEFFER
& OFEBIESBE SN TV 5,

BE DN A DK T#% & PD-L1 RO S, PD-1 L PD-L1 ORKIIEE O
AERBC W TEERBREZHES Z L ARRINTRY  Fiiz 2B ABROERN L L
TR SN T3,

AFKliZ, PD-1 & PD-L1 RO'PD-L2 OV H o FORAEMRET S LIk D, EE
wNREPORESRAMREEN T Vo 8R2ER bS8, EEaE L BEE
T5Z L CHIEBRELRET D,

AFIOVERBFCE S RBEOREIGIT K 2BWER%EYR S bbh, ERXIIETIK
ELAEERD D, AROREFRURERITIT, BEOBEL 2TV, REVR
» bNTABAITIT, BB LRI U E R 22 i & B & 15O E AR & EHE L Tl
R ERIRET 21TV, BEOCRERIGIC X SEIEAR DN 2 HE T, BIBREERV
ELAIDOREFEOBEYRNEETT O BEBH D,



3. BRERBuER
BRI RREBZ A 4 2 0EER O AR M E T o 7ToER Eﬁﬁk%‘ﬁ%ﬁ@ﬁi%ﬁ %
T,

[FzhE]

ERREFFE MR (KEYNOTE-048 k)

LFPRERED 20, B O, B - FTHBERUMREOBFR ILERERZF T
HIESEER T LR ERE 882 Bl (AARAN 67 Bl2aty) ZxRMiC, VX~ (&
BT z) CUAT eYyXe<7] E0nd,), 7adruZvn (BT I5-FUl &
%.) ROT 7 FFRRAOHRES ((LFERER) 22XBE LT, 5-FU LTI FF8]
KOG T TAAIR & (I OF R 5EE) ° R OAHA| 200 mg % 3 BRFFR (CLTFTQ3wW)
Lnd,) BE (AFIEMRERH) OFMERVEEEIRFT SN, FEFMERD
—D L INELEFHR CAT f0S) &vH,) 1IZ 20T, ITT £FICHBWT, AFIHF
AREMEFERE L B L TARICER L, £72, AKBEMBIEIILFRIE L B L
T, ITTHEAIZBWT, OS I3 %R L, combined positive score™ (LA [CPS] &
W3, B 1ULOBEEMIBVT, 0S DFEREENHED b,

1 RFTREICT 3R E LT EHRIEZ S LBRNER ST TV BF Tk, 4%
ROBKIERB»B6H AU LBBAL TWBHAIE, MAANFRE Shi (L,
WKIAIRSE T %6 % A LIPITEBEIT LIZBE818R<),

*2 2 XwT (F]E400 mg/m?, 2[E] B LAE250 mgim?), A7 T F 100 mg/m? Xith
WRTZF 2 AUCS (mg* min/mL) & TNS-FU 1000 mg/m¥day (4 B PIFEHGE A HES)
DIFIZ QAW (Y Xy <7 DA LAMMR) THRKAK6=—RAEREHK, Y F+7250
mg/m?% 1AM ER TR E Lz,

*3 1 AF(200mg, AT T F 100 mg/m>IEHNAVARTTF L AUCS (mg * min/mL) K Ov5-
FU 1,000 mg/m?day (4 B BIFEEARRE) DOIEIZ Q3W TR K6 — AR5, AHKI200
mg % Q3W THRE L7z,

*4 : PD-L1% 3835, U2 #0fa% (BEREMIE, v~/ n 77— k0 V33K 2REEMRET
L. 100% 3 U 7= $0E,

£1 FHFAREOEERSR (KEYNOTE-048 3RE)

AR 58 {LZERIERE
(2814 (27845)
FRE (A) 13.0 10.7
[95% CI] [10.9, 14.7] [9.3,11.7]
os*! NPF— KL 0.77
[95% CI] [0.63, 0.93] -
P {E" 0.00335

Cl: EHEXE. *1: BRI OT —% (201856138 v bA 7). *2: JBH] Cox Hf ¥ —

REFMC L DILERIERE L DB, *3: BRI /T 7 RE




HHEE (%)
N8 8% 8

A #200mg Q3IW,

N

7 757 WH K US-FU

e fl:ltlllll:ln p TS

wvxyer, rorramposey . iy,
o By
0 5 10 15 20 2 0 35 40
AR (A

at risk%k
A#200mg Q3W,
75 ?fﬂ%‘]&US-FU 281 227 169 122 75 40 10 1 o}
;; ;;;ﬁ;ﬂkﬁ(ﬂS-FU 278 227 147 100 51 20 5 1 0

1 FFBEHEE O 0S O EIAZHT R D Kaplan-Meier Bi#} (KEYNOTE-048 3R

#£2 FHHEMBEOF MK (KEYNOTE-048 RER)

AH B 3% 58 {LZERRIERE
ESS 30141 30041
FofE (H) 11.6 10.7
o | [95% CI] [10.5, 13.6] [9.3,11.7]
N Rl P 0.85
[95% CI] [0.71, 1.03] -
P fE" 0.00014
G 2576 25541
FofE (A) 12.3 10.3
CPSZ10 | o | [95% C1] [10.8, 14.9] (9.0, 11.5]
BEEH NP — R 0.78
[95% CI] [0.64, 0.96] =
P {E™ 0.0086

CI: (ZFEKE. *1: RO T —4F (201861385 v b4 7)., *2: A Cox Hef ¥ —
REFNC L BIEFPRIER L OB, *3: BRI /S 7 RE GELMEPHE)., *4: Bilns 7

v IRRE (BERVE P fE)



8

© |
& |
70
g 60 | A #1200mg Q3W
o 50 ¥
3 | /
= 40
H /
30 I
‘"uu “"immu"
20 iy LR
Y RveT, 7IFF AR USFU L1y iy oy
10 1 I
0 |
0 5 0. 15 20 % 0 3% 40
AT [A]
at risk¥k
ZK200mg Q3W 301 225 172 125 81 37 18 2 .0
EVFIeT,
B e 245 158 107 57 % 10 1 0
100 | |
20 i
80 |
70 ]
g | | A #1200mg Q3W
50 |
B
&t 4 illﬂ
€ | "y iy
& L T T
wyxver. 7orrmmrosau Wl iy
10 [ 1l |
0 - - .
0 5 10 15 20 2 K| 3% 40
AFHR [A]
at risk3t
j:ﬁ“zoomg Q3W 257 196 162 110 74 34 17 2 0
YRS, 265 207 131 89 47 21 g 1 0
75 I MH KR US-FU

M2 AFIBPEED OS D RIAENTFD Kaplan-Meier Bi# (KEYNOTE-04838)
(kR : ITT4£H. TR : CPS210BFER)



(PD-L1 ZEEARTLHI DA i)

E IR MAARE (KEYNOTE-048 3AR) [CHMAANONT2BEDT —FIEIE,
CPS BICHRMT 24T » Te BME (IRROZBIT 28 Te) ROREMOFRRIZUTO L RY
ThoT.

AR ERBEGREOESMEICE LT, CPS 28 1 Ri§OB{A I L HRIER L 1 ZIERERO
ERThHoT- (3, K3),

AFIBEIEE 5 OA B LT, CPS MMEW\E CLFERER I 2 K| Bk 57
DO P — FEERKE L R BEMPFED S, CPS 28 1 RGOHZAITIEINF— NN 1 %2
EElo7 (R4 KUK 4),

723, PD-LIOKBRRICL LT, RFOEREMT 17 7 A VIZRRTH > 72,

# 3 KEYNOTE-048 BB 35T B AL M0t H R CPS BITo 08!

PD-LI %5 BB Bk **1%3[;5;%’@] /E;;&fb ﬁfﬁf »
st Mimwm 8 worpams M7 D1

1=CPS<20 ZFﬁig;ﬁg# :;g 19297 [[52’111553]] 0.75 [0.57,1.01] *? 0.25
v PRI BT o

Cl: {EEXA. *1 : PRI OT—4 (20184 6 B 13 Bh v b4 7) *2: 3EEHI Cox tHINY— FE
S (VRFERIMENT) . *3 : ECOGPS (0, 1) RU'HPV B (k. &) #BRIETF & Liz Cox LBINY

—FEFNV
ORI 100
& w0
8 B
| 7
NS » A HI200mg Q3W, 7T FHNAIKUSFU <3 XY R, FTFHBIRUSFU
N 60 | = £0-|
| / . /
o W 9
e Uy Koo
H 1y H = |
ey “Il | LTI / Iy I
2 iy iy 2 i
o TYXYIS TIFIMARUSFU R 0. AR20mg W, 77 FIMARCSU |
! |
0 - 0 '
0 5 10 15 0 % B/ 0 0 5 10 5 2 % @ 35
- HEAFIAR [A] . AAE [A]
ff;’ﬂ_} sz:'rir-s-m 22 187 144 109 67 % 9 1 0 ?@‘J}H\_ Qaa\&vs.m a9 30 % 1 8 4 1 [}
Y wresw T WM ® e e 5 1 oEYRAA e w s 7 8 4 0 0

E 3 KEYNOTE-048 BRBRIC 1} 2 A 6EA# 58D CPS B TD 0S8 OFRAAZHTRE D Kaplan-Meier iR
(EH : cps21 0BERE., AR : CPS< 1 0REME)



# 4 KEYNOTE-048 BRBRIT 3317 % A Bif# 5.0 CPS B TD 08

; FRE [95%CI] NP— KL REMER®D
PD-L1 5 BEH Iz (#R) [95%CI] p f&
K| 5B 44 7.9 [4.7,13.6] .
RS (LR 45 11.3 [9.1,15.9] o [Dsen] o
1=<CPS<20 BN 5 7 124 108 [9.0, 12.6] 0.90 [0.68,1.18] *2 0.028

{hERRIERE 133 10.1 [8.7,12.1]
AR 53 133 14.9 [11.6,21.5]
LR AR 122 10.7 [8.8,12.8]
Cl: BERM. *1: PO —% (20186E6A13R v h47) *2 : IEBRCoxHLBINYF— FEF L (I
FREIMENT) . *3 : ECOGPS (0, 1) RUHPVES (BtE, ki) #BRIET L LizCoxtbfi g — FEF NV

CPS=20 0.61 [0.45,0.83] *

] | 10
© | @
@ | ]
. =
o - @ Y Fv~d | F7FHHEARUSFU
S w® | I 1 200mg Q3W s @ /
B W
ko L
||||| ny, #
4 @ v "'i Mg g . A
2 i B ey i |
o TV, 7’7a¢+m4§ﬂmm Wiy gy Hi| o L
0 . - 0 .
0 5 0 65 0» B B B 0 5 2 15 0®» B B P
- AFHIM [A] el ATFHR [A]
nsi at nst
AF200mgQ3W BT 16 @ % 7 2 0 AflzomgQw M4 00® W 657 3 1 0
;;Tf’;!;m&wm o w8 a2 o 1 0 *;‘;’;?;;;m w® ® 7w 5 1 0

4 KEYNOTE-048 RERIZ 31T 5 AFI B EBED CPS §ITD 0S D HMAEHTRD Kaplan-Meier R
(2R : crsz1 oREMRE, £H : CPS< 1 DRAEME)



[Z2tt]
OEERLRFMAERE (KEYNOTE-048 #i#)

HEESIIAFIGHESRE 271/276 1) (98.2%) . AF| B 58 290/300 B (96.7%)
B OMb kRt 286/287 5l (99.7%) 1Z3BH b, {RBRE L ORRBHEBEETE RN
HEBLIT. ZHEhH 263276 f) (95.3%) . 175/300 ) (58.3%) & 0% 278/287 il (96.9%)
WED LN, WTNHDOBETERABEN 5% U LORIERIITROLBY ThoT,

£5 VWThLrORTREMAN 5% EORBIVER (KEYNOTE-048 BER) (VAT &)

HERIKSE (SOC: System FE (%)
Organ Class) AR 5 AFHHEM 5 {LFFRIERE
HAFE (PT. Preferred Term) 276 300 45 287 #l
(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 & Grade Grade 3-4  Grade 5 4 Grade Grade 3-4  Grade 5
2RIEA 263 (953) 196 (71.0) 10 (3.6) 175 (583) 49 (163) 3 (1.0) 278 (969) 195 (679) 8 (82)
MiEB LRV VR EEF
=yl 133 (482) 52 (18.8) 0 12 @0 2 07 0 118 (41.1) 42 (146) 0
FEBPELT P BRI RE 21 (7.6) 21 (7.6) 0 0 0 0 12 (42) 12 @42 0
B 1L BRIAME 34 (123) 8 (29 0 2 (07 0 38 (132) 16 (56) ) 0
HF FER B SE 91 (330) 50 (18.1) 0 3 (L0) 0 0 90 (314) 59 (206) O
/MR BAE 75 (272) 24 (87) 0 4 (13) 1 (03) 0 63 (220) 24 (84 0
BB X USKKREER
R 15 (54) 0 0 0 0 0 16 (5.6) 0 0
P2 W
PR BRI REIE T 35 (12.7) 0 0 39 (13.0) 0 0 1 (03) 0 0
BBEE
B 28 (10.1) 0 0 9 (3.0 0 0 31 (10.8) 0 0
TH 49 (178) 3 (LD 0 16 (53) 1 (0.3) 0 75 @61) 5 (17) 0
B 124 (449) 15 (5.4) 0 12 (4.0) 0 0 131 (456) 16 (5.6) 0
BN%K 67 (243) 22 (8.0) 0 2 (0.7 0 0 69 (240) 10 (3.5 0
VR 75 (2712) 7 (25) 0 7 (23) 0 0 64 (223) 5 (17 0
—# - SHWER LRSI ORE
Fiiatin 33 (1200 8 (29) 0 7 @23 1 (03) 0 30 (105) 6 (2.1) 0
V%t 84 (304) 19 (6.9 0 43 (143) 3 (1.0 0 83 (289) 11 (3.8) 0
BB 18 (6.5) 0 0 4 (13) 0 0 9 (3.1) 0 0
D RIE 77 (279) 26  (9.4) 0 8 Q27 2 (07 0 76 (265) 14 (4.9) 0
FE8 16 (5.8) 0 0 10 (33) 0 0 12 42 0 0
RBRES L OFLERE
JNE % 0 0 0 0 0 0 33 (115) 0 0
HE. PEBICLBEIHE
A S 2 07 0 0 1 (03) 0 0 16 (56 3 (L0) 0
797353
ALT #34n 10 (36 2 (07 0 7 (23) 0 0 15 (52 2 (07 0
M7 V7 F =8 30 (109) 1 (0.4) 0 207 0 0 15 (5.2) 0 0
P EREORD 46 (167) 28 (10.1) 0 1 (03) 0 0 54 (188) 35 (122) 0
/MRS 51 (185) 14 (5.1) 0 1 (03 0 0 46 (160) 9 (3.1) 0
R EB 21 (76) 2 (0.7) 0 9 (B0 1 (03 0 30 (105) 1 (03) 0
A f ERERR 36 (13.0) 15  (5.4) 0 2 (0.7 0 0 43 (150) 22 (17) 0
R LUSREEE
BARHR 62 (225) 12 (43) 0 16 (53 1 (03) 0 62 (21.6) 8 (2.8) 0
& V) ¥ AFE 16 (58 8 (29 0 4 (13 1 (03) 0 36 (125) 11 (3.8) 0
= SA/PN i 29 (105) 4 (L4) 0 3 (L0) 0 0 95 (33.1) 11 (38) 0
&> b Y T AMAE 23 (83) 10 (36) 0 9 (B0 6 (0 0 20 (700 9 @31 0
&Y BmE 6 (22) 2 (07 0 1 (03) 0 0 19 66 5 (L7) 0
AR RIEE
DRE R 16 (58) 0 0 6 (20 0 0 15 (5.2) 0 0
FEMBE —a—aF— 15 (54) 3 (LD 0 1 (0.3) 0 0 6 @1 2 (7 0



FJ|EMKSIE (SOC: System il (%)

Organ Class) ST E R 2 RFHI M 5B {LFHRiERE
HEAFE (PT. Preferred Term) 276 B 300 1 287 i
(MedDRA ver.21,0) £ Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5 4 Grade Grade 3-4  Grade §
®E L RS
aEEE 15 (54) 4 (14) 0 4 (13) 1 (03) 0 6 (2.1) 1 (03) 0
B KO TAERRRE
Y 2o Pd 1 (04 0 0 6 (2.0 0 0 82 (286) 6 (2.1) 0
hid; 174 5 (1.8) 0 0 6 (2.0 0 0 27 (94 2 (07 0
{zi | RES AR LI 4 (14 0 0 1 (03) 0 0 20 (700 2 (0. 0
® DA 14 (5.1 0 0 21 (7.0) 0 0 24 (8.4) 1 (03) 0
%5 22 (8.0) 1 (04 0 25 (83 2 (0.7) 0 101 (352) 17 (59) 0
L% 2 (0.7) 0 0 0 0 0 36 (12.5) 0 0

¥, ARGHARGBICB W CTHIEMMER 136 (4.7%), KK - MER - EED
THIO B (3.3%) . MRIEE (FF 2 NL—EGRS) 94 (3.3%). FFHREREE 27 4

(9.8%) . FUIRBRREREE 40 B (14.5%), TEAKIEREE 161 (0.4%), EHEEREE (R
MERIEMBRE) 214 (7.6%) . LfF% 14 (0.4%) K1 infusion reaction3 %1 (1.1%)
NRBO LN, T, BEORMES (RIPHIKIBEGEE, SHAH,. BREES.
BIEHRERE S, 1 BUERIN. BER. TR - BABURARIE., BEEFEERE, MK - BiIEK.
K& SR, EERMKEE (GEMEN/IMORDOEREDR, EhtEgm, RIFHRE, &
FERIERES) . MERAREEMER OREIIRD bhvieh oz,

AFK| EMEE SR W CRIEME MR B 16 B (5.3%), K% - /NS - BEDTHI4
B (1.3%). EEOREREE (FRMALEIREER, SHA0E. BRXEES) 16 (0.3%).
FFHSREREE 15 6] (5.0%) . FUIRIRISAERESE 42 4] (14.0%) . TEAMAEREE 1 41 (0.3%) .
BIEHAEREE 14 (03%). BHEREET (RMEMEMEERS) 56 (1.7%) . Bk - 8
FER 15 (0.3%), BEE SR 1H (03%), BER 2 H] (0.7%) &1 infusion reactionl #

(03%) BF@BH BNz, o, WREE (F70 - NU—EGRRS) . 1 BBERKE. &
R BAUHRMERE, EEMEAE,. LK. ERRMEES (Gt Mg 4558
R, WAL, FRIFERS, MERRIERES) . MERE RGN ORZIIRD bk s
ST,

ARMERFEIRRIIBEESFR (BAREEREZED) 28 0EHERETT

10



[ - HE]

AR OFEMBDBREFAZFALZ I 2 b—Ta itk A5 200 mg &
Q3W. 400 mg % 6 ARG (LLT QoW L5, ) Xik10mgkg (FHE) % 28R
B AT QWi &3, ) THRELEZBEOFRFOMBEFRESRF SN, £OFRE
B, AH 400 mg & Q6W THRE L71BROAK O EHIRIEICR T 2 FHMBFHRE (LU
T Cagssl EVVD, ) 1%, &K 200mg % Q3W THE LTZBRD Coypes LHUT D & TR
Shie (F&) . £72. &K 400mg % QW THRE LI-BOARF D EFREICK T 5%
BMEDERE CLT (Craxss) £V, ) 1. AFI200mg & QBW THRE L72ERD Craxss
LB L TCHEELRTEFRESNZLO0, AARAABEICBNTAFERER S LTY
B - AR THEAH 10 mgkg (AE) % QW THERE LB Craxs & B L TIE
BERTETFRENT (THR) , b2, BHEAEBRE ZXRIZAF 400mg % Q6W
TEE L= SRR (KEYNOTE-555 3RR) & v &Lz ZRlEICE S < Rk
NRIGA—FF vVIal—va XY FRILEEDEIB AT A—2 LRE L (TR).
% . BEROBEICEIT 2 BEARBREEICESE AR OBRER & FMEUIR e
LOBEL BT ARBRIGET VBRI, KK 200 mg Z Q3W Xik 400 mg &
Q6W THE L-EoREE L AN ITREeM L OB W TR shZ/HER, £
SEORYE - AEOR TAEM R ONZSMICHABRZEZR IRV E FRIS

%6 FHOKBBE S A—F

Coligs (P(g:/m':” (PE/WSL) <u§/";1L> <E;/::i) (uc;/v;si) (fg/m:li)
200 mg Q3W! (58.55(,).519.7) (27-27?.298.1) (17;:,;'11 8.3) (91 .97?'54.1) (49.58(,)? 1.0) (30.35(,)'391.4)
400mg QSWT | ¢ 12;,2?24) (32.?)?;2.7) (10,11(,)';S 0.8) (1425“1;49) (50.51(,)'57 1.3) (193;(,)'230,9)
40(0%111?;11?56)‘” (1351.36.6'10316.4) e (14,11, '?55_4) NA NA NA

0mghe W] 15 ) o9 | ar, )| o (272,7282) (193, 200

t:n=2,993, 100 EDL Izl —a icX Y RHENBMEHEOTRE (2.5%R,97.5%R) | Cmax : HIEHE
E#ORBIEFRE, Cu : HEHREEOEHMEFRE. Cun: YIERESE (A 702 BER) OREMLTE
EP@E\ Crnax,ss © Eﬁﬁﬁ&iliﬁﬁ'%%%ﬁﬂiﬁ*?ﬁg\ Cavgss ﬁ:’ﬁ%ﬁ%(lﬁﬁéqﬁ@m?ﬁq’%)ﬁ\ Cornin,ss * iﬁ%ﬁ%&\’-
BT A EIELEFRE
1 : 56 BIOBMEHE (95%(FHXME)
§ : 41 BIOMBMESIME (95%EHXH)

NA : %7 L

11




4, REBIZHOWT

AR OGP BT 2BEZZH - BHEL, AFOBREIC LV EERBERZRIR L
BRIZRHET 2 Z E BMERTEZD, LTFOO~Q@DT N TEHz I mRICBWTHERT S
REThbB,

@

@-1

(M

)
3.

4

)

)i T el AN

TED (1) ~ (5) OWTNNICHEMUTIMRTHDHZ &,
BAFZBRENEET 25 ABFREEIL RS EEFRS A BFEREIL PR,
Hudgk 23 ARSI BEBLRURRR,  HIIRDS A RBIRIR IR &)

e EHEREIR BT

HEATRMESIEE T B ADRESRI (03 ADREEREERPT, 2 A B
WAbE. 2 A iEEHEE Rl L)

NI FRIEEZRE L., SSRIEERIEME 1 USSR SERIENE 2 DR LY
IR D EHEZIT> TV SRR

PUBMEREE AL B BME ORISR S B 21T > T\ D HEsR

@2 FEAREEHE O ERER OCBIERRBRF O SIZ+4 fﬁ%ﬂ%&fxﬁ%ﬁOEﬁiﬁX
IXERHER (TROWVWTIICHE T 2 EMIEFRIER) 25, LZ2HEM ORI
THERROBEE L LTREINTWSZ &,

®

ERiSFFEE% 2 FOMPIHERZET Liz%IZ 5 FUEORABROBKRNEZ
ToTWBZ &, 96, 24N R, DAERYRERZ X LI-BEKEREZOIMEL
T TWAZ &,

REMRFFEER 2 FOMMTELZET L& 4 FLU L0 BRWGRRIER O RK
WEEIT-TEY ., 95, 28U, BARYRE Y ZCHEAREEERS RO
BRARFHEZTT > TWB Z &,

ERN G SO IR EM RS % OMIBHE 2 ET Liz&ic 5 FL Lo nEEsF
DEEERIMEEZ T TRV, 5 b, 2ELU L. PARMREZEL OEARORA
TBROBARHEZIT>TNBZ &,

7B, AR X ZBERICBVTREERASOEFNE B2 ET 5720, BEDOIHR
Y72 2EBEMIZ EOROWT NIRRT RA 2T T ERM GASEEE O/ F5R
HERORWERRBRIF OIS+ L RBR 2R OERM) & OREREHEDO Y &
\— D/%—g_ 5 k
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® BEADCERMLIFREBROKHIZOVT

ERGERERICAF T2 HEENEB SN, WELENLOFRED, AP - 1
SHERZHFROBTER CEMS T 2 FRRME, AEFRPBLELEEORE
X, ERFELLIITON D KHENE->TVDH T L,

® BWERA~ORRITOVWT
@-1 HKepdmlicBi+ 2By

REMMEAZEOEERBIERNIAE LB, 24 BRIZREH O T, Yikhisk X
IEE RV T, BERLUZBERICE U TAREHERK QR CT ZORITER ORI
BERREOKRENY APICELN., BEHICINTREREFNE-STNWHZ L,

@2 ERNEHFICLIAFESRMNSICETIEN

NALRICED 2 EMMLRIBRECEREZA T 2EREFELRERE=2Y) 7
EEDTERDAZ Y ==V T EITOERE L EHE LA TE 5 F— LA ERKH NE
BENTWBZ L, BB, BEEEICOWT, RABRE L FORKRICHFDICABENT
W3z,

@-3 EBIEROBECHRICBEL T

BIVER (RIEMMRBICI L, KBS - MBSk - EEO TR, BIUEFX - A2 - iF
HEERSE - AT - B LMEIRE 25, BHERES (RAEREEBERSE) . RoWEE (T
EAMBEREE, FPIRIREAEREE . BIBMERE) . 1 BIFRF. S LMK, Bk - B
FRMRE, A, BEOREEE (PEEREEEMARE, RERBEIRERE, LM
B, KRB, infusionreaction, M7 - BEIRA, EIEMENE, HRESE (X7 -
NU—RERBSE) . L%k, ER 2 RESE (Rt MR EsR3m, it m,
FREFERS, EEERTEROESS) . MERAREGER. M%) T LT, YUEERULAKE
FHBAOEME L AT HEM & EE L RIEROZEORIGICE L TRERVUXERER
ToN3REIEHD L), ELICHEDROUEN T HEFH1ESTWDH T &,
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5. REXMRLRDBE

(BB 2 3IE]

O LFHREROLRVWERGIERER & F T 2 REHRFE LRERE TRV T, 4
B 5 N AH, 5-FU ROT 7 FFREIOHRE S OIS TV S,

@ AHIERILREMERER (KEYNOTE-048:8) 2B\ T, £FEFIcBW\TE
VE LT, 5FURVGT 7 FFRAOHAKRE LB LT, A&, 5-FURVDTZ
FFRANOHFRRES R OARBERESOFIENRIN TS, 7272L, PD-L1%
B (CPS) WKLV ERMENRERARZBMBRRINIBERBBEONTNEZ L (p7
~8BM) O CPS" bR L7z L TARBREDFIEOHIMiZ T2 Z L BREE LY,
CPS VIR TH 5 Z L PR I NTBE IRV TIL, AALSOIERERK L B
&2,

* o AFIOZBIEE L LT, PD-L1IHC 22C3 pharmDx [# =) (BRFE4) BAREHTW
%,

@ TFTRIZEZYUTHIAFIINTHABOERERERFEIZOWTIX, ARIOFZMES
MLINTRELT, AFOBEXRNRLERER20,
o TR MBLRRIE
o OTHDMERTENTOARWLOFEMREES & OfRRE
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(R4 B+ 525H]

@ FRIEHEYTZBFCOVTHARORENERL SHTVDZ L nh, RE5£17
blpnz &,
o AFIDORSICH LIBBUEOBEERO & 5 BE

@ HEFIOFTMIZE N T TRICKY T2 BF IOV TUL, AR OREITHR S 2N

2. MLOBFCBIRBE N2 WERICRY . BEICAAIZERT I L2EBETE 2,

o HEMMEBROAMHXIIBEEDDH D BE

o MIMEGMRE CRIER ¥R 5 BE KR OVEBIE 0 HUR B 7 R0 g it %
LD RIERBLB A DN D BE

o HCABEKBOAHE XITRMEMRE L IIERED B CAERRBOBERED
HHBE

o [BBRBHEE ELESMRBHEEZET) ObLBE

o ORGSR IIREEZATLIRE

s ECOG Performance Status 3-4 &V D R#F

) ECOG 0 Performance Status (PS)

Score EF

0 | &< MBI EHTES, BRMLALBEEFEIHIRE ATX 5,

AR LOEBNERIR S B 53, BITAIRET, BIFEEE S TOMERIIITS 2 LB TE 5,
7l BORSE, BEEE

HATRIBE T B D F DR O ¥ 3T A CHELSBEEIETERY, BHFEO 50%LL X~y FATRI T,

RohBROHFOEY DZ & LA TERY, BHO 50%U LEZy RO EFTEIT,

&N

£BF eV, BAOFOEY DI LIELL TERY, BRIy R BT TEIT,
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6. BETBLTHEETREIH

O HRATEBSIONL ., BSERKEER RIS 2 RS E S & AR ORI R ONE IEME
RAOTDITLBRIERT +HICBB L THOERT B Z L,

@ JRRBAMRICE L, BE XX ZOFRKRICADERVEREZ HLHA L. REEZH
THhoRETBZL, A

@ CPS b#ER L LT, AROBEFREZHWT5Z L BEE LV, CPS R T
ERWVEAICIE. AROEROBES 2 &MLz ETRETHZ L,
@ FREWERD<RT AL MIDOWNT

MEEMERND SbdZERNHEDT, KFOEREIZHT- > Tk, FIHNE
R (B8, HRERE, %% OmMBROME X MRECERSE., #igr+
FTATH T L, Fie, KB U THEE CT, ME~— I —FORELERKT
Tk,

infusion reaction 233 H 15 Z & A& 5, infusionreaction 23388 LN T=IHFAIC
X EYRABEITY &b, EERPEIET 2 THREOREY HoICEE
THIE,

ORI REREE . TRAMERER VRIBHERER S bW Z LB H DD
T, AF 0% GBI OB 5 IR FITERICNOWASEERZE (TSH, B
T3, ¥k T4, ACTH, b aVFY —VEDORIE) 2EMT DI &,
BER%. A2, FFgeREE, T, BEEEX AL obhbZ L35 D
DT, AHOEEHRIMERTR OB EGHE P IEMBICATEERZ (AST, ALT,
y-GTP, Al-P, BV LV EVEDORIE) 2EHTDHZ &,

ALHER MERRILEEHREREZED) SOEERBEERD NS
TERHHOT, EMHICIROBREOREZHATHI L, £/, ROREN
RO LNEH/EICIE, BONCERBELZZZ T L IBFLHEETLIZ L,
AR OBEIZ LY BEORERIGICRET S LB 2 b dkx REBORE
BHLONDZENDHD, BRENRD ONEHRITIE, BRLEZBRIIG LKL
EL P 22 il & RBR 2 FE O R AR & B U CEY) R IERIZET 21TV RE O RE
BRSC X 2BIERBEEDN 2 BEITIX, AROREIF E, ROBIERESR
NEVRIOBRESEZEBTH L, B, BIBREFNVE L OBREIZXYEIFE
FROWERRD DNRWEEITIL, BT RE A VE LSO REIHIF OB
LbEETDHZ L,

P EHR TR, BCARM S0 ARB L ThLRWERNRERT S L R1H D70,
AR OBRER TR ZHBIERORRICHDICEET S Z L.

1 BUBE IR (BUE 1 BURB 2 2te) bbb, WREES v TV F—v 2
KEDHZENRDHHOT, BB, Bd, BHZEOEROREFSMFED LRI+
SEETAHZL, 1 BERFERRONIBEAITIREEFIEL, A 2D VR
RO E5EOENLABETI> Z &,

® AFNOBKERBRIZBWNT, #EEENS9BE. UBII1IFEBET6RIE, 20
% OB LICHEMEDFMEZIT - TV Z & #8E I, AFIRE DI EHNICE S
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REERHEETA R4V
Ra7nl) X< (RIZFHEEZ)
(A% : A bA—F RiEBE 100 mg)
| ~RIERE~

FTM2HE8A (#7034 8 AYET)
B4 EE




Bk

a8 T =R =

XL iz
AE O, TERBF
B DR pAR
FRIZDOWT
‘xR ERDHBE
BECBELTEETNEFE

P2
P3
P4
P9
P11
P12



1. Ui
EEBOFHE - BEMEOHEROTZDITIE, TN IEZCESWTEERERNRD
bIb, &biT, EEORFERMOESRIC LV, FAEERS R & OFHA 2 HiH ek
FERGMDPABINAIHT, INLOERBZHICLERBEICRET S 2 LREED
L 2o TR Y REMBOEE L EDOREARF S 2016 (Frk 28 4 6 A 2 AREERE)
RWTH, BFNERREOEROREIHELZRSZ L LI TV,

PR ER AT, RRERAPEEN 0 7 s A VREBEOELER L LR
RBZENDH B, ZOH, AEROEEMICET S ERA+OERT 5 £ TOR,
UBREEMOBELZMZIT D ENMFINI2BFICH L TERAT S & &b, BIE
HADRRR UL B RS E L 52 & BAIRER—EDEM 25 /- T IERERE A
THLLNEETHD,

L7etdoT, RAA T4 Tik, BRBEBELZNETIZB LA TV D EREEN -
BFEAORMCESE UTOEERRORKE2ERHZH#HET BN OLBELREHS, £
FROEEBERZTT,

BB, ATA FT A Ui, MIATERIEAERDERBEBRAEE, ABTHEARER
BRAREREYS, —REFEA A RBERANBES RS EREFIFEBSEABAREESRD
Whob EER LT,

B LRDEES XA bA—F REHE 100mg (—4 : a7 r ) X~v7 (BB

TR Z))
MR RDPEXIIHE : A AA LERIER TR U7 PD-L1 BB ORIGEIBR T RE /2 1T - B
¥ ORERT LR

ARERDAERVCHE : BE. RAICIE, Roa7 o) X<7 liEFAEBRZ) LT, 1
[B] 200 mg % 3 WHEIFRRLIE 1[5 400 mg % 6 BERFFEIFR T 30 43/
2T TRIBFHET 5,

& Bk 5E ¥ & MSD K&t




2. FAOWKE. (FRBF

FA M —F EEHE 100mg (—RE - A7) X+ (BETHEBEZ) ., T IR
%] £\\5,) ix, PD-1 (programmed cell death-1) & %DV H> K T¥# % PD-L1 XU PD-
L2 L DAL EERETS. & MEigGdE /) 7 n—FAHKTH B,

PD-1 iR B T MRS B 1R 2> & kN 5 72 12 28 AR DRI 3 2 3272 S e il
A4 v FT, PD-1 1%, BELREBICEBOTESER THREOMBRRTCHKRAL, HER
ERE 2SR AVELAR 2 RERIS 2 HET 5, $72bb, PD-1 XV H ML
ATBZLICEVRESERCLZ VI VERZARICHET 2R AAKTH S, PD-LI
DEFMBRIZBITERBIDTHTH I8, ZLOPAMBTII THAROBE 25
IE @RI BR LTS, BAMIIIZIT S PD-L1 O&EFEEIL, BHAE. S, T
HRRE . JRBUE. /N ¥ O X RBATTHRARRTFTHY | BWAEFRE
OEEMERBE SN TVD,

BEORADOBEKRIIT% L PD-L1 HEEOMEBM2 5, PD-1 & PD-L1 ORRKITIER D
SBERIC B W TEHEBERBEZES Z LATRRENTRY, Hilt 2B ABROENE L
TR SN TV 3,

AHNZ. PD-1 & PD-L1 XU'PD-L2 DV v ROFEAZBETHZ LICL Y., EE
B NBIE D O EES ROMIREENE T ) o KR5S 8, UiEEaE 2 BiEE b
5k THEBEDNRERET S,

AFNOVERBFEICESBEDORERIGICLZRIERSN D bbb, ERXIIELIC
ELMRENEND B, AFORGEHRUEERICIE, BEOBEL 02TV, RENE
D HTEBAITIE, BB L - BRIC U B2 ik & R & FOERD & EHE L TR
E) 2R 21TV, BEORERISIC X ZRITERSEDON 2 HEICIX, BIBRESV
FUHOREZEOBEERLBE LT O LENRH D,



3. ERERERMR
BAALFRIERITHEE U7z PD-L1 BBHEORIGEIBRTFREREST - BROBERYE LK
BORREICEMEITo - =R BERRROREL =T,

[B%hiE]
EBEILRIFMFARER (KEYNOTE-181 3BR)

—RIER L U CIRER 2 EHRIER O & 2 IRIGYIRRRERET - BRORERTE LR
FER OVREIRERE 628 Bl (AARN 152 F1%5T) ZxXIRIZ, AF| 200 mg 3 BREIEMR
(AT TQ3w] &9, ) BEDFEER RSN, {LFEE 7 ) FxkL, F
EEXEAIEIA) /T H ) EXBE LTRIE SN, 2B, BRI TREAEITH
RO ONTZHBEIC, RRET 2R TERBBO b2 VWEOBERNIZZEEL TV 5 BE
T, RELIE O BHREHE TRBEITHRD b D E TAFORE 2 /kET 5 2 & 287
REL Sh7e, EEFMMEB II2AFHM (BT fos] Lo, ) L &h., EMirxigL
LTEREE N7 (i) PD-L1 B (CPs'=10) 4£MH. Gi) RELEBERAR (i) ITT
HEHICBITZ0SOBRIIR1DEBYTHY, WThOERIZBWTHERICHAE S
N REL = Z 2 ho T,

*:PD-L1 ZFE LMl (EBEMR, v~ 7 v 77 —YROY VK 2RESMEET

BRL. 100 5 U7-fE,

#£1 IR E Sh-BEHRMAICKITS 0S D (KEYNOTE-181 RE)

PRAE

o AN MK . AP R pfiE

RERE ®REE AR ), e [95%Cl] ()
Zkﬁl(J;OWOmg 107 (8282) 9.3 [6.6,12.5]

CPS=10 . 10'3 0.70 [0.52,0.94] "' 0.00855%
{bRE 115 o 6.7 [5.1,8.2]
Zkﬁlég(\))gmg 198 (;36?3) 8.2 [6.7,103]

R R 18'2 0.77 [0.63,0.96] * 0.00894*
{bFHE 203 go.) T (6.1, 8.2]
zl:ﬁlgggmg 314 (567;) 7.1 [62,8.1]

ITT 28'4 0.89 [0.75,1.05] *' 0.08431°
{b22RE 314 (90.4) 7.1 [6.3, 8.0]

Cl: BHEXM. *1: #ilk (F7. 2oM) ROHEE (RELEE. BB ZBEIRTF L L7-ER Cox B,
2 HE (77, £of) RUMEMRDE (RELEE, BB #BAIRTF & LR logrank BRE, AEARE (K
) 0.00853, *3 : Ik (77, Z0Mh) ZBHETFE L2ERI Cox BINR, *4: HIR (77, Zofh) %8
BIRTF & L7=@R) log-rank WE, BEAKHE (FHAD 0.00766, *5: il (F 7, #0H) RUMEEE (RELE
W, R ZERIRF & L72/E5 maximum weighted log-rank 8 7E., AHEA%E (F|) 0.00772



—7%. PD-L1 B (CPS=10) hoRFELEBORE 1676 (BARNTTHEZET) I
BWTUTOASEREREONE (E2RUR 1) . 2B, YZETERIIENHRE
It RERTIER . BENLREFTERTH S,

#£2 AR (KEYNOTE-181 RER)
(PD-L1 Bt (CPS210) 2o RFLERBOBE, REBOLRBATRER)

AHI200 mg (=== 305
Q3W
(85 1) (82 %)
PRfE (B) 10.3 6.7
e [95%CI] [7.0,13.5] [4.8,8.6]
NP — R 0.64 g
[95%CI] [0.46, 0.90]

CI: {E3ERXME. *: BRI Cox LN — FETF M X BILERIE L OB

110
100 i,
o . ¥
W\
~ B0 l L‘\.
670— \ \‘1
3 B Y
2 80 \\ e A% 200 mg Q3W
/7] \i‘\
i 50- "‘-_‘1 oy, TP
5 40_ LLL‘_ v
S v
30‘ / Y H
Ml L i
20 =1 'ﬂft?‘ﬁ(ﬁ “'|,___ﬂ +_h
"’1"__}_}‘_4 -+ -4+ l
10 - |
|r_.+
0 11 11 1T 1T 11T T T ‘&1
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months
AA200mgQ3W 85 79 70 56 51 43 40 30 27 2111 7 4 3 1 O
| R==2 30 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1

1 OS @ Kaplan-Meier Bi#t (KEYNOTE-181 ##)
(PD-L1 B3t (CPS210) »ORF-EEBOBE, RRELMITHER)



(4]

ERR4E R B IIEEAER (KEYNOTE-181 35%)

PD-L1 31 (CPS=10) 2 2oRFLEBOBREIZRV T, AEFRIIAKIFE 81/85 4

(95.3%) . {LSERRIERE 78/82 1 (95.1%) IR B, JBRRE L DR EBENTETE

BRWEEFZRIL, Z0Fh 55851 (64.7%) RN 67/82 41 (81.7%) IZRDH LNz,
TNPLOBTEEEEN 5% U LORWERIZTTROLBY ThHhoT,
R3 WThPOBTRATESN 5% LOBWER (KEYNOTE-181 RER)  (REMMARFT#KE)

BEHRHHE (SoC: % (%)
System Organ Class) A {LEHRIERE
EAZE (PT: Preferred Term) 85 82 4
(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2RIER 55 (647) 19 (22.4) 1.2) 67 (817) 32  (39.0) 2 (2.4)
MmiEE LY R REE
2 ifn 4 @7 2 (2.4 0 22 (268 7 (8.5) 0
FEMELTF P ERIB A E 0 0 0 9.8) 8 (9.8) 0
HFHRERAE 0 0 0 (7.3) 5 (6.1) 0
PSR
BRI R REAES T 7 (8.2) 0 0 0 0 0
BIBEE
T 4 4.7) 0 0 13 (159 0 0
B 5 (5.9) 0 0 17 (20.7) 1 (1.2) 0
mEa s 3 (3.5) 0 0 11 134 0 0
—f% « EHEER L CRESTORE
& 77 hE 5 (5.9) 0 0 9 (11.0) 1 (1.2) 0
e 10 (11.8) 0 0 16 (19.5) 0 0
R (8.2) 0 0 5 (6.1) 0 0
FEEL (5.9) 0 0 9 (11.0) 0 0
97 G
P ER R 1 (1.2) 1 1.2) 0 17 (20.7) 7 85 0
A M ER ¥ 0 0 0 2 (268 10 (122) 0
RBE L UK REE
U= X BIE: 10 1.8 1 1.2) 0 16 (19.5) 0 0
A RIS KNS SRR
PR 0 0 0 8 9.8) 0 0
TR RIES
RRER 0 0 0 6 (7.3) 0 0
Kt = 2 — 3 F— 1 1.2) 0 0 5 6.1 I (1.2) 0
FEMBER =2 —m F— 0 0 22 (26.8) I (1.2) 0
PRI RS. BOERE X UMM S
i 7 (8.2) 0 (1.2) 0 0 0
WP XU TABES
B BAE (1.2) 0 0 28 (34.1) 0
b33 4 4.7 0 0 6 (7.3) 0
R EB KRS 2 2.4 0 0 6 (7.3) 0

B, ARBECRBOTHEMEMRR 86 (9.4%) . BEEORMES (PEHERKEE

6



FMRRE . FESERMRERRE, AT, HRRES) 14] (1.2%) . #igEE (¥7 -
NU—IEGRES) 26 (2.4%) | FFHSREREE 9 Bl (10.6%) . FRBRIEREREE 7 61 (8.2%) .
1 BUBEERR 161 (1.2%) . FEdk - BRBURMARIE 1 B (1.2%) KT infusion reaction 1 4
(12%) BNBdONI, Fio, KK - MBK - BEEO TR, TEEKEEBESE. BIER
BEREE . WHAEIEE (RAEMEMNBLALS) | Mk, HEMEIE,. ME - HBER. 5
Yok, sk, MEREAEGER, EELRNKES Bt/ MR HEERR. &
MR, RIFRE, EERERES) ROWBILRD bhhoTz, ABIERRETRIL
TEEES (BEREEREZET) 28 0KHBERETT.



[ - Ai]

AR OFEREYBRERESNLVEZFMALIZY I 2 b—Ya iz k), FHF| 200 mg %
Q3W, 400 mg % 6 @EIHIMR (BAF TQew) L5, ) Xid 10 mgkg (KE) % 2
IR (UUTF TQew] L5, ) TERE LEEBEOAFOMFRRESKRN Shiz, £k
F, A 400mg & Q6W TEE L7-BEOAF OB FRBIZRIT 5 EHMEPRE LT

[Cavgss] EVVD, ) 1E. AFI200mg % Q3W TERE LT2BED Cages E BT 5 & FHI S
iz (FR) ., £, K 400mg % Q6W THRE LE-BOARROEFREIZR T 255
MEFRE (AT TCoaxssl V¥, ) 13, AAI 200mg % Q3W THE L 72BED Craxss &
B L THREEZTRT L TFRISNZDOD, BAANBEIZBWTIARESIERIN TS
R AETHAAA 10 mgkg (FE) % QW THE LTZERD Chuaxss & B U TIKE
ERTETFHSRE (TR . S0, BEMRAEMBRE 2 MRITAHF 400 mg % Q6W T
5 LA EHERS (KEYNOTE-555 RER) X 0 15 b ivi= ERMEIZ F-S < KM BHRE <
FA—FF VI alb—va LY TR LEKYERE T A — & LR LT (FR),
M T, BEROBEIZR T 2 BRRBREARICESE RFOBRBEE L AEX I REM
L OBER BT ZRBRICT T AVOMEBE S, AH 200 mg  Q3W ik 400 mg %
Q6W TH 5 L7=BRORER L AMMEX XL L OB VW TR SWERR, £
FEORE - AROM THEIMER CLZEMICHRERZRIIZV E TRIE NI,

®4 ARORMBB T A —F

Fﬁﬁi R }ﬁi Crmax Cavg Cmin Cmax,ss Cavg,ss Cmin.ss
(ug/mL) (ng/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
50.1 279 18.1 928 504 30.9
T
200mg Q3WH 1 (505 507) | (277,28.1) | (178.183) | (917,941) | (498.51.0) | (305,31.4)
123 324 106 148 50.7 203
"
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¢ 14.95
(=) | (135.6,136.4) bl (144, 15.4) b DY s
220 144 119 428 279 197
)
10 m/kg 2W'| 515 33) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

¥:n=2,993, 100EDY Izl —va ik ) BHENZBAEIEDPRE (2.5%45,97.5%4)  Crax : FIEIE
BE#ORBMIBEFIE, Cag : MEHREHEOEHMBFPRE, Con: FIERESE (FA 702 REF) OREMTE
EFZEE\ Cmax,ss . ﬁ:’ﬁ'ﬁﬁm:ﬁﬁéﬁﬁmﬁ EP&E\ Cavg,ss H ﬂ:’ﬁiﬂfﬁmlﬁﬁﬁqﬁ’gﬂlf?qjkﬁ\ Cmin,ss : ﬁ:’ﬁ%ﬁgp:
BT B ARG R E

11 56 BIDBATHE (95%IFHER)

§ : AV BIOBMIIIE (95%IEHREH)

NA: Z%722L




4, mﬂh_’)b"c

AR OBREI B 2BELDW - HEL., AROREICIVERZBEAZRE L
B xS T 5 2 L BUERED, UTFOO~@DF R TE Ml TR\ THEAT S
RETH D,

@ MRIzOVWT

D1 FED (1) ~ 5) OVTHMICEETIRRTHD I &,

(1) BEEBBRENEET 52 ADHROEEI RS ERERIR? ABRREEILRRR,
HIIERAS A RS HELHE L AR, HIEAS AURBIRIRRE 2R &)

Q) FEMRERPT

() HEFRMENIEET VA DFEERR (BABREER TR, 2ABRES
B, A REEREE R L)

(4) NFLFREELRE L, SR PBEME 1 IR FRIEMNE 2 OfEeREHE
R D BHEIT> TV 2 HERR

(5) PUEMEERQST EERMEOmREREITHR S BHZIT> TV S HR

®-2 ﬁiﬁﬁ@{h%ﬁﬁi&tﬁﬁﬂﬁffﬁ%ﬁﬂ#@ﬂf‘Il—i*ﬁtcfﬂ'%%k‘ﬁ%%ﬁ“)@ﬁfﬁ (T
ONFTRTEEYS T HER) 23, UZBRBOARCET 2 IBROBREER L LTRES
nTnsZ i,

&

o ENfiFEREEZEDONBMTHMELET LI BICSEU LD R AREOBRKIHE %
ToTWBZ L, 95, 24ED Eix, BDAKYKRIESRZ T & LEEBREBEFZOWESE
ToTWBRZ &,

o  EMAFESEEGUEDVEITHMELET LRI, HILBBORAEMEEL TS
FELLFOWMEBRARZDEREIToTND D 2:0

o EMGIFBREBE2ZECHHTHELZET LEBIAEU EOBERRREFLTVS
T L, b 3N i, MEESE O N ARMIRE Y &ML FEOBRKRIHE %
fTHoTWBZ L,

@ BRHNOEXRSFREBOMEHIZONT

B S I AT A BALE SR A, ML, OERED, A - &
LR O SR BRI 5T 5 B, AETENRAE LRAOBE
B AREOIIATON S KEISESTVB I L,



® BWER~DOHHIZOVT

@-1 MERR AT 2 B
MEMMEBEOEERBWERANRA LZBRIC, 24 REZERERIO T, Yk X i

BEEMRRIZ BT, BB LUZBERICE L TAREHEE O CT £ 0BIERA OB LE
RBRBEOHERPY B PITE LI, BEHITHSrRREHBIESTWD T &,

@-2 EREBHIZ L 2 A FFRNGICET 2 EH

BABRICEDL 2 EMPRABECHEL AT EREEENEERE=4) 7
EEOIEERORAZ V== TE2ITVERE L FERE A TE 55— 2EREHINE
I TWBZ L, 228, BEEHIZOVWT, PABRELZFOFRKRICHRIRAMENT
WaAHZ &,

@-3 BIfER ORETRXIBICBI L T

BIER (FREMMRBICMA, KB - NBK - BEO TR, BHERFS - FFRE - IF
PERERRE - BT4¢ - BLMERRAE 2%, BEEREE (RAEMEMNERE) . AoBEE (T
EARBRERES ., FRBIREEREE. BIBERS) . 1 BRRR. & &5 RE. ik - B
FRRLARAE, REXR. EEORMES (hEEREIBITMAE. FRERBIRIERRE, AL
BE, ARMEE). infusionreaction, A% - BEIRAE, BIEMENE, MEEE (7 -
NU—IERIEE) | DIAR, ERLMKEE (Rt MR ESREER ., ¥ R .,
ARIFERE, MEKIERAES) . MERBRIEMEE, M%) (O LT, YRR SUTLRE
BB OB 2 2 Eh &S L (BHER ORBEICRISIZE L TIRERUCXEEZR
Toh2E&MTHDZ L) | ELICHEZRAEN TE 5EHBIESTNDZ &,
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5. REXNRLRIBE

[FhiE B+ 5 5IR]

QO {emERES A3 % PD-L1 Bt (CPS=10) DOMRIBEIRAREREST - BRORER
FERBEOBRE RO TABOBEIER RS NLTV S,
BIEB. CPSiIIRAaTnY) X=7 (MEFHEHBRL) O =% Wi (R7E4A :
PD-L1 IHC 22C3 pharmDx [# =) &2 FIWCHIET 3 Z L.

@ TRICEYTABEICHT AARFOBRE R OERFEC VTR, AEOF D
X ENTELT, AROBREXFRE RO,

o (LFREBEORNEE
« FROMBRE
o fuoREMERER & O

[ZeticT 5 5H]

@ TFTRICEYTIREFIOVTIEIAFORERER L INTVWE b, BEZTT
DRWZ L, -
o AFNDESTH LIRBUEDBERERED B 5 BE

@ WHBEFOFMICE VT FRICEY T 2BEFICOVTE, FFOREIHR I 2N

3. LOIEFOBIREED R VFARICRY . EEICAREZERATIZLEBETE S,

o FIEMRRBOAHUIBEEDH D BE

o JIERE{ERE CRIEE & 5 BAE K OVEBYME O KU HR IS R S i R
LOMIIRERELDHROND BE

o  BHOABEBOAR. UMMBMARE L IXEREED B CAERBOBERRED
HHBRE

o EBBEE (GhafRBERELEl) OHLEE

s RBEORRXIIKEERTIBE

¢ ECOG Performance Status 3-4 %V D g

() BCOG 0 Performance Status (PS)

Score | B

0 | 2<MBR<EHTE S, BMAE AL AEEEIHIRSRITA D,

AR LWEBNIRIR Sh 22, SHITRRET, BIEERE - TOFEREIBITI 2R TE 5,
Pl BVWRE, FBEE

BONZESOEOEYDZ & LATERY, BRD S0%U EE Xy FpEFeRZd,

e

2TV, BOOHEDEY DI LR TERY, BRIy R FTBRIT,

11

WBATRRECHSDHOEYD O Z L3+ X TABEEBRIEETITERY, APO 50%UL LT~y FATERIT,




6. BEIZBRL THETREEIH

O BAXEZICM L, MERFEEE DREET 2B ST E S E A F O R CNEES
AODIChERERT BB L TrLERTSZE,

TRRBRIZ LD, BE XX ORRICEIMEROEREEZ +o0A L, AEEZE
ThbEEThZE,

ERBERO=R Y A Mo T

@

®

BURIERR B A S & bh D = & 85 50T, AROREITH - TIE, TLE
® (B8, FRRREE, W) ORRER OIS X BREOEKS, BEr+
AT Z &, Fo, BESLCTHE CT, MiF~— I —E0OREZERET
5T &,

infusionreaction 233 LI 5 Z & 235 5, infusionreaction 2378 LN TZIBAIT
12, BEIRMEEITS & Ebic, ERBEET S TREORELZ B
T5HIL,

FRIRSRERE S . TEABERERVRIBBEBERH ORI I ERHED
T, AEOKRERLEIR R G HEPIXEOICASWHEEERE (TSH, i
T3. 8 T4, ACTH, i aVFY — LV %SDAIE) 2> EHET 22 L,

BIRERFS. FFAE, FEREE, FR, BLIERERRLbbNA 2 R"H DD
T AAOHGRBATER &R SHR P I EICIF#ERE (AST. ALT, y-
GTP, Al-P, EUNLVEVEORIE) 2EETHZ L,

SEIER (MERERNIEEREALEZED) SOBEERBEENHODNLD
TEWBHHDT, EHMHCIRORFEOFEEZMERTHZ L, £z, IROREN
RBOOLNTZBEITIT, FBONCERBBELSZZ T2 5BE2EETHZ L,
ARNOEBEEIC LY  BEORBERISICERT S L& 2 b bkx R KRB R
BHobhdZ N5, RENARDONZBAICIE, RELEZERIZS L
B 72 HEk & AR BR & RO EAD & B U CEYIZERIZRT 21T\, BE O fRE
BSC &5 BWER R3S 25E121%, AROKRE TP, RUOBIBREE R
NEVRIOBRG%S52EZETHZ L, 28, BIRBEERNVE L OREIZL VD EIE
ROYUERRBD b NRWIEEITIE, BIBRERNVE U O R mEH 080
bEETHZ L,

BREXRTH, AR CEIARBL THrORIERARRRTAZZ RSB0,
ARNOBERTHICHBEERORBRICHSICERET B Z L,

1 BINERA (BUE 1 BBERB 2 E1) b bbh, BREESS 7 F—v 2
CEDLZERDHLZOT, AR, Bd, BHEOEROKBESCMEED LRI+
DEBTHZ L, 1BBERBREDNZEAICITHRELZFIEL, 12D &
RoOBREZEDOBEY)2MEEZITS Z &,

AANOERRARBIC 2 T, BB 5 9 BREME AN OFME T > TV e 2
LEBBIC, ARREPIIESNICEBRE CHROEREITO Z L,
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