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I OFIE « BEMORROTDIZIL, %ﬁXE%:%dwtﬁE&ﬁmﬁﬁbané
S BT, TFEORFEGROERT LY | PUAEERM L E O HR RER e E R VR
hé¢f\WRBQE%n%Ek%%ﬁ%%hﬁﬁf5_kmﬁ%wﬁ%&&of%ﬂ\ﬁ%ﬁ@
JEE LUEOEATET 2016 (FL 28 4 6 A 2 HERERTE) 2R\ Th, BHMERSED
EROREHEEZXS Z & &L EhTna,
PRI, EMERR RS T 0 7 7 A VBB EOEER LR LN R A T
EVDD, oD, ERMERUESMHEC BT A ERSHSEETH ETOM, UERLD
BAZBZTZZ LN SNABEICH LTS L b1z, BIERINRER L =BT
BBERHEE L D2 LR —EOE MM TEREECHER T A L REETH
B

LB T, ATA FTA - TiE BBEBRLINETRBLR TV HESRESA - B
FHRMICESE, UTOERMORMEZRFERH A EET 28800 b 8B, E2 RO
BdmEert,

IR, AIA BT A A%, MIrfTEGE NERDERSEE A, ATSHIREA BAPERE
B, HHEREA BASRNEESRU—RHIEA ARSI b & R L,

HBRLRDERER : ¥4 PA—FREHFE 100 mg (¥4 2o 7 v ) X+7 (B

(ATFHIHL)) |
N LR BPMNANR 1 PD-L1 B BT AR M A HER2 RPED FHPRAE L 14
I

HELRHMERCAE - ORBEEEH & 0BT, BF. BRARE, a7
o) Xv7 EETHEEL) L LT, 1E200mg & 3 BERERI
ﬂ1E4mmg%6@@@%1&0%@%7T&ﬁ%&?6

R B o5E ¥ E - MSD MRS




2. XEIOR¥E. EAKE

Fof hA— 4 ETEHIE 100 mg (—4 a7 e ) Xv7 (BETFERZ) O BT
(A% 25, ) . PD-1 (programmed cell death-1) & F DV H o FTH L PD-LI
RUPD-L2 & DAL EEMRET S, b MeigGl €/ 7 a—FAdifETch s,

PD-1 SRHIT T SRR SnIF ES TS H & N B 7o D12 AS AR SR 3 5 A2 fe s il
AL »F T, PD-1 1. BEAREBICEOCEMSR T MRoMiRmciie., HoR
RS & SO TR LEXLER 2SRRI+ 5, Tabh, PD-1 X Rk
EBFHI IV HESEEIIRL VST RERAICHETAZEERTH S, PD-
Ll O EEEGCBTARBETIDTITHEE,. £ OXAMIRTIE T BROEE 28
ZHEVBREICRELTWA, BAMIRICIEIITS PDLI OFEBRBERIT, Bk, TR
A, FTHRBRE. SREVE. JE/ANMBAREE L & Okix RBPATTHARBFTHD, HE
AFRE OHBERRES LTS,

RO DA OBEENTH% L PD-LI BEROBEMEN S, PD-1 & PD-L1 OFREIIERED
GBEERHC B W TEEARE R 2 LRI TREY, HithBARROERNL
LTHIfFESRhTnD,

AEZ. PD-1 & PD-L1 RUPD-L2 O Y # > FOBAEMAETAZ &ICLY., BB
R OEESROMIRESME T U o SRETRMEL S, PIMBESE 2 BT
TAHZE THEEDETRET S,

AR OIERBIEICES BEOREEISC L 2BHERSER H b hbh, BEREXIIET
EELFRENAD D, ARAOREPRURESRICE. BEOBRBRE ST, B
MR LN BEITIE, BB L EERICE U2 B2 b R A o ER & B
LCHEE R ERS RV, BEORERISICEZEHERANRDN A HEIIL, AIF
BE AR E RO EE O ME 21T 5 LEVRD B,



3. ERERHEAE
PD-L1 D FRNE - ZFEEME o b RRAIIER-F 2454 2 (LU THER2] &

Wi, ) BEO TR ST B REILBOAKRHIFHEZ 1T - = B RRAR OB 2 R,

[H%hit]
P E M ERER (KEYNOTE-355 3B)
B2 - AR T 2 28 OREFIED 2\ RE R DD HER2 B8
PO FWARE I RIABEAE 847 6] (AR 87 Fl2ET) Bz, AH| 200 mg
3 AMMR (CLF TQ3wW) 2o, ) #5HEBRRE (FAv e EEE (UF
[FALZ ey 0D, ) RBANRTSF o, A7 ) FFEAINAI ) % E
N (THAT L) (BUF TnabsiZ7 U F%k0) L, ) ) OHRBEDR
PR OVERMER, 77N HEBRIE? (FLV 2 CVRUBHINRTTF o, R
Y& XN Ridnab--327 Y &2 HE0) BB E LTHRE SR, 2B, BRTHTE
BHEITARD L2 BEIT, BRRETERTRERIED SRV S ORRIICELE L
TWHBE T, KRGO BESIFM CREBETIARD b5 £ TR OR S 5 ik
THZEHWEEE &/, FEFAMNEB IR EA R (LT TPFS) 210, )
BOEAFE L Sh, A HEEREOFREREL 77 R HEEiE O St g LE
ELEEE LT, PD-L1 BB (CPSP210) ©MFHF 323 ) (AAAN 28 st BT
PFS#FBIEE L (F1 L0 .
*] 0 AFK 200mg Q3W & LUT OIbFiE (RN EMSBE T LICE®IR) 20 LE [F A
YE Y 1,000 mgim? KA NRT T F 0 AUC2 mg « min/mL ¥4 E (1 =2—X 21 {
M, a—2AD 1, 8 ABICEE) | X7V FFE 90mg/m? (1 =—R 28 A, %
a—AD 1, 8, 15 BRIZESE) Xk nabsS7 U # %0 100 mg/m?® {1 =—2 28 H
M, £a—20 1, 8, 15 HRICHRE) ) '
20 778N QAW LLUFOFEE (BYUEMARE ZLIGBRIR) #5ALE [(Fad
FE 1,000 mg/m® LA AR FF o AUC 2 mg » min/mL FASE (1 =—2 21 A
B, #a—20 1, SHBHEE) | A7V FX A 90mg/m? (1 1—2 28 HRE, %
a—A@ 1, 8, 15 BRICESE) XiT nab--7 J & ¥4/ 100 mgm® {1 =2— X 28 A
B, &z—AD 1, 8, 15 ABICRE) ],
*3:PD-L1 Z3IE L-fedt (BEMR, v~ 7 o777 —URG) 3k) % @Eine
#TBRL, 100 2% 0@




21 EYMRE (KEYNOTE-355 348, PD-L1EME (CPS=10) DBE)

AFH LR 75 R+ LSRR E
{220 f1) (103 #1)
hoefa [A] 9.7 56
(95%CI) (7.6,11.3) (5.3,7.5)
PFS*! sNHF— FH 0.65
(95%CI) (0.49, 0.86) -
P f* 0.0012

CI : {S#AKE. *1 : RECIST # A K51 L1 RUCE-S3 BRI PaplE, *2 : EH Cox Wl
ANF— FEFAIC LB TSR HEERE L Ok, 3 Bllv 79 7RE, ABEKE (A
) 0.00411
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0 T T T T T T T T T T Hbid
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— AFEI0ME QIWHEREL
w35+ (PR

X1 PFS @ Kaplan-Meier g% (KEYNOTE-355 8B, PD-L1 B (CPS210) OBH)
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EFRH RIS IR (KEYNOTE-355 548%)

PD-L1 ik (CPS=10) OBHFIZEIT AEEMUMTEM 219 flicknT, HEFS
EAFIGERRE 216/219 ] (98.6%) | {LBREERE 1007103 £ (97.1%) ICRD LI, A%
L OERRBENSESETERVEEERI, TR0 212219 6 (96.8%) KU 97/103
Bl (94.2%) KRB BN, WThAOR TRIAEIE) %L ELOBYERIZITRO BV
Thoi,

#F2 WThAOETHREN AN 5% EOBYEE (KEYNOTE-355 BB (2 SiEMird S8/

FEEASM (SOC: System Organ Class) s (%)

HEAEE (PT: Preferred Term) AHIOF AR =g
{MedDRA ver.22.1) 219 45 103

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

2RIER 212 (96.8) 155 (70.8) 0.9y 97 (942} 67 {65.0) 0

MESE UL LSRIE s
i 107 (489) 36  {I64)
. Bk i 41 (187 25 (114)
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fJ\#EzEJ?F 41 (1871 19 3.7

PaEE Bl
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'E}igﬂﬁ% e ST e e
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T 48 219 2 0.9
HLT A o (5.0) 0
B 50  41.1) 5 (2.3}
A%k 17 (78) 0
g et 4 (0 6 Q27

R AFBERIUEREBMORE 0
B I5E 3t (142 (0.5)
W 64 (29.2) 27
Bk 12 {55 (0.5}
G 13 (5.9) 0
FEEL 22 (10.0)

WEERRREE ol
FTo=wT3/ l~7/z717—-t‘i§ﬁu 47 (215 16 (7.3)
FTARGEUBT I/ T A7 =Y 39 (17.8) 9 (4.1}
MAET AR RAT 7R g (4.1) 0
B ER SO 52 (237 41 (187
M e 82 41 (&7 19 (8.7
FEW 12 (55 1 (0.5)
A B EE L 39 (178 21 (9.6}

ARME IR LT e e
AR 40 (183) i {0.5) 0 0 (97 0 0

48 (466} 13 (12.6)
2 (214) 11 (o
40 (388) 31 (0.0
22 (214 16 (155)

[T e B o T e
B o o ::::___.
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0 @1 3 @29
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c oo o o @ b
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BREAISEE (SOC: System Organ Class) P () __
EASE (PT: Preferred Term) AFOE R B AR

(MedDRA ver,22.1) 249 103 {7

: 4 Grade Grade 3-4 Grade 5 4 Grade
WRBRRRIURSEREE .. e
RO 25 (114) 4 (1.8) 1 (.0 0
e 15 (6.8) 0 0 9 @7 1 (1o 0
meges e s

BETE 21 (9.6) 0

GI:EE 18 (82) | (0.5)

FHEE = m o F 25 {114 2 (0.9)

FAEERE - — s F— 17 (7.8) 2 (0.9)
RN RBELUREEE e o

R

B 7% (34.7) 1 (19)

% 9 PREE 16

37 6 (164)

Ok gk I (5.0) {0.9) (1.9)

Grade 3-4 Grade 5

o o o O
—
- oo
o~
o = :
wn =
.
=)
=
o o o o i

(=T == I

R, AR TEESEMES 3 Fl (14%) . KBk - Bk - HEOTH 5§
(2.3%) . MEEEE (F7 2 NU—EFEES) 250 (114%) | BUERK - FALS - FigsEE
B - AT - AR(EMERRE K 65 ) (29.7%) | HURIRMEEEREE 43 1 (19.6%) . BIEHERERES 2
B (0.9%) . BHEES (REEFHEERTR. AMEBRE) 2 #1 (09%) . BL 1 4
(0.5%) . Fhse « WRAUARARARIE 1 41 (0.5%) . JBZ¢ - BN | 1 (0.5%) . BE 5% 1 6
(0.5%) . DHge 1 B (0.5%) K infusion reaction10 #) (4.6%) MR LNz, ki, HEHE
DOREIEEE (PEMREEERMEE, REHERERE, SN, EARE%) . TERE
HehEpEE . 1 BUERYE, BUEMEE, BELMEREE (st RO PEREER, i
Hifn, ARIFERE, MEBRERES) . MEERERBERUEZEEED ONR2h o, KEIER
RIRILIETESR (BEREMEELSD) 28 0EHBRERT,




[HiE - &)
AHNOFHEREpBRETTAERRALEZY I al—ia iz kb, FHI200 mgh Q3W,
400 mgZ 6BRAMIME (BAF TQ6W] X5, ) XIX10 mgke (FE) %Z2HMME GUF
f[Qew] &5, ) CTIEE LEBOASOMEPRESRIM SN, FORR, KA
400 mg%x Q6W TR E LZBOARIOEFIREBIZ BT 2 FHMIEFRE AT Coysl
EVvd, ) k. AAF200 mgE QW THE G LIt O EHET B & FlISHE (T
%) . Fin. AR mgE QW TIRE LB oAK O ERIREBIZBT AR ELE FIRE
(LT [Chaxssd &5, ) F. AF200 meg# Q3W TS U72BR D Coness & LUl L CHEH
BRTEFRHENZLOO, BAABRBIZROCAFERERINLTWAHE - BT
b AAANN mgkg (BE) #QRWTES LEBROCus& B L TREZ 7T & THE
hie (FH) . &bic, BHBEAERE ZRICAFM00 mgh QoW TRG. L7 FI
B (KEYNOTE-555:8%) L 0B o RAHEICE S EYBIEAT A —FX, v
Tal—a il Y PR LERYEIRE NS A—2 LRI L (TR) . AT, #E
OEIEIZBT A BEERRRECESE AROBRER L AT e L OBEL R
FHTABRBROSETABEE I, AH200 mgZ QIWiH400 mgh QoW TH & L 7=
ORFEE L FHHIIEEHE L OBEII YW TR EN-ER, FEolE - BEOM
THIERCESFICBRRERIIRVE THENT,

£ 3 FRORYBE TG A—F

BIERE | (gm) (pgimi) (ugm) ) ) o)

200 mg Q3W! (58.55?'5}9.7) (27.27?.298.1) (17.?,; .1}8.3) (91.97?'984. 1 (49.58(,);1 1.0) (30.1??: 4)

400 mg QEW! (12;2?24) (32;?'52.7) (10.};,)'16 0.8) { 14;??49) ( 505:0; 1.3) (19.28?50.9)
40(05;351{%6)\)v (1351.2,6'10 32.4) NA ( 14,1£ '?2,4) NA NA NA
10 me/kg Q2W! (213?323} (14;f?45) (11;f?21) (42:?233) (2727332) (;95?200)
t:n=2993, 100 IO I = b2 X C X VR ENTSITHEEOPRE (2.5%K, 97.5%H) . Cow : HIEIRE

BORENEFBRE, Cop: PIERGEOEHMIFEPRE, Cun: MEERER (T 274 2 BED OmiEEdR
g‘ Cmax,ss . Hﬂ:’ﬁ‘»lﬁﬁ?ﬁﬁﬁé%ﬁlﬁﬁ%*ﬁﬁ\ Cavg,ss : Hﬂ:’ﬁlﬂ{'ﬁ_@llﬁﬁéiﬁﬁgm%“ﬁﬂﬁﬁ‘ Cmin,ss H Hﬂ:jﬁ:wﬁgi:‘ﬁ&j

% B 7 iR BE

1 56 BlooAEHE (95%EEKM)
§ ;41 FlOBATERME (95%EHERE)

NA : #dahe L



4. FEERIZDINT

AR OGN BE R - FEL, AROBRSICI Y EERREREREALE
ST 52 EBMNERD, UTOO~@O+ X TEHEIMiRIcBnTHERT 5%
TH5,

® HEgRizoWT

@1 T@Eeo (1) ~ 5) OVWFhhICEN TR THD Z &,

(1) BABBRESEET 5 BADREENRIRS R R A HB LSRR,
ﬂﬁ%h*ﬁﬁ%ﬁﬁﬁh A3 A LIRS R &)

(2) HFEMERERIR

(3) FEFRMEIIRET 2R ARREERRN (BARFREEREERE. KA ROENE
BARE. 2 ASFOEMEHEERE e &)

(4) ASRIEREERIRE L. SR | U3 g 2 sk AR
ARRHATT - T B MR

(5) PEMEEAL S B ENE O IEEIR D BIEA T OB HiERR

@-2  FBO(L PRER URIERSEBIFO N4y 0 A & BB FFoER (TRoOW
THNCEE T HER) 25, YHSFROAANCEET 5RROELE L LTERBINLTND
&,

&

o EEGFIERE 2 EOVHIWHERIET L1RIZ 5 2L OB ARROBETHE % 1T -
TWBZE, 55, 24R0L RiZ, BSATRMEEEY & LRREE R OMEL 1T -
WA T L,

v ERRREHEE 2 EOPMRHERAE T L2812 5 L EOJLEO N ASRYRE 2 &Y
RIEE R OBRHFEIHE R 1T TV I &,

@ BENOERMBESREEROMEH)ICONT

EEMFRERIHEET 2 SEE/RE Sh, NECENLOFRED, A2 - 24
LERFNGFROTER CEMSTT o F8RM, FFHRMREUBEOREES. %
PRI TON D R TN E T &,




@ BUER~OMBRIZOINT

@-1  MRRARIC T 5B
MEMMERSEORSELBWERSEAE LB, 24 FRRZEREROT, iR
IREEEERIC BT, R UEHERICRE U TABREHERC CT Z0RWEROERNICHER

BAEORERNY B PIZELIL, BHICISiR R E->TWEZ &,

!

@2 BEREFERL>AFFSMNCHETESE

NABRICHED 2 MR B A OCHBE R T AEREEEPRMERE=4Y 7
FEDIEERORAZ V—= FETOWERE L BERE A TE 25— AERGHIBE
HERTWAZ &, i, Bz o0T, BABE L ZOFRCHHMTBMS TN D
NP ‘

@-3 RIfEROBEHRICBE LT

RWER (MEMRERIMA, KIBE - DB - BEEOTH, BUEFFE - fFF1R42 - i
HERERESE - BFZC - IILMERRE R, BHseEE (RMEMEEBRE, REREBERE) |
MBS (TREBGERES, PRIBEEEE. BHERES) | | 3ERR. 595
BB, MR - ARRUTRIMRAE, BRZe, BEOERBEE (PEHEMREBIEREE, KB
TERRAEGERE . STHCEE. JERMABS) | infusionreaction, M7 - B, BEEANEEI A,
WREE (X7 AU—ERERS) | DR, EELOEEF (GRMEL/ MR
MERBER. MR M., AR, EERERIES) | MEREREER, %) L
T, SR UL ERMEEORMMN LT 2EM LB L (BIER ORE0xt s iC B
LTHERVEEAZTORASFHICH D 2 L) HHICHEERAEN TE L& g~
TnHZ &,
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5. BREXMRLGTLHBE

(A %hiEiz B84 2 $51H]

O =% - BRILBIIT 528 EORTEREO 2V PD-L1 Bt (CPSZ210) OFRNAE
VERRREEME D> HER2 YO PRI BERILEBE TRV T, FHE b2
E AT AVEERBINARTTF o, A7 VEXEAIL nab-s32 Y & FE1)
L OFRBREOEDEIREINTVS,
¥, CPS [T BARA D 2 = R E LT, IR5ES : PD-L1 IHC 22C3
pharmDx [# 2] BEGR IR T3,

@ TSN 2BFICHTARAOBRE R G ECOW TR, ARIOFEN
FELENTRLT, ARIOBRGHB LRGN,
o DTARIOFEDER I TR WM OPIEMRER & OHRE

o iRl - TR IR

[Zetici+55HE]

O TREZUTHIAFZODVWTREAAOBERESLINTHEIZ b, BE5%
IThhwl &,
o FFIORES R VRETEDBARO 5 5 8E

@ HRAMOFMMIZEOW T TFRIZEYTHBEIC OV TR, ARoRGEIHREI AL
W, O ABERIREE A I WEAIRY . EEICAREERT I L EERTE
Do
. MEEMEBOSIXIIHGEDOL L BH
« MEEMRRRA CRIER 2D D BE R UTEEIHE O FEHRIE A B M R F 0
Rz gE B i L b b BE

«  HOREERBOAEE, NiXeda®E L Bt B AR EOMIEEDH
HEBE

- RBEBERE GhEaMiaBREL S OobLBH
WEROBEN AR TARE

«  ECOG Performance Status 3-4 %0 (D EBH

L)

ECOG @ Performance Status (PS)

Score

EX

]

E<{EERERTES, BEMLFLBRERINBRRATLS,

PHERNZB LV EBIXBIIR S h 38, BT TERT, SFECE - TOMERIITI D LB TES,
B EOERE, FEE

BT AEETRAROFOEY O L+ ~TARLMEER caRy., BP0 0% I~y FATIRTT,

1
2
3
4

RohBHOEORY D= & LpTahy, PO S0%KAEE~y KOG+ ClRT3,

2{BIT Ry, HROFOEIOI 32 TERn, By FAMEFGRETT,
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o

BECBELTHEETAAESRIE

WA CESICmL, SEREEEVRET 2EEHFICESEARAORFER CHEIE
HRAOCEDICHERFRE T2ICEM L THLERT S L,

TREBRICEY S, BEXNRFOFECADELEOERELX BB L, REL
BThbiEsTaI L,

FREMER DR AL MIDNT

MEMRERRH b2 BB T, AFMOBE DT~ Tk, MHER
(B8, MRS, BERE) ORBERUBE X SREOREE, BEL 5T
b, o, MBEISUTHER CT, MiFv——%50RELERTHZ &,
infusion reaction 233 Hboh B = L 233 5, infusion reaction FR D HALIZIBAITIL, &
HRMEEITH & b, ERPBEE T ECRBIOREBEZ HSICBIE T L,
R RMRERE . FTRAEEERVCRIBE#HEEENH LN LBHL0T,
AF 05 BRAAET R O 5 MR I E RIS N O WHREEIRTE  (TSH, 28k T3, WERE
T4, ACTH, Ifitf =+ —nSnllE) 2EmT352 &,

BUEF#, M4, IFBEESR. L, BEREREbobhaZ LRH DD T,
AF O 5 B pAH R O 5B R I E IR ITRERR A (AST, ALT, y-GTP, Al-P,
EUAEEORE) #EMTHI L,

SEEIER MEPRERCUEEREREED) FOBRBBRIREE HODhLHZ L
BHHOT, EYNCRORBREOBEEAMRT I &, £-. BORENBE DL
AT, EONIERBEA SR T L OBELIBETS L,

AR OHEEICLY, BEOREFINCERET 5 LB 2 LN 2L REBRENH
LA ZENnhD, BRENEDLNAZHAIIE, BRLUABRIR CEEMWN:
I & RBR A Er o ENE & U CGREYIRERRET R IT, BEORERISIZ L DR
ERBRSEDR DA, REOKREX IR, RURBIBRERVE CRORE%
BPEETALY, B, BIBRERALE L OEEIZLVEBHEROWERED b
WIBEIZI, BIEEERNE LS ORIEMEIFOBMEEET S L,
BEHETE, JoERHOEVABRB LT GEHERRRRAT I EBHH7-0, &K
BlOFEMARTRICHEWER ORI TS ERETDHZ L,

P ABERRS (BME [ BUERE A ST Bbbbh, BRBAES FT U F—VRIZED
ZEBRHHOT, A, BL, EHESOEROBRCMEEO ERIZHSEET S
b 1 EERE N BN BAICIIRE 2L L, A A ) BRI OSSO
IABEITH T &,

FFIDEEHERBR BT, KEYNOTE-355 8Bk Trii 554655 24 B3¢k 8 B
ZEL DR Bo 0 £ BRI Sz, F0®%IE 12 8l L icaEoFmAE
TFoTWeZ L EBEIZ, ABEREPITEMOICERBRE THROMEEITI Z &,
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REEREET A FT 1
RATBY Xed (RETAHRL)
(BR7E4 : %4 A —F BEHE 100 mg)
~ FE /MK AR Pt ~

YR 2 92 A (£ 348 AWET)
A EE




B &

SR N e

Ui

FHRIORE, ERMAF

B R AR

HRRIZ DWW T
BExtg Ll b B
BECELTHET NXHIR

P2
P3
P4
P20
P22
P24




1. IXL®IZ

EIE OB - BEMOREODIZIE, T TESCESWEERERNRD
B, &5hic, FHEORPHEIROESRIC L0, PUKERESR e & o EFr SR ERR
FERLNEBINSTT, 2 O0ERBZEIONERBE RIS S 2 L RED
AR L 7o TR Y REHEGER L 0 REASH 2016 CEAL 28 4 6 A 2 B RRERT)
WEWTYS, SEHNERMNEOFERAOREHEEFRLIZ L EINTVD,

IR ER T, MBERSE SN T a7 7 A VBB OERMS LA LTR
BRI ERBB, 0D, HHRCEEMICET 2 ERS T SEET S E TOM,
WERER R OBEERMZIT D RS A BEICH L THERT S & &b, BUE
FINER U REAIE T & D 2 L AT BB 4 BT T EREE TH A
THILBREBETHD,

LEERoT, BKHA FFA4 2T, BBRBECIRLETIELR TV IEFERER -
B Ric B35 UTOEERORERER 2 HEET 2B a0 b REREE, B2
FRUEBEEHERT,

R, AHA FTA4 U, M ITHEAEERERESSAOEE. AREEEARE
BEPRRRIB S R EE A O ABEANBES, KEFEFEREEA AN RT
— Mt A B AR RSSO o b EER LT,

W E e AEER XA b —F REHE 100mg (A SAT Y XvT (B
FHEMLZ))
HELRADELIDE | UIREEAETT - BR OIS
MELRABERUMRE < 3BH., A, a7 n) X+ (BEF#EmL) LLT, 1
[l 200 mg % 3 WRIRIFE XX 1 B 400 mg % 6 MR T 30 53H
Bt TR RRET S,
¥ F . MSD &t

REK

it




2. FHN O, ERBRF

FA b F R 100mg (—F4  ~A7u ) w7 BiE-FHEEL), BT (&
I L a,) 1, PD-1 (programmed cell death-1) & %@V 2 FTH 5 PD-L1 LU PD-
L2 L OFfEELEBERET D, & MLIgGd &/ 7 u—F VRETH 5D,

PD-1 {8813 T MR B RS ) & 0k B 7200 12 S AR SR 5 2 2n Sy il
AA wFT, PD-1 i, EEZRBICEBWCESES T RoMaiEmcmL., Acs
BERG  B T RS E AR R E RN RSl 5, T7bb, PD-1 T ) P
BTDHIERIVBRRFRICLD /A REEACHIET 2% AKTH S, PD-LI
DIEFHBCBIT HRBETOLTHTHLN, ELORAMIATE T MIBO@EE 2%
DI CREE B LS, BAMIIZET A PD-L1 OESSEIL. B, s,
FEHRAERE. OREURE. FE/NRIEIR 2 ¥ 02 R BATTFRAREFTH Y, BWAEGE
& OEBAEREE X TWh5,

BEORAOEEKRNTH L PD-L1 REOMBEBMENS, PD-1 & PD-L1 ORKIIIES
ORSERBEHI W THEELRER RIS Z LARBENTED , 2R AREOER L
LTHIfFsh T3,

AHiX, PD-1 & PD-L1 KO PD-L2 DY H o FOMAE#RET L Z Lick v, BE
WONRE D OEESROMIEENE T Vo rSRe it &4, FHEESE»FEH L
TAHZETHEEDESRET S,

AHIOIEREF IS GREDORBERIC L 2BHWERER D bbh, BEEXIIELTIC
EOTRNA DD, AHOREPTRUREGHITIT, BEOBBL+HoIiT, BEAE
D LI EITIE, FER L RIS U7 PR i & A Fr o R & B L Ol
GBI 21TV, IBEORBEISIC L 5BIERPEDILSBAICIL, BIBEKERL
EUAIORESEORYRMBETT O LERD D,




3. BREERE
YRR B2 HEAT « B O I/ NI D AGREHIRME 2 1T - 1= B BRARRR O il %
/_'_J:"‘To

(& zhitk]

OE IR % MRS (KEYNOTE-024 3ER)

{LEEFRERE D 72\, EGFR BT E RN, ALK BABETRMER U PD-LI Bt (PD-
L1 233 LU EEMES 5284 CIF ITPS) 21 )H.) 250%) OUIFRTAERIE
7T« FSSOH/NIRRAEBRE 305 4] (AFRAN 40 BlEETe) ZxHRIC, KA 200mg3 A
IR LT TQ3wWI 23, ) BEOEDHROEZEER, 77 F B2 5 LIRE
HfbsaiE (BT TSOCT W5, ) #BRE LTRSSz, 2B, BEHEFHETHERA
HEFRED bR BEEI ERET LR TERSED bhAWEORERIICEEL T
A BETIT, KBGO RS TERETERD bND $ THRAORS LT 5 Z
LAERE L At FETEME R I EMEAGRM (BUF PRSI Lo, ) | BIKEF
MHIE BIX24EFHIR (UF T08) 2w, ) & &h, RRET 7 588 2 L5
W EblE LT, PRS, RUROS (FHEIfENT) 2 FRICER Lz,

%124 71 A ¥ CRESNBEAIAROREE DI L, ok, KRETHRO bR
CREERTEAIL LSRR,

#1 AMEREHE (KEYNOTE-024 3§

75 I RiHE
A 200 e QI SR
(151 )
hgfE [A] 10.3 6.0
(95%CD (6.7, NE} (4.2,6.2)
PFS*! AN — K" 0.50
(95%CD) (0.37, 0.68) e
P {E" <0.001
o (A NE NE
(95%CI) (NE, NE) (9.4, NE)
Os™ N R 0.60
(95%CD (0.41, 0.89) —
P {f"? 0.005

Cl : [Z4EX. NE : #E5ERA[, #1: RECIST M1 FJ 1 2 1.1 fRiCE-S i mpdu s, *2.
BRI Cox Ll - FEFNAC L D77 FFRF 2 ETebBBIE L OE, *3 . BRla 75
S MERE, %4 AR -7 1 2016E5 A ALy M T



100 -
90 - . ) — AWNOmg IV

so4 1 - 73R URRALHNE

4&2 SO -

3 40 -
B 30 1
20 .
10 - e,

(%)

F — - ol
at risk®y MIRELTFHARI[A]

AR200mg Q3W 154 104 89 44 22 3
FIFTUAERUIERE 151 9% 70 18 9 1

H1 HRHEIZ XD PFSOBMAEHTEE O Kaplan-Meierghi# (KEYNOTE-02438%)
(PD-L18BE: (TPS=50%) o BFH4R)

O =

100

N @ oW
o oo
e |

& 60 .
b4 50 - R e T STy e
i3 _
H 40
30
20 1} AF200mg IV
10 FSFFHAEROPRE
0 — — — .
0 3 6 9 12 15 18 21
at risk¥ SRR A]
FRN200mg Q3W 154 136 121 82 39 11 2 0
ISFHERRSUEEELE 151 123 106 64 34 7 1 0

X2 OSSO EARITR O Kaplan-Meier it (KEYNOTE-02438)
(PD-L1E (TPS=50%) DBAEHER)




@EPRRE O /MR (KEYNOTE-010 3U5k)

75 R B BT LAEERE 25T 5 PD-L1 BB (TPS=1%) DOEIRTRERE
17 - BRON/NIFFHERE 1,033 61 (HARA 91 fiEl) BRI, KA 2 mgke
Q3W B 5 RN 10 mghkg Q3W R EOFHHR LM, Fed ekl (CUITF

MoC) ¢va,) B E LT SR, 2B, Bl TRAEITHERD bni
BEA, EEETERTERIED bW EORKRMIZEZE LTWHEBHE TId, KkE
LAV OB ETAT CHEBET RO HILD £ THAAOR SR A FRE L Shie?, BT
MEIEH X OS BT PFS & X, AFHIDOC LI LT, OS # A RICEE LT,

*1 ; EGFR BETFERBM L ALK e BEFBEOCBE TR, 75 TRAZETLF
PRI X B IS, 2R BGPR FRE/ER ik ALK BEFER A9 2B
IEBANC L B IERELE THBREMEARAR LI,

¥2:24 W AETRESNBGHARORESDIEL, TO%, REETHIED NS
AERESRBATELZ L EENT,

#2 AR (KEYNOTE-010 BER)
AF 2 mg/kg A 10 mg/kg DOC
Q3W Q3W
(344 1) (346 f51) (343 1)
g [H] 10.4 12.7 8.5
(95%CI) (9.4, 11.9) (10.0,17.3) . {7.5,9.8)
0S | ~H— R 0.71 0.61
(95%CY) (0.58, 0.88) (0.49,0.75) -
p fi* <0.001 <0.001
CI: 128K, *1: 83 Cox HflAF— FEFAIC LB DOC & ol *2 . BRln 75 7R
iE
100
Q0 - s e 30 2 MBI QAW
80 - - 3 10mgrkeg Q3W
70 - -— RU2Fuil
& 60 |
% 50 -
10 o S
30 1
20 mil
10"
5 10 15 20 25
at risk# AR (R)
FH 2mg/kg QW 344 259 115 49 12 0
FH10mg/kg Q3W 346 255 124 56 6 0
Rl 343 212 79 33 1 0
H3 OS OB O Kaplan-Meier fi#t (KEYNOTE-010 352

(PD-L1 BBtE: (TPS=1%) D EBEER)




QEBEHRIFMEFER (KEYNOTE-189 A5R)

{LFPREREO IR EGFR B TERBMER N ALK BB TR0 RE 2
1T« BROERE LRI NMNIRMREEAE 616 1l (HARA 10 W2 ET) &I, &H
200mg (Q3W) |, XA Pl N h U o aKkF (BT INA RLREER E0vH,)
BROFIFFH (VATFSFLUNRIARTSF) OfRES AR o
FOMERTERERN, 7T R, R2A Xt FRUZ IF 1B OHRERG (L3R
EH) "ERE LETHERBRBR THRI SN, M L, 75 FF RN ER
PREFEZLIORRL, BHEREK4I a—AETE Lk, ek, BEEITEM CRBETIR
D LNTEBEIT ERETE R TERDBED bR WEOBKRMCEZEE L TWABRET
i, REILEOEGE TRBETARBO DN TEA L 24 Lk FORRS
EAERET O Z LAWREL Ehi, FEMEEB L OS KU PES & &, AAL A b
Lt RROZ I FHBHOMAR ST 7R, N2 it FRUT I F 850
HARE LB LT, OS RU'PFS A RICIER Lz,

*1: KA 200mg. A P LFE FS00mgm?, VAT T F L T5mgim? XIXINRS T F
AUCS (mg - mL/min) OIEIZ Q3W (F=—A® 1 HEICRE) T4 a—XPE5H, &K
200 mg RTUAA B LFt B 500 mg/m? A% Q3W TR E S,

T FER, NA N FE R S00mg/m?, AT ZF L TS mgm? LT VR T 5 F 0 AUC
5 (mg* mL/min) OMEIZ Q3W (22D 1 BEKEKRSE) T4a—2BE5#%, 75
REUNA B LF F 500 mg/m® 23 Q3W THRE vk,

324 WAETREINTZHEEIAFOBREEPIEL, 20%, ERETHEOLNEE
BIBREFHTELZ L EENTE,

#3 A (KEYNOTE-189 5

AEMH HEE LA PRERE
(410 f51) (206 131}
i [A] NE 11.3
(95%CI) (NE, NE) (8.7,15.1)
0s™ AN R 0.49
{(95%CI) (0.38, 0.64) —
P (" <0.00001
thgfi [A] 8.8 4.9
(95%CT) (7.6,9.2) (4.7, 5.5)
PFS*L ™ NP — R 0.52
(95%CID) (0.43, 0.64) -
P i < 0.00001

Cl: BRI, NE: #EARA, *1: PEEFEOF—Z (20074 N B 8BA v 47, *2: /8
B Cox (LN — REFALLE 78R, A dtE FROTZ F BRI L SRED
PFRBE L OB, =3 BRIv 77 7%, *4  RECIST HA F74 2 L1 RIEESCERT
I ST AR S



Y
BB ) e e 1 -

e 200G QIW, ARAFLERERIT TS F H HAHB{ESRE
e TSR NARFERRET FF IR BLREE

100
20
80 -
707
& 60 -
ﬁ 50 -
i‘H 40
30 7
20 ]
10
0
0
at risk#
AE200mg Q3W, ~
ANUFERRUTSF 410
FEAIG RS
CT3ER, AANEE
FRUTSF FRAIHA 206
{LREE

3 6 9 12 15 18 21
S 1FRERG (8]

377 347 278 163 71 18 0

183 149 104 59 25 8 0

R4 OS OHRMARHTFO Kaplan-Meier fift (KEYNOTE-189 BE)

at risk
£B200mg Q3W, A
b3 VR cd ol F LY
BRI TSF N
Faa, AARED
Frhuaariany
755+ EH

160
90 - \‘%.&. e BHERFCR CI0, ANLE EEF PO AATARU T 5 TEH
s04 - .-;}w e THER, WA WD LAEBRUT 5 TR |
F 70 b
1§ 60 )
% 50 -
40 4 THy
% by,
* 50 - e S -
}0 ) o iw@w i i S ok iy S,
G 3 6 9 12 15 18 21
migmEFHRIA]
410 322 256 148 60 17 5 C
206 140 80 40 16 3 1 0

5 BRTHRUEICLS PFS O BN O Kaplan-Meier Bifi

(KEYNOTE-189 3 B%)




OE IR AT (KEYNOTE-407 3U5#)

{EZARHERE O 72 IERARRR AT - BB ORY ER /ISR 594 (BAR
NS0 BEETe) BRBIC, A 200mg (Q3W) , IARTSFLRUAST Y #3380
X7 N EFeA (TATICBEE) (BUF Thab-PTX) &0 5,) OfRA#RE (K
FOEARE) " OFMELETESWER, IR, WIAVRTITF RV A X EALN
it nab-PTX ORI G (L2RER) 220 e LEZHERAB THET Sz, Ml
Ed, 287 U Z AL nabPTX 13, HEEMBAE ZLIOEBRL, ERER4 =
—RETE Lz, il B CRBETIRD b iaic, ERETERIER
MWD HILRWEORRIRINCEE LTS BE T, REILIE OB M TR BTN
BHONDE TAMOBREG LTS Z L RAEELE Shiz®, TEFHMEER T 08 B
PFS &3, AR, INKTZF U ROAST Y &880 T nab-PTX O EILTZ
TR, AARTZF L RONRT Y F RN NT nab-PTX OHFREE LB LT, 0OS &
U'PFS 2 HEICER LT,

*1: A& 200 mg, 2327 U # ¥ 200 mg/m? X I nab-PTX 100 mg/m?, # AR 75 F 2 AUC
6 (mg- mL/min) ONEIZ Q3W (KA, <27 YV FXEABRBIALRTTF o dEa—A
® 1 HBZERE, nab-PTX 3Ea—AD 1, 8, 15 BHIZES) T4a—2ARE5H%, K
% 200 mg 2% Q3W TiE Xz,

¥2: 7T RER, A2 Y FFENA 200mg/m? il nab-PTX 100 mg/m?, H/LFET 55 AUCG

(mg - mL/min) OMEIZ Q3W (RA, X7 VX BARUINETIF L Ea—2AD

I A BIZEE, nabPTX 3Eo—AD 1, 8, 1S HRBRZ®RE) T4 a—2AR5%, 77
AR QIW TRE I,

¥3:24 WA ETEREGEANEBENEIARNORELFIEL, TOB, KBETHRDLNLE
HlesBETE L L Eh,

#4 AYHMRE (KEYNOTE-407 Rk

AFHIOF R {5 IERE"
(278 1) (281 #1)
C HaE [A] 15.9 113
(95%CI) (13.2, NE} (9.5, 14.8)
0§ N — R 0.64
(95%CI) (0.49, 0.85) —
P fE" 0.0008
vl (A 6.4 4.8
(95%CI) (6.2, 8.3) (4.2,57)
PFS™.™ VAN - A 0.56
(95%CI) (0.45, 0.70) -
P " <0.0001

CI: fEEXM. NE: HETRH, *1: PHEBHRFOT —% (208EFE4H3 By bA7, 2: B
Bl Cox FbINTF— FEFNMT L BT ZER, VR TZF o REAA7 V4 380X nab-PTX
OUEREEE O, *3 @RIV S Z V7 HRIE, *4  RECIST HA FIA 2 L1RIZES<BHR
AL
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10 1 . )
b e T, AVETSFVRUITY S5 ORI Y 952

0 """ T | ARARRARERAARLE T T
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SR [A]

By,
i g

— RN W, AT SF VRUIIUIF LT nab- T I F L

at risk#

AEN0ME QIW, A

I3FIRERIUTEE 278 256 188 124 62 17 2 0
Nignab-N70 9%

T3ek, RIS Fy

BRURIUSFEHNG 281 246 175 93 45 16 4 0
nab-NoY 9+l

B6 OS DHHEMENTED Kaplan-Meier fi#t (KEYNOTE-407 3RER)

100 -
90 7 — R QIW. HLESSFURURIUIH LR Bnab- 7 US4,
oy e s ISR ALK TSF LRIV ENRZ0sh-Z U S F 2L
80 | i
R 70 -
fﬁt 60 -
§ 50
5 A0
B 40 1
# 30
10 _ B T S
0 YT T T T T A T
0 3 6 9 12 15 18
]
at risk2k EEEEFHEIA]
AF200mg QIW, AL
TIFUREINAIFEL 278 223 142 57 23 5 0
Rignab-N7U9+E1
750K, DRSS FY
RUN2USEELRIG 281 190 90 26 12 4 0
nab-7u9%el

M7 BERTHRMEI LS PFS OFARYTR D Kaplan-Meier Bk
(KEYNOTE-407 3B
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OEBEFLFREHAERE (KEYNOTE-042 358)
fLF BB D 22V, EGFR Bin TE R, ALK MO BEFRaME R U PD-L1 Bt (TPS
=1%) OUIBRREERELT - BROEDMERMEEE 1274 5 (HARA 3 HEET) %
FRIC, A 200mg QBW B EDOHIER PREMN . 77 F A E ST LEREE
HBE UTHF SN, 2ob, B CREETEIRS bhizBaic, KEETEF
FIERAIFRD BRI WVEORERANCZE LT A B T, WRIEICAE 0O B4 340 TR A
HWATARED b5 TARORE LT 5 = L RAREL k", T EFMER 1T 08
&R, FENXT T FIRAE ST R LB LT, OS 3 EBICER L,

Y24 VR ETRESNEHERAFOREZPIE L, 0%, RRETIRDL LIS

IR EFHETEL L L AN,
£5 AHHEEM (KEYNOTE-042 38) (PD-L1 Bt (TPSZ1%) DRAEER)
7T F R R ST
AH 200 mg Q3W (e
AR 637 7 637 i
i [H] 16.7 12.1
TPS=1% .
DEEER | ogt (9§ A,cp . (13.9,19.7) (11.3,13.3)
(95%CD (0,71, 0.93) -
P " 0.002
IS 299 4 300 i
. gl [A] 20.0 12.2
UT;;E ;iko 08" " (95%CT) (15.4, 24.9) (10.4, 14.2)
- AP — R 0.69 B
(95%CI) (0.56, 0.85)
%k 338 # 337 15
0 hfE [A] 13.4 12.1
d g)>£;§§4 0s* (95%CI) (10.7, 18.2) (11.0, 14.0)
- A — R 0.92 B
(95%CT) (0.77, 1.11)

CE: {ERRIX[E), *1: PSR — & (201842 H 26 A v hA 7, *2 . J@% Cox HAf A~
—NEFNILE DT T F T AL ST LRRE L OB, 3 Bl I/ RE
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at risk#t
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47EHIRI[A]

214 112 35 2 0
166 88 24 1 0

M8 OS OREMEITRO Kaplan-Meier gi## (KEYNOTE-042 7E)
(PD-L1 Bt (TPS=1%) DOBHHEM)
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|

[Zaxit]

OEFRERFMEFE (KEYNOTE-024 35
AEFRITARANR 148/154 ) (96.1%) KU SOC £ 145/150 B (96.7%) 8w b, 1h
BRI L OERBFESBTETERWEEFRIL. FhEH 113/154 B (73.4%) BT 135/150
(90.0%) IZRB® b, WTENMADORECTHEERESR s%ULOBERIITRO LB Tho

Tre
#6 VTR OBCRRAEN %LU EOBEA (KEYNOTE-024 B8 (SRR S

FHERIKRSIA (SOC: System Fli (%)

Organ Class) REEE SoC #

H,A5E (PT: Preferred Term) 154 {3 150 1
(MedDRA ver.20.1} 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2RER 113 (734) 40 (26.0) 1 (0.6) 135 (90.0) 77 (51.3) 3 (2.0)
iR LY R REE a '

il 8 (52) 3 (1.9 0 66 (440 29 (19.3) 0
= i BRI A i I (0.6) 0 0 8 (53} 2 (L) 0
iSRRI i 1 {0.6) 0 0 34 (227 20 (13.3) 0
[ MEWAE 0 0 0 17 (11.3) . 8 (5.3) 0
Pyl iEE ' “ N
R R AR TR 11 0 0 0 0
ARAR RS T 12 (78 0 0 11 0 0
T 6 (3.9 0 0 17 (11.3) 0 0
FHI 22 (143 6 (3.9 0 20 (13.3) 2 (1.3) 0
B 15 (0.7 0 0 65 (433) 3 (2.0) 0
A % 4 (2.6) 0 0 18 (1200 2 (L3 0
AT 4 (26 1 (0.8 0 30 2000 1 (0. 0
—i¥ - EEEER I UREBroORE
e FTIE 5 (32 1 (0.6 0 it 73 2 (1.3 0
Vi 16 (104) 2 (1.3) 0 43 (287) 5 (3.3) 0
R 1 (0.6 0 0 9 (6.0 0 0
T 16 (10.4) 0 0 8 (53) 0 0
HRERIRE
ALT #5790 10 (6.5) 0 il YA CY) 0 0
AST #Hn0 8 5.2y 2 (1.3) 0 5 (3.3) 0 0
MR 7 17 = A 3 (L% 0 0 15 (100 1 (0N 0
P ER A 0 0 0 20 (13.3) 6 (4.0) 0
iR SR A 0 0 0 18 (120) 9 (6.0) 0
)ik e 1 (0.6) 0 ) 6 (107) 3 20 0
Rl X USRS
B 14 (9.1 0 0 39 (26.0) 4 (2D 0
& 7% o A SE 1 (0.6) 0 0 9 (6.0 0 0
BEBEL L URAERES ‘
FREE 13 (8.4) 0 0 4 Q2.7 0 0

WREREE

WERY I (0.6 0 0 15 (10.0) 0 0

FM = o —F— 2 (L3) 0 0 9 6O 1 (O 0
FEIRAE, MOSRES L UthRIESE

Jiifgi g 8 (52 4 (2.6 0 1 ©7 1 (0N 0
BEL LU THERES

BAERE 0 0 0 12 3.0 0 0

B 8 (52) 0 0 107 0 0

7 5 FERE 12 (7.8) 0 0 3 2.0 ) 0

%5 1 an 1 ©0e 0 320 0 0

13




2eds. AFBHCIBWVC R ERER o 5] (5.8%) . KRB - EREO THI 8 # (5.2%) |
MHRMEE (X5 - SN EERS) 261 (13%) | FEEREE 2241 (14.3%) . R
JEBEREE 21 ] (13.6%) . FIERHEEERESE | 7 (0.6%) . 1 BUEEIRIS 1 61 (0.6%) |
RpAEEE (RIS RIEMEB L) 1 6] (0.6%) . BEL 16 (0.6%) . BH%% - BT
%ﬁﬁi%(m%)ﬁﬁmmmmmWWSWCM%)ﬁ%bBﬂtoit\ﬁgmﬁg
B (R EERIREER. S, FEREES) | RISHERE. BEMEIE, M
Jo o BEIEZS. X OB, DGR, G/ MEROESREER, i E M R URFER
I b ho T, ARERARERRIBEES GRRREEERLZED) 250
HEERE TR,

QEE RS I/IMARE (KEYNOTE-010 )

A EEE L 2 merkg Q3W BF 331/339 41 (97.6%) . 10 mg/kg Q3W B 3307343 {71 (96.2%)
KU DOC BE 297/309 B (96.1%) 12520 b, 1RBRKRE ORRBAFRSEE CERVAEE
Wt AR 215339 B (63.4%) | 226/343 B (65.9%) R TF 251/309 il (81.2%)
R Bl WERMOBETREEN SBULORIERIITROLBY ThoT,

%7 WTHAORTHREES 5% EOBER (KEYNOTE-010 BRE)  (ZHEAHT R SMH)

BERFsSEE (SOC: System g (%)
Organ Class) 2 mg/kg QIW B¥ 10 mg/kg Q3W BE DOC #
A (PT: Preferred Term) 339 7 343 {7 309 4
{(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5 2 Grade Grade3-4 Grade 5 4 Grade Grade3-4 Grade 5
2BI{EMR 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)
IS LU R EE - ' S
1 10 29 3 09 0 4 @n 1 03 0 0029 5 (16 0
TRk 1 (03 0 0 1 (03 0 0 44 (142) 38(123) 0
P4 _
R R T 25 (14 0 0 23 (6,7 0 0 1 ©3 0 0
H B
TH 24 (7.1) 2 (0.6 O 22 (64 0 0 56 (18.1) 7 (23) 0
B 37(109) 1 03 0 31 9.0) 2 (0.6 O 45(14.6) 1 (0.3) 0
(WEE S 13 38 - 0 0 7 (200 1 (03 0 43(139) 3 (1L.O) 0
& k- 12 (3.5 0 0 13 38 1 (@3 0 24 (7.8) 2 (0.6) O
— i - 2EREER LTS B ORE
WIE 20 (599 1 (03 0 19 (55 2 (0.6 O 35(113) 6 (1.9 0
Erde 46(136) 4 (1) 0 49(143) 6 (1.7} O 76 (24.6) 11 (3.6) 0
Eizlusid 5 (1.5 0 0 4 (LD 0 0 21 (6.8) 0 0
FEEL 1029 1t @©3 0 14 4.D 0 0 17 (55 1 (03 0
R RE
PEPERE S 0 0 0 2 (0.6) 0 0 24 (78 19 (61) 0
WIEREE
SERLE 309 0 0 3009 0 0 17 (5.5 0 0
RE N O TRRRREE
JREAE 309 0 0 2 (0.6 O 9 1WIELD 2 06 0
& 5 HERE 25 (7.4 0 0 32 93 0 ) 5 (1) 1 (03 0
5 29 (86} 1 (0.3} 0 46(128) 1 (0.3 O 14 (4.5) 0 0

fed. 2 meg/kg Q3W BER TN 10 mg/kg Q3W BEIZIBWTENE L, HEMEMZRE 15 6
(4.4%) BOR14 6 (4.1%) . KEBE - BEEOFHSH (1.5%) RU24] (0.6%) . B
00 F7 R (7 RS RE EE. S THHIBE, BT ES) 1 (0.3%) U 1 471 (0.3%) .
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MRS (FT 2 S L—IERBES) 24 (0.6%) RON3H (0.9%) . FFSHEREE 23 4
(6.8%) K224 (6.4%) . FURRMEERERESE 32 41 (9.4%) RU35H (102%) . T#
RHEREREE 1 1 (0.3%) KOV 1 B (0.3%) | BIPEHEBERETE 2 ) (0.6%) KU1 1 (0.3%) .
T RIBERR 1 B (03%) RO 2 B (0.6%) . BSEERSE (RMEREMEER%E) 4 4
(12%) ROT0BI, BESR 1 41 (0.3%) RUM 0B, Fide - MEBARRARIE 1 31 (0.3%) B T®
0 #, infusion reaction 2 B (0.6%) RUr6 M (1.7%) MH@EDOI=, T, HEHEH
AE, e - BEREAS, &85 MRk, ORRAS. SRR/ NMRIBAESERER . YEIEE R O
FHEBBEIRD bhian ok, ARIEARIRRIIEERS BRREHEE 2 ST
EEDEIHERERT,

QERRERFBIEHE (KEYNOTE-180 #Ek)

BEFRIIAAIG AR 404/405 B (99.8%) b USHEBEE 200202 1] (99.0%) 1B b
. WREL ORRBREPSBEE TERVEERRIT. FREN 372405 5 (91.9%) &
Y 183/202 B (90.6%) 1288 biviz, W ORECRBEEN 5% LoRWEMITE
DEEBEYThol,

#8 WO THERRN 5% EOBER (KEVNOTE-189 BB)  (ZSMASE)

FoE BIK433E (SOC: System I (%)
Organ Class) AHIGr R {bEER R
FAEE (PT: Preferred Term) 405 5] 202 4y
(MedDRA ver.20.1) £ Grade Grade3-4  Grade5 4% Grade  Grade3-4 Grade 5
LHHER 372 (91.9) 193 (47.7) % (2.2) 183 (90.6) 80 (396} 2 (L.0)
MigR LY v REE
i 154 (38.0) 55 (13.6) 0 77T (38.1) 27 (134) 0
FEEMELT PR A 25 (6.2) 24 (59) 0 4 20 4 @2 0
B il Bl A RE 22 (B4 8 20 0 12 (59 1 (05 0
F A R 101 (249) 59 (14.6) 0 45 (22.3) 22 (10.9) 0
/R A 69 (17.00 31 (1.7 0 27 (134) 13 (6.4) 0
P A Bl i
ORI T 22 (54 2 (0.3) 0 3 (1.5) 0 0
RREE
WA 51 (12.6) 0 0 14 (69 0 0
BIBEE
i 67 (16.5) 0 0 24 (11,9) 0 0
TH 78 (19.3) 15 (@37 0 22 (109 4 (o 0
Bl 187 (462) 12 (3.0 0 90 (44.6) 4 (2.0 0
BR% 260 (64 2 (0.5 0 15 (74) 1 (0.5 0
A 74 (183 7 (L7 0 39 (193 4 2.0 0
—i% - EEEER LTS BN oWk
Eiabnd 53 (13.) 16 (4.0 0 31 (153) 3 (L9 0
W 134 (33.) 20 (4.9 0 62 (30.7) 3 (1.5) 0
FERE FIE 3 7H 3O 0 14 {69 1 (0.5 i)
FEAR IS 27 (6.7) 0 0 12 (59) ] 0
5, 24 {59 1 (0 0 4 (2.0 0 0
FREE 3 X UM AR B
TR 20 (4.9) 1 (0.2) 0 0 6.0 0 0
FRERIATE
ALT #45n 38 (94 2 (05 0 16 (79 3 (L5 0
AST 1&in 28 (6.9) 0 0 0w G 1 0 0
Ipr v rF=8m 32 (19 1 (0.2) 0 12 (59 0 0
F i Bk St 2 B4 7T 0D 0 12 (59 6 (3.0 0
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2E B 574 (SOC: System Hig )

Organ Class) AR A (R IRE
EAEE (PT: Preferred Term) 403 202 44
{MedDRA ver.20.1) 4 Grade Grade 3-4 Grade5 42 Grade  Grade3-4 Grade 5
ToHE LU R E
HHRGR g4 207y 4 (1.0 0 42 (208 1 (0.5) ]
flk= & %7 AAE 2 (54 5 (1.2 0 3 (LS 0 0
MR R E L
BRI RN 37 (91 1 {02 0 14 (69 o0
g KR T aiRkEE :
i 11 @n 0 0 12 (59 0 0
.5 FEIE 37 (9.1) ] 0 12 (5.9 0 0
B 51 (126) 5 (L) 0 17 B4 3 (15 0

oS, AR BT RTE MR 16 # (4.0%) | KB - O TR 20 41 (4.9%) |
FBEEE (X5« S L—EREES) 10461 (2.5%) . AFHEEREE 62 ] (15.3%) . FIR
JEMBAERSE 32 ) (7.9%) | FIHEMSHEAEREE 2 41 (0.5%) . BIBHEEREE 1 41 (0.2%) |
T EEEERE | ) (0.2%) . EHRAEREE (RIMERIEMERS) 256 (6.2%) . KK 2 H
(0.5%) J Ut infusion reaction 5 # (1.2%) MDD LN, ., BEOKERE (K&
FERERRIEERE . S, BAERY) | B - HURIARE, BEEME A, MK -
BRI B Y 5 Mk, LK. R MERO ST, iR R ORI
Ew bR hotn, AEEABERRIEESES (BEAREERNEED) 250ERH
o N

G®EBERE AR (KEYNOTE-407 #5k)

HEEBIAFIBE 273278 61 (98.2%). R USHHRAE 274/280 5] (97.9%) Lwab 2F g
BRE L OERLBEREETCEARAVAETERIL. ThEh 265278 # (953%) R
240/280 1) (88.9%) IZWH LT, WPNAhORETRIEREN sHLL EOBIEMILTERD
LBV Thol,

#£9 WThIrDOBCRBEN S%U LOBER (KEYNOTE-407 BB  (REMEART xR AEH)

SBEARSE (SOC: System % )
Organ Class) A [ =t o373
HAEE (PT: Preferred Term) 278 41 280 7
(MedDRA ver.20.1) % Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
2RIVEH 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
AR LY AR EE
i 123 (442) 38 (13.7) 0 117 (41.8) 43 (154) 0
BT PER B TE 14 (5.0) 14 (5.0) 0 10 (3.6 0 (3.6) ]
Al kiR AE 23 (83) 12 (4.3) 0 19 (6.8) 12 (4.3 0
HF P ERIBAAE 97 (34.9) 59 (21.2) ] 86 (30.7) 63 (22.5) 0
iR HE 81 (29.1} 18 (6.5) 0 58 (20.7) 16 (5.7) 0
RIS
PR RS R T 17 (6.1 1 (04 0 2 (0.7 0 0
PR AR TR 16 (5.8) 0 0 3 (LD 0 0
H pEE
1B 31 (112) 1 (0.4) 0 25 (8.9) 0 0
TH 61219 8§ (2.9 0 47 (168) 4 (1.4 0
Bl 35 (306) 2 (0.7) 0 1254 3 (1.D 0
71 36 (12.9) 1 (0.4) 0 25 (8.9 3 (LD 0
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ZFERIXRSIE (S0C: System i (%)

Organ Class) FRIGERR a7 3

HEAFE (PT: Preferred Term} 278 451 280 171

(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade34 Grade5
—f - ZHEE D L OB G IR DOINIE -
Fapatid 46 (16.5) 3 (1.1 0 41 (146) & (2.1 0
Y 54 (194) 7 (2.5 0 52 (186) 7 (2.5)
BRRinE .

AST #/m 14 (5.0 0 0 5 (L) 1 (0.4) 0
SRR 24 (86) 17 (6.1 0 28 (10.0) 24 (8.6) 0
AR A 23 (83 5 (L1.8) 0 16 37 6 (1) 0
i SR g _ 30(10.8) 11 (4.0) 0 28 (100) 10 (3.6) 0
S L URRES ' o ' . -
FHERELR 47 (169) 5 (1.8) 0 57(204) 4 (1.4) 0
B 73 7 A E 15 (54) 1 (0.4 0 9 3 2 0D 0
FEHRB L UESRRREE R

PAsE 36 (12.9) 1 {0.4) 0 24 (86) 2 (0.7 t
fhE ‘ 2015 2 @©7) 0 26 (9.3) 1 (04 0
R : e e S0 1WA _
WRER 23 (8.3) 0 0 7T {2.5) 0 0
FEtE= 2 — ST 55(19.8) 3 (LD 0 37 (132) 2 (0D 0
R 15 (5.4) 1 (0.4) 0 13 46 1 (04 0
FHEBE =2 —o3F— 31 (11.2) 0 0 36 (12.9) 2 (0.7) 0
BEB LR THEERE o ' o ' o

i EHE 126 (45.3) 1 (0.4 0 100 35.7) 3 (L) 0
T D FRIE 29 (10.4) 0 0 15 (5.4) 0 0
3B 28 (10.1) 0 0 20 (7.1) 0 0

73235, AR W CRIE MR A 14 1 (5.0%) , KEBSS - EEO TR 14 £ (5.0%) .
PRERRE (X T - N L—EREEE) 556 (19.8%) , FTHEREREE 26 B (9.4%) . BLR
JRARERREE 31 41 (11.2%) . TERAWERE 26 (0.7%) | BHERE (RASMEKE
BRE) 66 (2.2%) KO infusionreaction 6 &1 (2.2%) MWD LN, T, EHEOHK
JEREE (BERRIRAEREE, SHBE. MEERS) | BIBMeERE, | ERE, B
%, B - WA RIARIE, BEANEEDAE, MM - BEEAR. B OBE, LMhgE, ik
MR SRR . R IR ORIFERS ISR Doz, ARHWERIEEIRNR
IEEES (BEREEREZED) 28DLEHERETRT,

@EPEERFEMMAFE (KEYNOTE-042 35R)

BEFRIIARAIRE 610/636 B (95.9%) R UMLHHERE 606/615 B (98.5%) IR 5
., WRELORRBESTETERWHEERIL, ThEh 399636 H (62.7%) &
UF553/615 B (89.9%) 1580 bivic, W ORETHREBEN 5% EORIERIZ TE
DOEBNTHT,
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;10 PO ORETRIERN 5% EORER (KEYNOTE-042 BIR)

(BRI HRAT)

BEMASE (SOC: System il (%)
Organ Class) AHITE LR BRE
HAFE (PT: Preferred Term) 636 19 615 £
(MedDRA ver.20.1) 4 Grade Grade3-4  Grade 5 £ Grade Grade3-4  Grade5
EEHEM 399 (62.7) 104 (164) 13 (2.0) 533 (89.9) 246 (40.0) 14 (2.3)
Mg LR o RES '
i} 35 (5.5 4 (0.6 0 229 (37.2) 80 (13.0) 0
£ i e o SiE 10 (1.6) 0 0 5 (5.7 10 (1.6) 0
AR IE 5 (08 1 {82 0 88 (143) 46 (1.5 0
/R A HE 3 005 1 (02) 0 56 9.1y 10 (L.6) 0
P RS B - ' -
BRI R TOHEE 37 (5.8 1 (0.2) 0 I (0.2) 0 0
FOR B ARAE T 69 (108) 1 (0.2) 0 2 (0.3) 0 0
BREE '
LEETS 2 (1.3 0 0 68 (11.1) 0 0
TH 34 (53) 5 (0.8) 0 46 (15 1 {02) 0
B 3l (4.9 0 0 184 (2990 7 (LD 0
HP8 7 (L) 0 ] 31 (5.0) ¢ 0
gk 15 (24 0 0 97 (15.8) 2 (0.3) 0
— i 2 HEE L UYL O R E i '
W E 27 (42) 3 (0.5) 0 60 (9.8) 10 {L.6) 0
br g 50 (7.9 3 (0.5) 0 102 (i6.6) 8 (L.3) 0
KR HRE
ALT $7mn 45 (7.) % (1.4 0 53 (86) 5 (0.8) 0
AST H#H1 41 (64) 4 (0.6 0 42 68 2 (0.3 0
i R 2 (0.3) 0 0 86 (i14.0) 54 (8.8) 0
RS 2 0.3 0 0 64 (10.4) 20 (3.3) 0
A Bk &R 3 (0.5 0 ] 71 (11.5) 32 (5.2) 0
ol X U EE
BRRER 40 (63) 5 (08 0 109 7.7y 9 (1.5 0
HEREB L UHARBES
e 27 (4.2) 0 0 46 (1.9 0 0
B AR 20 3.1) 1 (0.2) 0 50 (8.1) 0 0
R RIEE
= = st — 1 (02) 0 0 50 (1) 5 (0.8) 0
FHEER -2 — N — 3 (0.9) 0 0 41 7N 6 (LB 0
RN R, WOERIs & UMt E
ilgide 43 (68 19 (3.6) 1 (0.2) 0 0
B X O TREEE
=B 2 (0.3) 0 ¢ 136 (22.) 7 (1.1) 0
% 5 EEE 46 (1.2) 2 (0.3) 0 15 (2.4 0 0
B 46 (72) 3 (0.5 0 27 (4.4) 0 0

Feds . KB W T RIEYEMIE AR 49 ) (7.7%) . KIBZ - B O T 10 4 (1.6%) |
EEORBIES (FRREEREERE, SR, ERWES) 14 (02%) | MWikES
(FF o« RL—EEESE) 1] (02%) . FPHREEE 76 B (11.9%) . FRIRMERERE
=02 ] (14.5%) . FREEHEAEREE 3H] (0.5%) . RIEEERE 3 6 (0.5%) . BHE
B (RAVEMEMERS) 341 (05%) . BER1H) (02%) . L% 1H (02%) &
X infusion reaction 6 5 (0.9%) PSE4@ HAvi-, F£7=. | BB IRIG. f545 - BRAU RUATAE
BEIERES IR, ML - BRMEAS. & EAk. SEtE i/ R MR BER . MR W K
UHRFFERIB IR b o 7o, ABERARBERIIIES R (BRREEREN 25 T)

EEUEIRRE T,
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[k - &)

AR OREMEDERETTAZHB LY I 2 b—Ya 0k, A& 200 mg %
Q3W, 400mg % 6 IR (LAF TQewl &3, ) Xid 10 mgkg (RE) % 238/
kR (LT Q2w L5, ) TE LEZEOARoMETRESBRE IR, FOk
B, AH 400 mg & Q6W THE LBOAROEFRIEICHIT 5 FHiE g (O
T Cagssd V5, ) 1, AH 200mg & Q3W TG LIBED Coye & IBEIT 5 & T
Endz (FR) . £z, FF 400mg & Q6W THE L-BoXFOERREICBIT AR
AMETRE (BLT [Chas! V5, ) 1 AH 200mg & Q3W TRE LIZBED Coness
L CEMEERTETFRHEINZb00, AAABFIBNTEEERBEShTY
DML - B THHAA 10 mgkg (KE) & QW THRE LD Cons & HBE LTI
HERTETFREN (TR) , &bz, BHEACERE ¥ IRICAH 400mg % Q6W
TG LI fEA B IMRRER (KEYNOTE-555 IR L v B bh o Elllic -5 < Epdhfk
R AT T ab—a i XD FRILZEDERE AT A —& LUz (THR),
AT, FWHOBEICBY 2 EERBRBREICESE, AFORBRE L AN IReM
& OBEE AR T HIRBRSE T AR SN, AFH 200 mg £ Q3W Xk 400 mg %
QoW THRELEBOBREER L A IR EME OB >V THH Sh R,
FORYE - REOM THDMECESMICHM L EZRITRV L FllEhT,

R 1 EROEMRBRF A —F

AR | G | Ggen g | Gamn | e | e
200 mg Q3W! (582?;97) (27§?§%J) (11;?:83) (9123;:J) (492??10} (302?52;0
400 mg QoW (12;,2?24) (32.?)?';2.7) ( 10.}4(,}'16 0.8) (142?49) (50.51?'; 1.3) (]9.%3?50.9)
40{09”";;1%}1%6)“{ (1351;,6'10 1:6.43 NA (14,1:, '?5,4) NA NA NA
10 mg/kg Q2WT (21%,2223) (14;??45) (1 l’ll,i?ZI) (42:,2233) (272,7382) ( 19;,9 ;00)

f:n=2993, 100[HDOY I 2 b~ g AL EHENBIEREOPRE (2.5%5,97.5%5) . Cmw: PIEH
HHEOESLEFRE, Cop: AEHZSHOEINMEPERE, Cun: OERESE (A 702 BE55) OBIELTE
EF?%E\ Chaxss @ % ﬁﬁiﬁ[:ﬁ”é%ﬁm?ﬁztpiﬁg‘ Cﬂ\'g,ss : E%‘ﬂti@ﬂ:ﬁﬂélﬁiﬂﬁu?ﬁqﬁﬁg\ Coninss Eﬁ:&ﬁgit
Bil 3 BiEMmigE ke

b 56 FIOBTEME (95%(5E X

§: 41 FIOBATERE (95%EHERM)

NA : BEMR L
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4. HEFRIZ2WT

AR OBMB GG LT, AR LTHEHBERE (6% ARELATY
A EhE, UHAESENCERTE OB THILENHSB, FO LT, EEMY
2 7 BEENE (RMP) ICE-S& | A OELDLZEMETIEE~O W AR 2 5 5 ik
Tiho T, FRORERHEIRBE LB - BEL, FRORSITLVERLEWERZ
R LIS TS 2 L BRERED, UTOO~QOF 2T Eii I RiRizmnT
FHTHRETHD,

O HERIcoWT

@1 Fieo (1) ~ 5 OWVWThDCHELTIHRTHDZ L,

(1) EAEBBHRERGE TSN ARREEILREES ERBF IR A SRS RE.
HOIAS AL AURBE . OIS A BRI &)

(2) HFEHEREIRRT

(3) HHEFFRMERIEET 2 NADEEERE (R ADFOREIEERPL, BABREE
ke, DS AR ROEEHEE R R L)

4) ARACFIIEELRE L, SSRGS 1 OIS RS REMSE 2 Ok B
AR D BHEIT> TV D EER

(5) PREMEEAVLT EEMNA OMERAREIR S B E T > T 5 MR

D2 MEOLFEER CBHWER BBEO IS4 7 mik & BRR A K oEM (TRO
WS RE ST B ERE) B, YRR OARICE T 2RRORER L LTREBE SN
TWB I &,

*

o ERTRFEEG 2 FEOYETHELE T Li-%ic 5 EU OB ATRROBKRIHE R
TFoTWBHIZ L, 5h, 240 LT, WASEYWRIEY XL LEBRKRERFOWES
FToTWNBIE,

o ERIRFERER 2 EOVPHEEET Lk 4 FULOBKEREZALTVD
Z k. 5b, 3EDEE, BROBAEYEIEE ELPRSRFEOBKBHEZTT o
TWaBZ &,

@ BRANOEERLSESEROMEHICOVT

ERSEREHICAETIEAESERS L., 8RAENSOBERED., A&
VPSSR OFHE CEMEIC T 5 EHRME, FEFLBRAE LEE08E
B, SRESCHIZITENAEGNE-THDHZ &,
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@ BIERA~ORIGITONT
@-1 MR B B E

MEMMEBEOERTRHERSRAE LB, 24 FFERRAHIOT., Mikhk X
PR IR\ T, B L EHER IS LT AR B O CT £ 0RHER @RIz 4
BIRBEOHRPYAPICH LI, EHICHISTRERERIEsTWAZ L,

@2 EFREFICLIFEFRNBICETIER

BARRCEDL D EMNRAMECHESF T AERKEFENBERE =2
EEDERORAZ ) —=r FETVERE L FHRE2 T T 5 F — AEREHINE
HEIhTWaZ e, Ak, BlEEEIZO>WT, BABE L FORKRCHHIEARSAT
WhHZ L,

@-3 ElfEROBKeSICE LT

BITER] (BYEMMEBIINZ., K% - DB - EEOTH, BHERZ%E - FR2 - IF
PERERESE « ITZR - BRLMERRE 8, BEEREE (RMEMAEMERRS) . WoOWESE (T
ERMAREE ., PR E. BIBMAERE) . | MBERIR., S IERE, fk - i
FRAREE . e, BEORBREE (PRt R, KA BRERE, SR
BE, RVEIRSE), infusionreaction, FBN# - BENESR, HIEMFEE, WEEE (¥ -
N SEMRRESE) | S, BB MRERE (B MEfL /MR MR, IR i,
AREFERES, MERRIERAES) . MEREAEERE, M%) TH LT, MEERSULERE
AR OEMMEL T HEN LB L BHEHOZELHGIZE L TRERUXESF
THNDERICHAZE) | BEHICETRRENTELIEHPE-TVWHT L,
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5. BEXNBRLBDAE

(Ao B4 % ]

D AHOBEMEL X FROBEILRBWTHAIUN RSN TN,

o EEFREEO R, EGFRBETFERBRM., ALK MAREFEBE RO PD-LI B
M (TPSZ1%) OYIBRTFEEREST - BROIE/NIAEAHE

o FTFFREIEEDEREREL AT S PD-LI Btk (TPS21%) OUIBRTHER
AT - EROFIMAERE (B, EGFRBETERBH T ALK Ma#E
EFBEORE T, FhFH BEGFR 1 % —EHEEBEAIL ALK Fu
vk F—VYIREROEBREL AT LBE)

2235, TPSIE-SAT7 vl Xv/ (BEHEL) oar =42 (REH

PD-L1 IHC 22C3 pharmDx [ =] ) #HWTHET S Z &,

@ AHOWLOFEMEIER L OFAREI TROBEF BV TEBEN TS TH
Do :

o A PLEE FRUTTFFHE L OHRES  (LFREEOR, EGFRE
EFERBMRG ALK BARETFREODRTREZET - BROFRFE LK
FE/ R B B
o ANRTSFURUNAY T EZ AL nab-37 ) 25N EOHARS L

EERIERE O 72 O EIIRREE R YT « BR ORI LRI/ MR RE

@ ALZEEIEREO 2 T - R O /NIRRT BE 1L, PD-L1RE T PD-L1EE: (TPS
=1%) ThHiE, ARORMMBELERT HRETH S, £, BE(LFRECH
+T 5 ARMICRER VW EE L BN BECH LT, PDLIRERRIC DD L
. RPN OB L CE AR LR L O RSEBEE TSR
CE 5, B, AROBE b o Tk, FifBET A F7 4 (BEREF SR
LERBRTLIE B

@ TN T DREIHT AR ORERGERFEC OV TR, ARIORZHEN
L SN TELT, FAFOBENRERBRY,

v iR ABIRIE
o @TEROBDHMEEIR ST AW OB ERER & ORI G

@D )2k EBENA K542 (RAEYSM KBWT, P4 —BEFERMEERMELD
MECOG Performance Status 0~1 @2 T 75 B Ll k. 3T@ECOG Performance Status2 &2 OBE T, 83
HAHER (FE 2 $EA ) OBEARESEEINTEY, 20X ) 2BE T, S LERETET
AARMICHERRLEELLND,
2 BeoG o Performance Status (PS)

Score EFE

0 | & MERBEHTES, BFALFLAREREIBIRE ATA S,

AEEICE LW ESHIRIR SR 588, HITAHET, BIEERM - TORBITI Z L8 T 5,
bl ;g FE, BEHER

3 Bo-HonEOEY O LhTEiy, BRO 0% EEy FORTTBRIT,

4 | <@ty BADEOED O FRed TERY, BRIy FORTFTRIT.
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[Z2MIZEY 5 35])
O FTRRENTLEFCOVTRARORSARERL SR THWDE Zehb, REETT
iz &,

@

AFN O3 LIRBUE OB O H 5 BE

%ﬁ%@ﬁmmﬁwTT%tﬁﬁfé%%mwamv$m®&5mﬁﬁén&h

733\

HOIEFORIIE R 2 WIESICRY | HEIAHEFHTAZ L2 BT 5,
FIEMEMRBO S I EOH 2 BE

TEh iR & CTRIE R % 3000 D A R B BT o HUH BRI g 48 o R e it 45
EOMICRENER AN D BE

HORERBOADE, ULBHERRE L < ITEEEO B SRSk B 0RO
HhoBE

BB ME EhHMRBHEELS) obsBE

B OBR IR ST 5 8BH

ECOG Performance Status 3-4 &2 ¢ @z
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6. BHEBELTHEET &SR

@ RASCESIMNZ, SOERFEES B RICT B BRI B D & AR ORI R ONR IE R
BAOEDICLBERERE HICBMEL THOERT L Z &,

@ WHEEBIC D, BE I FORBCEDER EREL AR L, BE2E
ThbhRETDHIL,

@ ERBERO~R YA MTOWT

BB MERERN S LbhA 2 2 BH 50T, AROBEICH T Tk, HE
% (BT, PEREREE, WO ORMREUHE X E0ERS, Slgs
SCATH Tk, Fio, BB UTHE CT. mif~—7—FORELEET
Hok,

infusion reaction 33 b5 2 2 2% 5, infusionreaction A7 8 LI EH BT
BB EITO & &b, ERAEET S E CTREOREY oI Bl
TAHIE,

HOR RS AR E | TEAERERVCRIBBEBRENLLLRLZLBEH LD
T, AFIOFE BT O SRR P ERICNSWERERE (TSH, B8k
T3. 8t T4, ACTH, Mo AF 2/ —AEORE) »EHETHZ L,
BUERFZS, ATRE. FHgEE, Tk, BEHEERRHLDbh s L Bd D
DT, AR OREEHETROE SR P ESRICIFEIERE (AST, ALT,
v-GTP, AP, EUNLESEOHE) #EEBTHI L,

HAE L (IIPARCIIEEREREZEL) SORBRIEEE NS LMD
TEBRHDAOT, THMICIROREOFEEERTH L, Fe, ROEWH
T LA, EPhCERREEERTILOBEERETL L,
AFOBREIZ LD BEORERCCERT 2 &% 2 bh A4 R BCmE
NhbbhaZ tilbsd, BENRDONRZEACE, BRLUEFLIIS L
PR 70 k0 & RBR A o EM LB U CEYRERNBW ATV, AR ORK
Rz L 2BRIEA RSN BE I, AROARE TP, RURIBRE K
NEVRIORSSpERBTS L, 2B, BIEREFANE ORI LD EIE
FAOMBERRD LIRWEAIT I, BIBRERVE LA o ImHHI O
LERBTLHZ L,

BB TS, BREN LY AR L ThLEERARRBETI RS E10,
AROBEERTHCHBHEAORBRIC S ERETD 2 L,

1 B R (BE 1 BERE 2 &) b bbh, BRFRES b7 F—v A
CELZ ENRHDZOT, N, B, BHFOREROERLMERO ERIZT
SEBTAIE, 1 RERENELLZBACEEREEPFEL, 1R ) ]/
Ko 5SOHDRAEZITH 2 &,

@ AFOBEERERIZIYV T, KEYNOTE-024 58 K U KEYNOTE-042 35k ¢ 558
et 9 W 7T, KEYNOTE-189 B TI3 5- a6 6 MBA KT 12 H, LA
BIL48 HE T TORITE, F0% 128 T L1, KEYNOTE-407 53R Ttz 5 B
Hh6HEE., REHRCISHEE, UEBIZ4SBHETIOBIE, ToR12EBT:
WSO ST - TV = L 2B E T, KRS PREHNCBEERETHR
OFEREITHI Z &,
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R RHEET A N5 4
Ra7nl w7 (BRizFHEMEZ)
(BR7E4 : A4 FA—F RIHHE 100 mg)
~BEIE R A E~

YRk 2 942 A (4F 348 AKET)
B4




B

ECHIZ

AE OFHR. R

e PR AR

MEERIC DWW T
RERNBLIRDHBE
BEICELTEET A SHE

A A

P2
P3
P4
P16
P18
P19



1. JZUBHIC

ERmOHME - EEMEORFROLDIZE, B XESCESWIEEERERIRD
bhb, &6, FEORZFHWMOMESIZ LD, FAERRR E O i ERE
FEELBRZEINAHTT, R o0EERFEICVELRBEICERMETS 2 L HXRED
BRER & 2o TR Y  RERATEGEE & B 0B A TE 2016 (EAL 28 4F 6 A 2 BREISRE)
KRN TYH, EFMERMREOERORBLHEEZRE - L L ERTNS,

B e AR SR, B E e T 7 7 A ANBEFEOERR EH LR
REZENHD, O, APMEROREMHCETAEFRSH0ERT S E o/,
HEEEROBEZB T A I LBHFENSBECH UTHEATS & L bic, BIE
RPIEH U BIC MBS d & 52 LR T R —FEOE 42 M- T ERgE o H
TAHLERRETHD,

Liciio T, BHA FIA Tk, FRERPLIHE TIREBLA TV ERHESEN -
BER RS LFORERH ORI 2HE T 28800 LB B, 22
FRUEBFRES 1T,

B, RITA T A4 %, WSTITBIE A ER L ERBBBATE, ARHEAEARA
BARIER Y S, —REFEAN B RBEABES R UAEEREEA B AR BRIEROBH
D EERR LT,

MR LI DEERER XA M A S RERE 100mg (— 4% - AT u ) X< (B
FHAHE))

HELRAPRUINE : BHEEAHE

HREEAMERCHE : BE, MAIX, 2a7 w27 (BEFHEBRZ) LT, 1
] 200 mg % 3 BRI XL 1 8] 400 mg % 6 B EIEIR T 30 4/
P TCREIHET 5, 272 L, WEEREOBEAIL, W5 R
12 AR ETET B,

15 R 5T ¥ & . MSD #RRAH




2. AR|OWE. {ERBF

FA b—F ETERE 100mg (—BE a7 Y X=7 (BEFREZD, BT IR
#1125 ,) X, PD-1 (programmed cell death-1) & Z?V #2 FTCHh 5 PD-L1 U PD-
L2 L DEAEEERETS, b MLIgGd £/ 7 a—FAHKTH D,

PD-1 #3241 T AR AR BE RS 70 3R B To D 12 S A IR SR - 5 7R sa e il
A4 v FT, PD-1 4, BESREBIZBNTERE T MRoMRETRICERL, BEA
BRI A SO ARNE AR 2RSS H#HT 5, Thbb, PD-1 XY H P Lk
BTAZ I LV HRSEEC LA VST MEEFAICHET AZEGTH S, PDL]
OEFRBICB T ABHEID TN TH L, £ OPAMBETHE T MiROHE 282
HIELBEICRBE LTS, BAMIIZET S PD-L1 OERBIL, BileE., REEs.
FFAINaRE . BUER . SR/ IR Ok e BB A TFRARRFTH Y B fFRS
OIEEERBESh TS,

B O A OBRKNTHE L PD-L1 FHOMEM NS, PD-1 & PD-L1 ORI
DEEEREIC W CEERREIZH S Z EARBRENTE Y Fi B AIRROERR
LTHfFEnTH 5,

AL, PD-1 & PD-L1 RUPD-L2 D Y v FORBAEMETHZ &icL Y, EE
P NEREE T OEESRAOMIESNE T ¥ o 3R ERE S, FIEERE % BIEEL
T5 L THIEESD R L BET S,

AR OVEFSEFIC S CBEORERURIC X 2 8IERER H b, EBXIIEITIC
L RN D D, AFOREHRUORERITE, BEOBREL AT, BWSRE
b BT, B U FRICR U SRR L R4 R0 EM & 8 L Ol
R ERIBET 1T, BEDORERINIC X 2BHER DN 2 Baicid, BIBRERN
T RORGEDEIRLE LT O BBV H D,




3. BRERAS
B R EORBFICFEM AT > 2 BEERBRO B 2T T,

(A %hi]
OEMNE I b 3B (KEYNOTE-041 #5%)

{LFERERORNIIAEY A7 (BaFHEEL) CLTFIAE)L=T 2 05,)
EERERN 2 VYA ETOMARERYH T 5 IRGURTEE L EY REREHE 42 7]

(FMERRT RIS 37 ) 2Rt Bic. A 2 mg/ke 3 WRABE CLT fQ3w] &1nv5,)
B 5 OFMEROZR2ENRE SN, 28, EHERHE TRAEITHARD bhi- e,
RBEIT # R TERASRD bR WS OREMIZEE LT 5 BHE T, RIEDAE O
BRI CERABETERED DN D ETAROR 5 2R T 2 Z L AWE L Sz, FEF
i B Cd HFTHFE[RECIST HA KT 2 11 RIZE-S < hiE & 558884 (CR)
XILEREERh (PR X, 24% (95%IEHRM : 12~41) ThoT-, 2B, FRIICREL
T RAEIX 10%CTh o 1,

O FE T HARER (KEYNOTE-002 345k)

A VY AT X STEREEL B T 5RIGURARE LB R BE 2B, AH 2
mg/kg Q3W 25 KR 10 mg/kg Q3W &5 OF MR NN, (bFHE (Fhay
V. TEYRIF, VKT ZTF o RV EXENIIINRTGF 00 2%
T, LT NICCHE 2va,) 2B E LCRET S, 7ok, Bl o5 BT
B LNHAI RBET 2R TRERSBHED bRV EOBERMICRE L TWHRE
T, WRIECARE O BRI TREBEIT RO b5 £ TAB OB E k5 = L 287
BBE S, FEFMIERIXREFYN (LT T0S) v a,) RUMESEAGFIR” (2L
T IPFSI &\ 5,) & &4, FANMEPRE L B LT, PFS 2 FBICHEERE L7,

#1 AMER#E (KEYNOTE-002 38R)

A& 2 mg/kg AH] 10 mg/kg bR
Q3W Q3W
(180 1) (181 ) (179 )
i (A 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9,13.8)
0S | ~¥F— FH2 0.86 0.74
(95%CT) (0.67, 1.10) (0.57, 0.96) —
P fil* 0.1173 0.0106
g (A7 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS' | ~HF— REL? 0.57 0.50
(95%CT) (0.45, 0.73) (0.39, 0.64) —
P {E" <0,0001 <0.0001

Cl: {EMEEM. *1 : RECIST A F7 A > L1 B E I HSHRE R VIBESEIC & 5538,

*2 1 B Cox BNt — REF ML DLERIE L Okl "3 BRI/ 7 7 RE




100 3
90
80 +
70
£ 60 -
ESO-‘
# 40 7
30
20
10

e 27 2 mig/kg QIW
—m— AR 10mp/kg Q3W

at risk#
A8 2 mg/kg QW
#H10mg/kg Q3W
{LRGE

180
181
179

131
138
115

9 12 15 18 21 24 27 30 33 36

$77HM (R]

95 70 61 1"
99 79 67 12
80 60 48 9

(=0 = =

1 OS® Kaplan-Meier Bi# (KEYNOTE-002 3Bk

100 3¢

90 1
- 801
& 70 ]

S

—— &M 2mgrkg QIW
——— ZPI0mgkg QW

at risk#
*& 2 mg/kg Q3W
F#|10mg/kg Q3W
{LGE

180
181
179

153
158
128

4 6 8 10 12 14
SRR RIRG (A

74 53 26 9 4 2
82 55 39 15 5 1
43 22 15 4 2 1

2 PFS @ Kaplan-Meier th#t (KEYNOTE-002 )




@i B MFERER (KEYNOTE-006 #5%)

ALY L TICLBEEBORNIIA Y AT EEERN 1 LIA L ETOL
FRIEREE AT A RBYRAE LB RANMAHE 58I, AH 10 mgke GBW BER
T 10 mg/ke 2 WERE CIF QW) 20 5,) BEOFEDEREEMN, A1) A
w7 EMBE LORE AN, 2B, EEIHE CRBETIRD bNEAT, KR
TTRATIERPERD SR WEORKINIZE L TV 5 BE T, WEILG O BEe Tk
TRBETIRD LN ETAROR S 2k 5 2 L RTREE &7z, TEFEEH
L OS BRUPPFS & 3, AFNIA BV A7 LB LT, OS RIRPFS # A HICIEE L
T

#2 APERE (KEYNOTE-006 3R

AF 10 mg/kg AFl 10 mg/kg Ay AwT
Q3W Q2W
(277 $1) (279 #1) (278 )
e [A ] NE NE NE
(95%CI) (NE, NE} (NE, NE) (13, NE)
08! | ANH— FRE"? 0.69 0.63
(95%CT) (0.52, 0.90) (0.47, 0.83) -
P " 0.00358 0.00052
ol (A 4.1 55 2.8
(95%CT) (2.9,6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5| /nP— FH% 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P " <0,00001 < 0.00001

Cl: FHXH. NE: #EFRT, *1: PREATEEOT —4& 201SE3 38 hy A7, *2: @Y
Cox HeffnPF— FETAILLBA Y Av 7 L OLhEE, *3: BRIn Y5 ZIRE, *4: RECIST H
A FZ A LRI B3 ML L7 SRR BHE R GRS R M 1o & 5 34, *5 : AR 7 —
¥ QQUMEIAITH Y MFT) ‘



100 =57,
90
80 -
70
X 60 -
# 50
40-_
307 —~- Fmromgkg QW
20 e FM0MEkE QIW
10] — seunws
Q e TrrTTrTT rrerreeTeS [T RS rrrrerereT prITTrTTT [T preTrrTeTY
0 2 4 6 8 10 12 14 16 18

at riski% EFHMR]

ZH)10mg/kg Q2W 279 266 248 233 219 212 177 67 19 O
#R10mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEULRT 278 242 212 188 169 157 117 51 17 O

3 OS® Kaplan-Meier Bif# (KEYNOTE-006 3AB%)

e e e AP 10MEIKE QIW
- 478 0mg/kg Q3W
—_— EULTS

0 2 4 6 8 10 12 14
at risk% sHEES TR

F&10mg/kg Q2w 279 231 147 98 49 7 2 0
F#F10mg/kg Q3IW 277 235 133 95 53 7 i 1
AEULRT 278 186 88 42 18 2 0 0

X 4 PFS @ Kaplan-Meier fi## (KEYNOTE-006 3R8)




@EPEEMRFE AR (KEYNOTE-05475%)

FEEURBORT -V ® oBERCHBAE (ARASFZED) #xgc, it
REFRIE & L CARI200 mg QQWREDHE MR UREMN, 7IF R ERE LTH
AEhr, TEMREREFERAESFYE LUF IRFSI & 5,) & ah, KANLT S
EREB LT, RESEERICERE LTz,

#3 MR (KEYNOTE-05438)

AF200 mg 5 ¥R

Q3W
(514%) (50531)
i [A] NE* 20.4

(95%CD (NE, NE) (16.2, NE)

RFS™ Y- R 0.57
(98%CI) (0.43, 0.74) -
P " <0.0001

Cl: RN, NE: #&75], *1: PRIk F —2 2007810280 v 237 0%2 : @5
Coxtbffl - FEF A E B 7 7R OB, *3: BRI 77 7RE, Q3W : 3BRIME

¥, NE : Not Estimated

100
90
80 -
£ 70
B 60 1
50
%M)j
g 30
20
10

{

Pt
B

— FF200img QIW
- s

BT Nonren ot o 1

0

3 6 9

T T T T T T O T

1I2175 18 21 24

at risk#k mEELTFHEA]

AHI200mg Q3W 514 438 413 392 313 182 73 15 0
PAEach 505 415 363 323 264 157 60 15 0

®5 RFSMDKaplan-Meierfi# (KEYNOTE-054335%)

@D AYCC (American Joint Committee on Cnancer) RHIZEE (85 7h0) CES<EM, 27— YA Tit )
ARNOEBREN | mm BOHEDH, '



[Z24%] _
OEMNE 1 bR (KEYNOTE-041 3ER)

AEESL, 4142 ) (97.6%) 2D HIL, RBRK L ORERRBTETCERVEE
Bk, 3442 (81.0%) 1M b, FEEEN S%L LOBHERIITERO LB T
Hot,

£4 BHEENS%ULOBHER (KEYNOTE-041 BRER)  (REMARNT N SIRED
BRER4s3E (SOC: System Organ Class) 2155?: ((2/;)Wﬂ¥
EAEE (PT: Preferred Term) 43%
(MedDRA ver.20.1) Eomde Grade 14 Grade s
2EIEH 34 (81.0) 7 (16.7) 2 {4.8)
AR
FRBREE TRE ey e
g SEREEBICEREBCORE o S
EEE N a1y o
AST Hhn 3 (7.0 0 0
ipEeRRECEM 3 @gn 00
% 5 FERE 6 (14.3) ) 0
RO BB 6 (14.3) 0 0
ZEEREE 3 (7.1) 0 0

feds. RVEMMER 16 (24%) . KIB% - BEOTR 24 (4.8%) , IFRHERE 3
Bl (71%) . FIefkHiherEs 2 4 (4.8%) . FORARMEREREE 6 # (143%) . infusion
reaction 1 Ji (2.4%) KUY 5% | 7 24%) MO BN, £, MEEE (¥7
Voo NU—EERE) | ERREEE (RAEEEMEAS) | BITES. 1 BEIRA.
EEEOEBEE (REHEEREGR, SHAK, EREES) | Rk, BHE - SRR
e . BIEATIESIE. BN - BEMEZS. DWRZE. SRR/ MRRAEEEIR, it
BOFRERBIIRD b ot, ABERARRRRIEESSR GRREERARELS
te) FEDERBERETRT,

@uEsE T HERE (KEYNOTE-002 7R5R)

HEESIT. 2 me/ke Q3W B 172/178 4 (96.6%) . 10 mg/kg Q3W £ 178/179 £ (99.4%)
BINICC 8 167171 ] (97.7%) @B b, BRIEL ORBEBRAEETCERVAE
Hpi. FREN 121178 B (68.0%) . 133/179 fil (74.3%) KRR 138/171 £ (80.7%)
WCED B, WP OBETREED 5% U LOBIERIITRO LB Thol,




£S5 WThPORCRAREN 5% ELOBWER (KEYNOTE-002 BE) (MM aam)

Pl (%)

BB KRS (SOC: System

Organ Class) 2 mg/kg QIWHE 10 mg/kg Q3WEE ICCH¥

178 4 179 ) 171 44

HAEE (PT: Preferred Term)
(MedDRA ver.13.0) £ Grade  OFAde Grade 5 4 Grade Grade Grade 5 & Grade Grade Grade 5

3-4 3-4 3-4

=

2BIER 121 (68 0) 20 (11 2) 1 (0 6) 133 (74 3) 25 (14 0)
MR LY R SR S s
#i 5 (2. 8) 1 (0 6) 0
) i BRI 0 ) 0
PRk A E 1 (0.6) 0 0
f PR T L 2an o
Ei*#tﬂ&iﬁﬁ‘éi&?ﬁ 9 (5 1) 60 1313 o0
BigREE R e
5 5 (2.8) 0 9 (5.0) 0
T 15 (8.4 0 19 (106) 2 (1.1) 4 82 3 (1.8
B s (4.5) 0 16 (8.9 1 (0.6) 56 (327 4 (2.3)
HRH: (L) 1 (0.6) 10 (56) 1 (0.6) 0 26 (152) 4 (23)__
—f éﬁﬂﬁ%k;@&@*ﬂ&@&ﬁ&
A H1E 6 (34) 1 (0.6) @5 1 (0.6) 10 (5.8) 1 (0 6)
e 40 (225) 2 (1.} 0 52 (2913 1 (06) 0 62 (363) 8 (4.7)
®H 6 (34 0 0 11 6.1y 0 ¢ 8 (41D 1 (06
BRERIREE 0L e sl
/R L ¢ 0 0 1@y 6 0 13076 5 (29 0
B LUSREREEE o e e e e
ﬁﬁkiﬁﬁ:ﬁ _8 (45)_ 0 0 17 (95 2 (L 0 26 (152) 0 0
E@Eﬁi’“ 13 (7.3) 1 (0.6) 0 12 (6.7) 1 (06) 0O 9 (53) 1 (0.6 0
%ﬁr 9 (5D 2 (0 739 0 0 10 (58) I (0.6)
ﬁdﬁﬁ_ﬁw—m\%— 2 (1.1 0 0 0 0 0 14 (82) 2 (1.2) 0
SRR 1 @8 0 (1 1) 0 11 (64 0
BB XU TS iy o R IR S
BERE 5 (2.8 e
idiA7 9 (5.1 0
% D FESE 37 (208) 0
]
{
0

138 (80.7) 4s (263) 0

3)
(3.5)
(3.5)
(2.3)

35 (205
14 82
14 (82)
16 (9.4)

(3 9) 0
0.0 0
(0.6 0
06 1 (08

=

e e j'
oo oo

-:-x:-cxc\@-_

=T

.

oo o oo i
oo oo

S e o oo
[+~
o -
e o e

Lo

e
N
=
=

35 (205) 1 (0.6)

2 12y 0

6 (3.5)

8 (4.7
0

2 (1.2)

1 (0 6) 0
9 (5.0) 0
42 (23.5) 0
B 21 (11.8) 18 (10.1) 0
Bk B R 5 2.8 1 (
BEEAEE 10 (5.6) 0

0.6) 10 (5.6) 1

9 (5.0)

0.6)

co oo oo

cooco oo |
co oo o o i

L= = R e s |

7233, 2 mg/kg Q3W BERTY 10 mgrkg Q3W BEICBWTENEN., FREMMNES 1 4l
(0.6%) B4 41 22%) . KIBK - EEOTH 1 H (06%) RU6H (3.4%) . %
R (F7 - SL—REREES) 241 (1.1%) RUT0 fl, SRS 136 (73%) &
W15 B (8.4%) | BEEEREE (RAMEEIEERRE) 141 (0.6%) XU 81 (0.6%) .
TERIERERES 1 61 (0.6%) RO H (1.7%) . FIRIBEEAEREE 14 61 (7.9%) BOV15
#) (8.4%) . infusionreaction2 ff] (1.1%) B3 (1.7%) . EEOREEE (K8
FENRAEWRHE . ZTALEE, JRES) 1 1) (0.6%) ROV (0.6%) . Bz 14 (0.6%)
ROOH, EEMHENEOFARCT B (0.6%) . Bk - %Hﬁ*o&l&(}lﬁ (0.6%) .
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WIZ 28 5 B 0 BIRO 2 ) (11%) DR b, Fio. BIRkEE, 1 8ERE,
e - ﬁﬁfﬂﬁf\ufﬁ\%r%mmﬁﬁwﬁﬁﬁr\ﬁmﬁﬁmﬁwﬁﬁﬁ%m
A bhahol, ARBWERRIRRIBEESRSR (BERREERE 2IT) 220K
fRETT,

AW BEMAERER (KEYNOTE-006 #5R)

AEEEIT, 10 mg/kg Q3W B 264/277 #11(95.3%) . 10 mg/kg Q2W #¥ 275/278 f1l (98.9%)
RO IPT BE 239/256 ] (93.4%) Db, WRE: ORRBERRFTETCERVWAEFE
S, FREN 202277 ) (72.9%) | 2217278 B (79.5%) KRIX187/256 fi (73.0%) 2
= b, WD OBE TRERD 5% U EORERIITRO LBV ThoT,

%6 WIRAOOBTHRASN S%IULEOBHER (KEVNOTE-006 RRER) (S SMEARHT X SURE)

Pk (%)

BEPARDEE (SOC: System

Organ Class) 10mg/kgQ3 Wik 10mg/kgQ2 WHE \PIRE

27745 278451 256{%

KA (PT: PreferredTerm)

(MedDRAver.18.0) £Grade  Orode Grade Grade

d b Grad
14 Grade 5 % Grade 34 Grade 5 ©Grade 3.4 Grade 5

%@H’F}fﬂ .2 (729) 28 (10.h) 0O ___221 (79 5) 36 (12 9) 1 (04) 187 (73 0) 50 (19 5) 1 (0 4)

Wrﬂ%%‘*&m%r 7 @25 0 17 (61) 0 0
EFM%#%AE{&TF o (76)_ 0 0 25
Eﬁr 5 (l.8) 0 10 (3.6) 0 0 15 (59) 0 0
KR 8 2.9 5 (18 4 (14 4 (14 0 19 (74) 16 (6.3) 0
FHI 40 (144) 3 (1.1 47 (169) 7 (25 0 58 (227 8 (31} 0
0 0
0 0
0 0

o

1P RESE 11 (4.0 ] 20 (1.2) 0
G 3 (112 1 (0.4) 28 (10.1) 0 22 (86) 1 (04)
1o s _ 5 8 0 10 (36)._1 o4 0 M4 G5 0 0
SR AEEESTOESERORE T S
B ARE 31 (11.2) 0 0 32 (115) 1 (04 6 16 (6.3) 2 (0.8)

3 33 (191) I (4 0 58 (209). 0 63935 3 .(’ 2. 0
AST #8I0 . . .6 (22) 1 o4 0 14 (50)_ 9 0 6 @3 2 (03). 0
Rt L UGRRE ST SR e
RIAME | 8 @5 0 o 17 (61)__ o 0 way o0 o
HEBERB L OESRMESE e L s e TS R
e 32 (116) 1 (04 0 26 (94) 0 0 13 (5.1) 2 (0.8 ©
HRE o 22 0 0 19 (68) 1 (04 0 5 @20 1 (@04 0
BB LTRSS L e
ZOEE 39 (i4.1) 0 0 40 (144) 0 D 65 (254) 1 (04 0
#iE 37 (134) 0 41 (g4 0 0 37 (1435) 2 (0.8 0
SRR 31 (1LY 0 0 25 (5.0) 0 0 4 (1.6) 0 0

S I = T o= i e R e R e

-

o

2235, 10 mg/kg Q3W BER UM 10 mg/kg Q2W BRIz B W T, B MEMZE 4 41
(1.4%) BB (04%) . KRB - EEOTH 104] 3.6%) RUI13H (4.7%) . #F
REEE (FF « AN L—FRERS) 28] (0.7%) RS0 Fl. FHERERE 14 6] (5.1%)
BTR23 f (8.3%) . BASRRREE (RINEMEMBRE) 24 (0.7%) K01 #l (04%) .
THEAHEEEREE 1 6 (0.4%) KON (0.4%) | FRIRIERERESE 28 il (10.1%) KU 33
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#1 (11.9%) | RIBEE 16 (04%) RO2M6 (0.7%) . infusion reaction 7 ] (2.5%)
BOS B (1.8%) . 1 BOBERRIA 1 1 (04%) RORO 4, BEEORBEE (HGHBERE
R, ZIGHBE, JTIBRE) 0 BIR TN 1 B (0.4%) . BES 1 81 (0.4%) BTN 1 B (0.4%) .
fRYE « BRAURGRAAEEE 1 81 (0.4%) RN, Mg - BEREA O BIR TN 1 ) (0.4%) . O
KEESERKE3H (11%) ROV A (04%) BERD LN, T/, EERESE. L5
7. ST/ MR ESERER, M R OGRFRBITED b o 7, AREHE
MFEBRDVIBNEF S BAREEREEET) 2E0EIERELYRT,

@EBRERFE AR (KEYNOTE-054 3ER)
HEERIIAKIBETIT 4757509 B (93.3%) 12, 7T RBETIL 453/502 B (90.2%)
WRALL, BRELONRBERTECERWVWEETRIT, AKRE I3 396/509 {7
(77.8%) (T, 7 7B RHF T 332/502 41 (66.1%) IZFHH L7, WPhh OB CHRI|R
W S%LLEORMERIZITROLBY ThoTz,

27 WThh OB CRARY %A EOBHER (KEYNOTE-054 BAB) (RSN RME)

BEB XK HE (s0c P (%)

SystemOrganClass) AAaE PlaceboR¥

BEAZE (PT: PreferredTerm) 5094%) 50215

(MedDRAver.20.1) 2 Grade Grade 3-4  Grade 5 £Grade Grade 3-4  Grade S
%ﬁlﬁﬂf#j 2396 (77.8) 74 (14 5) 1 (©.2) 332 (66.1) 17 (3.4) 0
Eﬁ#ﬁkﬁ%“émﬁr 49 (9.6) 1 (0 2) 0 4 (0.8) 0 0
ﬁﬂﬂtﬁﬁﬁﬁﬁ&{&“r? a*“ 73 (14.3) 0 0 13 (2.6 0

T#] 94  (185) 4 (0.8) 0 82 (163) 3 (0.6) 0
Bl 58 (1L.4) 0 0 43 (8.6) 0
s RSB RS K UM OWAR i e i e
WAE 48 (9.4) 0 0 34 (68) 0 0
%% 143 (28.1) 4 (0.8) 0 135 (26 9) 2 (0.4 0
ALTHIM 26 () 3 06 0 16 (3 2) 1 ey 0
BABRERORAARESE - L T e e e
PAHTE 51 (100) 3 (0.6) ) 47 (9 4) 0 0
A _ 26 (5 I) 0 0 15 (30 0 0
PRREESE 0o S e
iz 37 (73) 0 0 33 (66 1 (02) 0
FEIR . MEERS L UM SR e
R dESE 27 (5.3)_ 1 (0.2) 0 14 (28) 0 0
RIS R U TFARMRRE S i R
F 5 85 (16.7) 0 0 49  (9.8) 0

] 49 (9.6) 0 0 32 (6.4) 0

B, AR B W THEEESR 156 (2.9%) , KB4 - BEEOTH 23 ] (4.5%) |
FFHERERESE 46 1] (9.0%) . BHGEIEE (RMEMEHBERSE) 24 (04%) . TER4H
BEREE 11 (2.2%) . Wﬁﬁﬁ%ﬁ%ﬁ%’% 105 B (20.6%) . BIEMEREREE 5 61 (1.0%) .
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| BUEEERHG 5 A (1.0%) . 3 & 54 2 1 (0.4%) | Fhk - REUERARAREE 1 #1 (0.2%) .
BEds 2 5] (0.4%) . BESERENE 16 (02%) . DfEdk 14 (0.2%) WTNT infusion
reaction 2 B (0.4%) MEWB LN, T, MKEE (X5« NU—JEENSE) | BE
D EEE (REEIREGRE, SAN, BRMES) | RNk - sk, kil
R PSRRI . TR MR M R ORGS0 S hanb o o, RBEIERIFETRINGLIZED
HHES (MERTMER2ED) 230EHRRETT,
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[k - F&)

RGBT R B R AR E 208 b U EKRRR (KEYNOTE-002 3RER K
TR KEYNOTE-006 88) OfER, 2 mgkg Q3W. 10 mgkg Q2W K18 10 mg/kg Q3W
DWTFHORE - ARICBWTH AR OB MR VE S ERITRD bhvied -
7
AHDBEMEHBREAT O R, EMBREHEBEICEITS 200mg QAW R 5O
AUCy e (ERWRRBIZ 31T 5 6 W OREE-FFHE BAR THIME) O 9fE [10%4, 90%
/A) mgrday/mL) iX 2.16 [1.45, 3.04] mg-day/mL T Y, 2 mg/kg Q3W #EHFD
AUC 6wk (1.32{0.722,2.06] mg- day/mL) &35 L. 10 mg/kg Q3W FHEHF D AUC, 6wk
(7.49 [4.32,11.3] mg-day/mL) % FlEl-7/,
B RAERE S L LA OBEUSAT OME, Bt Shi Bk - AR Q
mg/kg Q3W 5, 10 mg/kg Q2W #&5- KT 10 mg/ke Q3W #-5) D& T AUCss ouk
AR O Z e & ORI EEIIRD bl ok,
AR OBEMEDBETTNAEFM LIV I 2 b—a ok b A H 200 mg %
Q3W, 400mg % 6 WM (LLF TQ6W] LvvH,) it 10mgkg (AE) # 238
MR (LT 1Q2w] &Wi,) TRE L-BoARFomBERhEE BT ShE,
T OREE. FH 400 mg & Q6W TG LIEOARA O ERE IR BT 5 E Wi i
PIRE (BT (Cuged £V¥5.) 1, &HEI 200 mg % Q3W THRE LIEED Cope &
HRT & PHRISh (FR). £/, KA 400 mg & Q6W TG LI-EBoOAKID
EWRBICE T 2 RAMIEHIRE (BUF [Cumsl EV¥9,) iX, &K 200mg & Q3W
THRE UTZBED Caxss LB L TEZERT EFRISHEZLOO, BAAREFIS
WTARHEPHRE N TS HE - HETHAHARA 10 mgkg ((BH) % QW T
B L72BRD Cunnss & B L TIREZ R T E PRSI A (FHR), &bz, BERARE
BEZHRIZAA 400mg & Q6W THRE L - #E/MEIHRE (KEYNOTE-555 3 5R)
L /BONEMEICE S EYBEAT A—-FE, VI ab—vain b FH
L7-ZRERE ST A —2 LEE L (TR). MA T, BROBEICR T 2HER
BRGRICES &, AAOBRER &AM TRSN L oBE SR S BRERE T
FARHER X, A 200 mg & Q3W X ik 400 mg & Q6W TG L -BRogE &
RN L OEIZ oW TR SRR, ERORE - FROBTH
IER UDE2IC R ER IRV ETFRIS R,
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#8 FEORYWIR T A—F

ik - AR (uﬁf"ﬁu (uglar:u (p:/“;l) (f&ﬁf} (fgafﬁfi) (fg?}:;i)
200 me QIW! (58.2?;9.7) (27.27’,]‘;3. 1) (17;:,;'11 8.3) (91‘?;?'54.;) (49:!(,).54 1.0) (30.35??: 4)
400 mg QOW! (12;,2?24) (32.?)?';2.7) (10.;‘,)'16 0.8) (145?49) (50.51(,);! 13) (19.33(,)'230.9)
40(¥1§J$EG)W (1351.2?‘10316.4} NA (14,]:, '91;_4) NA NA NA
10 mgfkg Q2W (21§,2223) (145?45) (1 1}/} ?21) (423,2333) (272,7382) (19;,9:7100)
F:n=2,993, 100 IOV I 2 b—a VT B BHER BB PRIE (25%, 97.5%4) | Cus : HIE]

S OREMBETRE, Cop : DEREHOEYMEPBRE, Con: PERESE (FA 702 B5HD ORER
FEBE Cowss | EARBICKT A BEMBETEE, Cues 1 ERREITBITDEHMEPRE, Cuns : EFR
MBI 1 D AR L% iR BE
1 : 56 FORMAESE (95%IFHREM)
§ @ 41 FOBMTIE (95%(SHEEM)

NA @ 372 L

15




4, HERRIZoWT
RIGEIBRRRE 2R M ROASE IS 2 AR & L CHARRERE (SFRE) 238y
BRTNDZLMnb, YERALHEMICERM TE AR THINENDLS, FOLT,
I Y A7 HHEE RMP) (ZES% | AHOERREEMUEREB~0 W H G2
HOMHTH T, AFROREPEDN2BELBE - BEL, FHORG IV EER
RUERZRER LIBRICHIE T 5 2 & B RER 0, LTOO~@D T a2l Tk
CEWTHEAT & Th D,

O HE@icoWT

@1 FRD (1) ~ 5) OVWFNMCHSTEmRTHE T &,

() BEAEFBXERBEET 2 035A DRI AURRE BRERIRDS A S RE LR
HSEAS ARSI R, A AR e &)

(2) FFEMAEREE

(3) HEFRMELIEET 2 BARREEERE (O ASREEEERE. M ADREE
BB, M AR EEMEHEERS R 72 &)

(4) SRRALTFIIEELRE L, AR BEBEME | LA ke RE g 2 oiask ke
VAR D B E 1T - T B sk

(5) PUEMEERIL S EEMEOEREEIELBHEIT > TV S HEEY

®-2 ﬁﬁﬁﬁﬁmm%ﬁ%&w@@ﬁ%ﬁﬁ@ﬂmh+ﬁﬁﬂ%&ﬁ%%ﬁoﬁﬁ
(FROWTRNIZEY T HEM) 2, YEBENOXRAICET 3 EBOBRESE L LT
BEINTWAZ &,

*

+  [ERGRFIRGE 2 EOPMMHERET LB 5 EU OB ABRROBETEY
fToTHWaZ &, 5b, 2L LT, PAEYREY L UBREEYOES
FTT>TWAT L,

o ERMSARIFEREER 2 FOMMEHERIE T L-%Bic 5 £ Lo EEMEED RO
REEBREALTNAZ &,

@ BRACERMFREROEHIZONT

EIEDEREBICRF T AHEENEBE S, MESCENSOFRED, A5 - %
EMEIPHFROFTHER CEMSICHT A IEERME, AEESRRE LEBA0OWE
. ERECHITLAI KRBT A D &,
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@ BWER~OHIGIZ2OWT
®@-1 BIERBERFORSEEICET 5 B

RVE M E R O EE A2 BRI ARAE LB, 24 WHREERIO T, SR X
PSRRI BV T, BB LBIERICE UTARB B O CT S 0RIER ORI &4
BB OREN Y BRI E b, EHICKR TR SR E - ThD T L,

®-2 EFLEHCLIEEESMRICET SRS

PR A B B B e A R AT A ERRSEESRIERE=F V7
PEDEER/OAY V—or FRITVERE L ERE A TE 35— LERFRDE
BEANTWBED L, 28, BEEBIICSWT, BABEEFORERICHFICEMENT
WaHIZ k.

®-3 BUER ORBYTLHICB LT

BIVER (REWRRAIIN, KIBdk « MR - BEO FH, BHEE - FFAs - T
HOEERESE « T4 - B LMERRAE 4. TBMMREREE (RAERIEMRAE) | NowEE (T
T RMEAEIE ., FIRIAGEIEE . B ARREE) | 1 TUEEIRN. B Y OBR, Mk -
SrERAREE . BEgs. WEORERES (hEMRREERATE. BEHIRIIEEEE, 2
STBE. BAFWEIELE) . infusionreaction, JMZS - BB, BIEMMEAE. MEEE (¥
Vo N L—EEREE) | DEhR. EESLEREE et MRS,
wif, FRIFEGE. MERERIES) | MERE SR, M) LT, B
SEBEE R OB A A S EM & B U BIER OB L TRERUX
BEZTONAREIHB L) | HHICHULERTE SHHPIE-THDZ L,
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5. BEXMBLRARE
(BT 3 HE])
O TROBFIBOWCHHOEMENRTIhTWS,
»  BERFEREO RV R OB EIRERO b D REYRA e B B alE R
» FRYR#HORATF—Im B oEMBEARBEICT A EABEE
7RI, BRAF BETEREZAT HRFITHB VO Cik, BRAF FEFIC L 2K LEE
TBHIE,

@ FRIHST BAAORERUEMFIKIT OV T, AHOEEIREL S h T
B AHOBER R E 725,
o MOTBIEEN L O LTS Sh D BE

[Ttz B+ 2]
O TPRICEITIBEL SOV TEARORENERLE Sh T L h b, B5 %
biznz ke, -

o ORI LBIRIE OBRIED b 5 BE

@ WERAIOFMICB W T FRICEE T 28H I >V THR, AROR SR a2

B, ROBFBRE R WBEIZRY , BEICARZERATLIZ LB TE D,

« FHEERMERBOSHIEIEEOS SR

+  HBERRE CHEE 2RO D BE K UTEEINME: O R il g 2o B e i i 4
HEOMICRIERELR A LD BE

o HOREEBOSD, ULBMAZME L REREO B O NERBOBELED
BB HBE

o BERSHE (EhBRMRBHEELZSD) O0b5BRE

o HEEOBRENIBEFEEETLBE

*  ECOG Performance Status 3-4 #2 ¢

W2 BCOG @ Performance Status  (PS)

Score EFE

0 |E<HBERKEBTED, BFALALBEEENHRR TS,

PIARIIZ I L VEBN IR S0 528, BATATRE T, IRVER-DBE - COMRRITFT 5 = LT X 3,

U lpmegEs, spex

FBITHRECH A OFOEIN O Z L I CaEEMEER TEARYV, BEFEO 0% L~y RAERIT,

B Bao&oBlY ok LaTEhyy, RO 50%E EE <y FrBFCRIT,

4 |EBIITRY, BOOFOEY DI LS TERN, By FAGF TR
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6, WEITRLTEETREHEHE

@

@

©

AT EE TN . BNERREEE MR 5 @RS IS E AR O RE R UNE EAE

RO ol LB ERE HICERL TOrLERTS Z L,

TaRRERIAIT e D, BE T OREICEDEE CEREE AR L. REEE

ThbEETEIE,

FRBWERO< R AL MTonT

o BIEMEREBRRSLLNAZENHEOT, AFOREICH T o TiE, HIHHE
W (BgTiL, MR, W) OmMERR UM X MREOERY, Byt
AT &, Eie, MBS UCEES CT. ME<—b—S0OmEL WY
B &,

infusionreaction 73& b s Z L HdH 5, infusionreaction 2338 HILTZEEIC
1. EEARMBEITS & biC, ERNEET S CREOREYL 0 ICBE
THI L,

o HURIRMGEEREE . TEAESERERVRBEERESH DRI ENH LD
T, AFIOE 5 RET R RSB TILERIC A EER A (TSH, kB
T3, P88k T4, ACTH., mAarF/—NEORIE) 2ERBTLHI &,

o BUERTS. RS, FREREREE, Tk, BHEERRH DI I LMD D
DT, A OBEBRIARE O SR L ERAICITRERT (AST, ALT.
y-GTP. Al-P, YU APV EORIE) BT DL,

o BESEK IEPARIEERARZED) SORRRREERH DN D
ZERBHAOT, EHMICIROBRBOFELEERT S L, . RORER
WL REBEEITIL, RN ERSEESER T L OBEFELRETLI L,

o ARFOEEIZL Y CRBEORERIGICER TS EE X Lo Bx REBOHER
Rbhbbhs o tiibs, BENEDLNLZEAIE., BRLUEBRIIS LR
B PRRG 72 AR & PR A B [T & LGSR ERRB T R IT VN, IR ORI
Rz & 5 BHER 23 bl 2 AT, ARIOREX P E, R URIERES
NEVEIOREELERTH L, B, BIBRERVEOREICIVEIE
B OBENRD HRWOEAITIL. RIBRERAE LS o R ERhH OB n
LERTH L,

o BEKTH. BOARHE ARBLTRLEHERNRERT LR H LD,
AHOBEKTRICLBEWERORRICHSICERE TS I &,

o | BUERS (BUE 1 BERBEET) BHbbh BERREES FT Y R—0 A
WEAZ ENHLDT, BB, Bl EHSOEROBRLOBEED LFHIT+
SEETD DL, | BEERBREDNEEASICERGEPIEL, AR Y AR
H OB GEOEHN R NEERITY Z &,

RGO e M B AE R I AT BT, AROBRKRRICE VT, &S5

BEAE7 S 3 0 AR, Fh UL, BEBRMEs G 1 AERIE 6 BRI T & i AHREDRT

iz fT- T\ L2 BB, ARIRGFIIESMCHROMRELT I &,

= UIERE OB B AMERE ~ONTR FBRRE L UTHERT 2BICIT, AHIOBRK

RECBWT, 5SS HEMERET 2 BRI LA OFmEIT o T

19




el 2BEIC, FROEGHIESMICHROMRLITY 2 b, B, HEa#
WiEE LTHATEAE, AR0oREMMIL 2 vAFCETA L,
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REFERHEET A FT 1
RATul) X7 (RIGTHERZ)
(BRR4 : ¥4 M—F JBHHE 100 mg)
~EHHAE YY) UNE~

YRR 2 941 1 A (5Fn 34 8 AMKET)
EASBE



B

A S Bl

LI

AENOFFE, 1R

e R B

BRIz W
REMBR L2 HBE
BEERL THEET & HR

P2

P4
P7
P9
P10



1. Ui

S 3R 5 O S - L RMEOFER O DL, A SCEEICE SV IER M A RD
b5, X5z, WECHERFOERIC LY, FKEES R & OEFNRITREHE
FERLBARIILPT, 2D OERGD T BICLERBSICERT S 2 L BRED
SRR L fp o T D LRI BT EOE R L B O REA TS 2016 (ERK 28 4 6 H 2 ARBERTE)
EBWTH, EHHEXLSOMAOREEERNL Z s L ERTVD,

A R E S L, IR R 2T w7 7 A VBRBRFOERREAL PR
BRAEZLNRBHL, ZOkD, BHMEREEMECETAERSHHERT 5 E TOM.
WeprmEIE D O EE AR RIS AR SN IBREREH LTCERT S L &b, BifF
BRI LB LE RS h & 5 2 & MR- E OB E T EREE TE A
THILBREBETHD,

LEdoT, AHA KT TiE, BRBEECIAE TIE LTS EZREFER -
FerR RIS E | PDTOEESOREAFEREZHEET AN O LERENE, B2
HROEEEHEERT,

R, AYA P4 U, ST A EESERRSE OIS, AREEEARK
Bk — R sEAIE A B ARBRNEHE S RO EIEA B RS2 OO
b EFERL LT,

W b i BERR XA hA— A ERRE 100mg (—i% s e Y w7 (BB
TR Z))
R RAPRIPE : PR UTEHRMEOTHREE VX ) LR
HELLAFEERDRE BE. RAIE, a7 u) Xer (BETHEHBER) LT, 1
[E] 200 mg % 3 WM 0T 1 [ 400 mg % 6 EHRRE T 30 2
DT RERRET B,
¥ . MSD BRE+

B E Ik

bl

&




2. AARNOK. ERWF

FA bA— 5 REHE 100mg (— W4 A7) AT BEFERZ) . LT T4
A1 E¥v3,) ik, PD-1 (programmed cell death-1) & %@ U # 1 FTHh 3 PD-L1 KTt PD-
L2 LOREZHERETS, & MEgGd T/ 72 u—F L RiiECH S,

PD-1 #2H3 T RSB B R B3k B 7= DI S A ﬁ%ﬁﬂ%?éi&ﬁfﬁ@
AA v FT, PD-1 i, BERRECRBDTESRS T HMRoMEERICRE L, B E%
RIS E S TUNENLBR A B RIS #IT 5, T7h2bb, PD-1 i) Ho KFEf
BTAZ IV REZRERCE 2 VI mERRICEET 52258 Ch 5, PD-LI
DIEFHEBIC BT 2BHIIL TN TH L, £ ORAMITTIE T MaDE = +m

DIE EMPNTFEER LT 5, BAMIIZEIT S PD-L1 OB, BHlamE., B,
RE#MRafR, SRELEE. e/ NIBRAIE 2 & D2 B ATTRARREFTH Y, B 4EFE
& OMBERHE I TN,

BN A ORKK T & PD-L1 H oM &, PD-1 & PD-L1 OREIIIES
DR BV CEERREIEZM D Z LSRRI TEY | Hi 2B ATRROER &
LTS T3,

AFNX, PD-1 & PD-L1 RUPD-L2 DY) A RORESEHETAZ Lo Ly, EE
PSRBT OERESRAOMREEL T V) o SR EMe S, VEBERE» Bisil
15 L THRIEENRERET 5,

AFN ORI 55 GREDRERIGIC L 2BHERSN S bbb, BT
EDARENH D, AHOREPRUCRERICT, BEOBES THITTV, BEIE
BRI, BB LI BERITIE U AR Mk & R RO EA & B L Ol
PR ERIRE 21TV RE ORI L ZRIERA EDh 2 BA T, BIBEE RN
T UAIOREEDEY)RILEBEIT O HERH D,




3. BEBREAR
B3 T HEAME O AR D% ) B O EGERF IS T 21T o 7o AR ERREER O
AR E AT,

[# 5]

ERE LRSS M HEAB (KEYNOTE-087 #5k)

B VIO H IR X U Lo SERE Q1041 BAA 10 FEET) OLUT
®3oOaFE— kEIRIT, &K 200 mg 3 BB AT TQ3w) £vi, ) &50D
HPMERUREMBHRET S i,

- BEEMEMIBENITRIC, L YRV XFF TR DBRESZIT IR

# (ak—FD

- BEEMSEBEIEREIETH Y. PO T L YRLwT RARFFUILLBERE

Z g (md—h2)

- AEEMBIMEEEETRIC, LY R e T REF U LB (—REFRY

R SEREO—BELTOT Ly YRy RFFUC LGRS ER

W) BT CWRWEE (R—R3)

foks. EHEELE CEBETNRRD bR BAI, ERET LR TERSRD bRy
S DPRRINCEZE LTV 5 BE T, RElL B OEGHE TRBETIBOONLET
_K%@&%%%%Téikﬁﬂ%aénkoE%ﬁ%%ﬁﬁ%é%ﬁ%(&ﬂlWG
criteria (2007) 123 < PoBlEIC L A 5E4EY (CR) UEHS%E® (PR) OFIE) &
#1OLBY Thots, Bk, FINCRESNEBREEDEL, WThoar—1b
20% T -7,
1 HYHEM (KEYNOTE-087 BBk

ag— k1 a— b2 aik— 3

(69451) (8141 (6041)
5e2#%% (CR) 15 (21.7) 18 (22.2) 13 (21.7)
- warES (PR) 35 (50.7) 35 (43.2) 27 (45.0)
(%) ZE (SD) 13 (18.8) 9 (11.1) 13 2L7)
#1T (PD) 3 (43) 17 (21.0) 7 (11.7)

A AR 3 (4.3) 2 (2.5) 0

#=4h%= (CR+PR) (%) 72.5 65.4 66.7
(95% (B IX A (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




|

[Ze4xt4]
EERF RIS D158 (KEYNOTE-087 35#)
HERRITRBRBIET 202210 1 (96.2%) 158D B, BIFERIL 144/210 B (68.6%)
RO BRI, BEEN B EORERRR 2O LB Thote,

(R EMARNT o B
Bide (%)
HERe K

2104

Grade 3-4
(11.0) 0

#2 BHMEHR 5% EOBIER (KEYNOTE-087 B

FERASEE (80C: System Organ Class)
EAFE (PT: Preferred Term)
(MedDRA/Y ver.20.1
v ) 4 Grade

égw’ﬁﬁﬁ 144 (68 6) 23
&%clﬂﬁiiﬁ} af“ 1

CPIMEE .
#‘Mﬁ#&ﬁﬁﬁ:?r

(5 2) i

| "uzm_. |

il

Bl

wH

]9 (9 0)

2 (e

e
L

MRS b

E‘Eﬁ - e 13 (5 2) ’
| ERIRER UM K URIBRE dommmnn g

ok S 12
CRRBEORTREEE 0
R 16

G. 7)

i, FEMEMERIZ 6 ] (2.9%), KBk - EEO TR 3 #1 (1.4%), #iRmEE
(T - NUIERIES) 1216 (0.5%) ., AFHSREREE IS 8 41 (3.8%) . HMRARMAERE
HIX 29 5 (13.8%) | Fh#% « BB BIARAE 1X 2 41 (1.0%) . infusion reaction X 17 4 (8.1%) .
,sak IR 2 4 (1.0%) BROVLAELEIE 161 (0.5%) TR Lz, Fi=. EFF@&F&
(&E*ﬁﬁ%ﬁﬁﬂ%ﬁé ZIALEE, JRIES), TEAEEREE, BITREREE,

ﬁ"#&%r A, ERREEE (RIEMEEE RS, Pk, EUEMENE, PSS - BB, ﬁ
Tt 1./ N R D 4 I;EF MR R URSFERB IR b Do 1=, AREIERTRIE
WOLEERS (RAREEREL ) 2E0EHERL TR,



[Hik - BE]

KF| O BEMBHEETTAFFIHLIZY I ab—a il kY, F# 200 mg %
Q3W. 400 mg % 6 AR (LT TQewl &9, ) Xik10mgkg (RE) % 23@EM
BEE (OLF TQaw) &9, ) T LBoARomigFRESRH S, Tok
B OAH 400 mg & Q6W THE LIBEOARO EHIREBIZ R 2 Fi i pRE (8
T (Cagssl £V, ) 1, A5 200mg & QAW THREG LIZIRD Coge LIREIT D & T
Xni (F) . £, AH 400 mg % Q6W THRE LI-BORADEFIREIZBT 5K
BMEFEE CLTF MCome) V5. ) 1, FH200mg & Q3W TIE LIERD Curness
k%&bfﬁﬁ%%fk%Méhk%®®\Eﬁkﬁﬁtﬁwfﬁﬁﬁﬁ%%éhfw
2 - B CHHAR 10 mgkg (KE) % QW THRE LIZEED Cpaxss & L TE
BEETTEPRsneE (FHR) . Ebic, BUHRAHEBE & IHICAKA 400 mg & Q6W
TS LA EIERE (KEYNOTE-555 308R) X 044 & /- SERMEI 35 < sk
RS A—FIE VI ab—a kD PRI L REE T A= LU (TR,
Mz T, BEOBEC BT A BREARKEICE SR, AHORER L A UTLaetk
Y OEE A RET ARERRE T VR S h, AH 200 mg % Q3W T 400 mg &
Q6W THE LB oBEE L A I3k att L oI >V TR SRR, L
SO - BEROBTAEOMERESEICPERER IRV E TR,

#3 EHOEMBIR T A —F

it BR | (g (g (ugio) ) ) )
200 mg Q3W! (58-55?;9-7) (27.27’?.298. 1) { 1718811 3.3) (91 .?/?.54.1) (492}?? 1.0) (30.3;??1 4)
400 me QoW! (12;,2?2@ (32.?1?.;2.7) (10.11(,)'16 0.5) (145?49) (50.51(,)';] 1.3) (19.%?30.9)
«2§%§5w (B;E?gﬁﬁ NA 042?;4) NA NA NA

10 mg/kg Q2W! (21%?223) (14§??45) (11;}?21) (423?233) (27%?382) (19;?500)

¥ n=2993, 00 EOY I = b—a wiZ X VEHSWREATHED PRE (2.5%,97.5%48) | Crux: MER
#{&@:%EJE_?%EP?%E, Cavg @]@?ﬁg%@qzﬁjﬁﬂ?%*?%)ﬁ\ Chin @J@]Eg‘ﬁé (-B-’]’ g2 E"g‘ﬁﬁ) GD:%‘[E&JIII‘?%E
BB Conss © EATRIEIZ 31 BB MBPEIE, Cops : EF KBTS PIMIFAWREE, Crinss 1 EFOREEIZ
BT BB MmIE DA
156 PO ERAMTHME (95%ERMERE)
§ : 41 BIOBTHEME (95%EHKRE)

NA: 2L




4, HERRIZOWNT '

AR E L THAERE (SHIER) Mo Tna b, YEELH
MR TE MR THAILERH B, 20 LT, BROBRENEH 72 BE 5205 - 15
EL, ARORGIZL Y EERRMEREEB LEBRICIST 5 2 & BRERZD, BT
DO~@DFT_RTEW/ETHRREICBNTERT & TH S,

@ Mzt

D1 FTED (1) ~ 5) OWTFRNCHEYT IR THE D &,

(1) BAESBRENEET 25 A DHEEI RS (EUEIRD A S IR SR,
HIR S A BL OB B AR, MU A BIRRRE 2 &)

(2) BEEHEREE

(3) EERREENBET 2N ARRESERER (B A LB EME. A DREE
W Eke. BABEREEEERR &)

(4) AFRALFHIRELRE L. SR bSBEME 1 Uik EmiE g 2 ok ilse
R DB ETT > T 2065

(5) FUBMEIBBEALS BB OMER AR I BHEIT-> TV AR

D2 FHHUPHRTHF Y //\Esﬁ@ﬂ:%%{ﬁ&O&'H’Eﬁﬁ%ﬁﬁ#‘@foﬁEL"f“ >R & %
REFFOER (TROWTIMIEYTAIEM) 2, HZ2EB0AKNCET A 188D
BIFEE L TRHEBEIhTWA L,

*

©  [EERFTRGE 2 FOWHMIMERE T LokiC 5 FUEORARBOBKTHE %
ToTwaZ e, 5h, 24U LE, BAEMEEL L L L-BRIBBSOMHES
TToTNnBI L,

s [EERFIESE 2 EOMMIMEERET LERIC 4 ELUEOBEEREE LTS
Zdo 9B, 3FLL R, EMmEREEIEE O R ARYEIE S S LK IEEOHE
FIToT WAL,

@ RADERMFGEHAROKEIZOVT

EEGFREHEIEETHIETE DN REE S, NESENLOBRED, AN - &
EESIANEROTE L OEMSIZT 2 B RE%, AEFSERBLELEBE0OWSE
¥, ERFELHITITOR A EHINE- TS &,




® BUWERA~ORIHIZ VT
@-1 MR khlic Bl 5 8E

FIEMRRBEOBEE M BERANIA LIEEIC, 24 BMBRER 0T, HiziEak X
W HERREY I 3T BB L BWERNCE U T AR RO CT S ORIER O&RIT &
EARAEOKENRY BB LI, ELIZISATREREHEAE - TNS I L,

@2 EREEEICLIAEHESLICHET LR

B AR D 5 BMM MR CEREE AT 2 EEFE BRI =4 Y 7
EEWEEROAY ) —=r 7 RIFOERE L HEREAE TS 5 F - ABERBHINE
BENTHWB L, 28, BERGIZ VT, BABE L EOFRCTZCAEMENT
WBHZ &,

®@-3 BHER OREIRHIRIZE LT

BIVER (RIEMEMRBICINE, KBRS « /N - BEO TR, BUEATE - R4 - BT
WOREREE - FT 45 - RE{LMERRAS J%, BHUAEREE (RAMEFEMER RS . NOWESE (T
BAHAENEE ., FURRARREE . BIRHEREE) . | BUREIRA, 5 & DB, MR - B
RIS, Bege, EEORERE (PEMREEIERMAE, FSHIEIRAERE, 2L
B, ST, infusionreaction, A% - BEIEAK. ERERIENRE, MEEREE (F7 -
N SERRES) . LR, B MRS (REMER /MBS SRR, iR .
AR, WERIRES) . MERERERE, A% LT BRERSULERE
FHSBI O EPME & AT 5 E &l L (BIEROBECRISIC B L THRERUREREZR
Foha&fchsd ) | EbCHENRLERTE SERMIE-THDZ L,




5, REMBRLRDBH

[Fzhikic B+ 5 BI1H]

O HFEERBMEBIHICERRME RS OB R GIBMEO HMR O% U >
NEBECBNTERAOEMMENRER TS,

@ TRIEEATHBETHT 2AFORE K OERBIEC DV T, AFIOBHER
ML SN TELT, KADBEGHRLRLEN,
o AEFERERBR OB,
»  MOFREMEEEA & OOFH,

[T+ 2 FE]
O FRICEMNTAIBREIC OV TRAHORERBRE XN TWAZ & e BER{T
bz L, '

o EHORERSITH LIBBREOBREREOCH A BE

@ BEATOFMIZBV T TRIZZYT 2 BE IO 0T, RAOREZHB I,

D, MOBEBRIRBER2VBEICHRY, BEICAFEZERTI L2 EETES,

+ FEMEMERBOAH I E0H S BE :

o EERBHR R THEIER 230 B BE R ONE B 0 HUR IR 55 R0 ik Yt ik 2%
LOMICRENELR A LR D BE

+  BEAREEBOGH. IR eE L BEEEO B ERERAOBERED
5 HBE

o BEVBRHE EnEmRBERELED) OboHBRE

o BHEOBRENIREEETARE

*  ECOG Performance Status 3-4 TV B E

D ECOG o Performance Status (PS)

Score | %

0 | &<ME2EBHTES, BREALREERPRIBR{ITAS,

PRI LW EBHIEIB Sh o 08, BITRE T, IR -~ CoEEITiTo o LR TE 5,
i BVWEE, e

|
2

3 Boh8r0R0EY O X UnTERY, Bho 0%l &2~y Kl o3,
4

®{EFRY, BADEOEY O LEE TERY, BRESy FABTI TR,

SOFETEROHOEY O - LT TAREAMEET TE v, AHRO 50%E Ei~y FATBIT,




6. BEBRLTHETREEH

@ FRAFSCRSICM L REIRFEEE MR T 5 @RI S & RF O R R U ERE
AOESIc LB ERE S BBLTHLEAT L L,

BERBALGIT AT, BE T ORBICEIMER O AR L. AEEZE
ThbRETDH L, :
FIREHEH O~ 3T A L FIZoWNT

@

@

FEHERR L BDNAZ ENHDDT, AROREICHT - Tk, PIHHE
K (BTN, R, W) ORI X RIREOERS, BEE+
SITFFS 2k, k. MESUTHE CT. miF~v—br—S0kiEz T
AL,

infusion reaction 733 BB = & 2% 5, infusionreaction 2338 HNTIHEIC
. EEARNE AT L L bic, ERAEETAE TREOREE +OICBE
TH L,

FOR B ARRESE . TR ER CRIBHERERH DRI Z L RH LD
T, AH OB 5 BEETR O 53R I E R I P ER R (TSH, R
T3. iZHE T4, ACTH., Muthansy —VEORE) #EET5Z &,
BIEATZ. R4, IPMaREE. 4. g RRSGLh e iH D
DT, AFOR GG RO S B DILEC ITEERE (AST, ALT,
yvGTP., ALP, B U AU HEORE) 2FEMTHI L,

B HMEA WIBAERTEEREREZED) SORELRMEENHLDID
T LRHBEOT, EHOCIRORFOAELERT S L, £z, RORER
AW LRT-HRAIE., EehICEREEL TR T LI BEEBETO L,
FFOBRHIZ LD, BEORERSICERT S L& L ND e REBORER
RhbboZeRihs, BENREDLNLBAIE, BRLEERIISLL
BRI AN & RBR A B ERT &l L ORI BRI ATV, BEORE
G L 2RIER BB 2610, RRIOARE TP IE, RURIFGRE S
NEVEIOBRESERERTL L, B, BIBREFRNVELORFICLDENE
FAORMERRED LRRVESICIE, BITBERAE LSO il D180
LEBTAHI L, _

WHRTH, BB SEYABRRBL O LEHERPRBRT 2285570,
AR OBEHRTHECLEERORBRICHMTEET L 2 &,

| BRI (BUE | BIERB A AT 2 bbh, BRRMS RT3V F—v A
WELZERHAOT, 0B, B, BHEOERORERLMHA{EDS LA+
ASEETH DL, | BBERBREDNEEAIREETIEL, AR Y R
FOBELOBEE LRBEERITI Z &,

AHIOEEERBRIT BT, BERGIE 12 B0 CEMEOFM £ 1T > Tz
L aBEI, RRIESPIEM ERRE CAROMRE TS = b,

10



RBERHEETA K5 A~
RATn ) Xv7 (BREFHBEZ)
(RR4 : A4 P—& Bt 100 mg)
~ PRE& b BT~

VRrk2 9412 H (SFf1 348 AET)
JRA BEA



B

ANl e

U BHIZ

AREN O, TEREF

R PR AR

MR- 2T

BEGG LD BE
BRECERLTEETEHE

P2
P3
P4
P8
P10
P11




1. i

EIEROEDE - ZEMOBRROZDIIL, B XESICESOIZETERERIRD
Hivd, b2, FORFERMOESIC LY, FUAERS e ¥ O S /e
FEEMPARENDIP T, 2R HDEERSEBEICHELRBECHRMT S 2 L SRR
MRA L 2 - TR Y REMEGES L O EA T 2016 (EAL 28 4E 6 A 2 HEERT)
RN TYH, BHMERSEOERORBL#EERRS 2 L E XN TS,

FOREMAEFERNL, BHERPREM o 7 7 A LBBRECEEL LA MCE
RBZENHD, TOD, HPEERUEZSMCETAERR - HEHT 5 ETOM,
WHEELOBELRSZT L2 MBS AFH L TERT S L &b, BlIfE
RDZEHE LT RIC LB R3S % & A 2 LN —E OB 2 i T ER s o 8
TAZENEETHS,

LIzR3o T, AHA F7A Tk, BRBERESSINETRB LT BRI -
B RMICESE | DUTFTOEEKOBERFEME2HET SBAL O LERENR, B2
FRUCHBEBEETRT, -

BRI, EBTA RTA ik, MUITEGEAEELERBBRAHE. AR%HMEABK
BRRIER . — Rt EEA B ARBRERARE S RO —REEEAN B RIBRBH 2L 0H
FDb EVERL LT,

KB ERDIERES XA M RHEE 100mg (% NA7 e ) Xv7 (B
THEHZ))
MR ERDIRTIHE « M AALRRIER (TR U - IR VE IR PR BE L R
HEEREMBEROAR - W@, A, A7) X< (EEFER2) LT, 1
] 200 mg % 3 H BRI 1 [E 400 mg % 6 WMEENE T 30 4
AT T RIS ET D,
% E - MSD#HRat

BB K

fait
et




2. BFIOWH, ERBEF

F A P EREEE 100mg (—iR4 : RAT 0 Y Xw 7 (BT, LT L
#l1 2 9,) bk, PD-1 (programmed cell death-1) & =@ Y H v FTH D PD-L1 KU PD-
L2 b ORAEEHEHET S, b MhgGd T/ 70 —FTARETH D,

PD-1 §RBEIE T HERA S B RS 7 O i B 1o 0 12 23 A SRR AR 3 2 2R Se i i
A wFT, PD-1 1. BRSO TEEE T fRoMizREc B8Rl Hoh
BRSSO AGEX LRR R RE RIS BT 5. bbb, PD-L 3D HY REH
&5F5 T LI LV HESREIC LB VS VEERACHIET 5% AHETH D, PD-LI
OEMMBIC BT ARBEDLTHCTHEIN, < ORAMITIE T Mlso@E A
HIE BRI LTV A, BAMIEIZIIT A PD-L1 OBERIEE, Bilem, FiRRE,
RIS . SREME . JE/MmIaRtE s & O RRATTFREARE T ThH Y, AR
L OFBEMEERRE STV D,

R A DEGERAITH & PD-L1 3RO &, PD-1 & PD-L1 ORIIIIER
OEIEEEZ BV T EEREE LY I LAURB SN TR Y, Hil R ARREOZER &
LTHfFEN TS,

AHKiE, PD-1 & PD-L1 R OUPD-L2 O ) W FOREZMET A2 &c kY, B
Mo NBE R OB EAIREEE T U 3R EEE &, FIERRRE 2 ARl
15 L CHIEEDRABET D,

HH OVEFIEFFIC 35 GBE ORERINIC L HREMER S bbh, BERXIMECIE
LMD D, FFIOREFROERERICE, BEOBSEL IO, RENR
D BT IBAIIE, B L7 FRICR U a0k ik & BB A RO E R L8 L CE
TR E 1T, W QRIS X B BIEABEDN S BE T, BIBRESRV
TR OREEOBN VB LT ILERD D,




3. BRPREE
P AALFERIERITIE U RIA IR AE e R LR O RGERIC Ml 2 T - 1o 7
FREERBR O RE A T,

[ 2hik]
[EBRSE R 28 ITARAER  (KEYNOTE-045 38)

77 FTRA RS O LR AT 5 RETE T USRS O RS LR R
542 7 (AARN 52 Bla&Le) &b, A7 200 mg 3 BB (WL F TQ3wW] L1 5,)
REDADMER VR RN, LSEE (327 1 Z %0, ¥ 2%+ vinflonine)
TERRE LTRET S, e, BRI OEBETARD L BE . EERET
BT s O BRAICEE LT\ B A T, REM OB <
RBIETHROOND ETARORS BT Z L a8k Shic, TEEEB T
AT (08) ROERMEATFIM (PFS) & &h, AFNbmE L ik LT, 08
EPHBICERLE RIEATRD

10 77 F AR B EERE (—RIEED BICEBRET A0 BE . RO T F A ST
{EEERRIC L DHTAT - A MBS 12 0 A UNICER L BE S0 Al bk,

¥ AT vinflunine FERARTH LR, A7 VXA NIT F2ES2AONTFRIERIRL
[




3% 1 KEYNOTE-045 RBR DA Zhitk i

AH( 200 mg LB
Q3W
(270 #1) (272 )
ost s [H] 10.3 74
(95% {5 HE L R) (8.0,11.8) (6.1,8.3)
A/l N - 0.73
(95%(EHEXR) (0.59, 0.91) -
p i 0.002
PESTI drap il [A] 2.1 33
(95% (= FAF ) (2.0,2.2) (2.3,3.5)
S A N 0.98
(95% {5 %A X 1) (0.81,1.19) -
P fs 0.416
T RSO — X (20169 A TH Ay bAT
1 J@RI Cox Luffl i — FE 7T X BALERIE & Ol
$: @RIn 75 O RRIE
i . RECIST HA N A o 1.1 RIS EE-S S ASE 3l E
; %;L
#H 4 . '
307 oy R
20 ] e sz oW T
0 LRIRAa T SR et n b ha A R R KRR R RECEE lll“"”_‘ LA 1 TV EHTIR TAR TREA Ty e b eld
0 2 4 6 8 10 1 18 20 27 24
at risk# 3
AEBEI00mE Q3IW 270 226 104 169 147 131 87 54 27 13 4 0 ¢©
a3 3727232171138 100 89 55 27 14 3 40 O O

1 OS @ Kaplan-Mecier fi## (KEYNOTE-045 3ABR)




[Ze4th]
HERIL R B IHEFE (KEYNOTE-045 ER)

FEELITARFINE 248/266 ] (93.2%) B UYLZEFRIERE 250/255 B (98.0%) 12385 5
. BUWERIZE N4 162/266 B (60.9%) K8 230/255 B (90.2%) @B bRz, &
HIRE CREEN 5% EORHERII TEO L BY Th -1,

K2 FEREN 5% EOBYER (KEYNOTE-045 38  (ZeSimir S8
¥ (%)

SEEBIRSHE (80C: System Organ Class) P
HEAZE (PT: Preferred Term) 2660
(MedDRA ver,20.1)
4 Grade Grade 3-4 Grade 5
38 (14.3) | 4 (1.3

2RIER 162 (60.9)
Wﬁ%ﬁ% ST G _Z-__::__i_;_::'_.'._'_.'5.:5:-.:-:'- o
L TR EE
CRBEE
kil e
B
A REMES LRSI ORE
BHGE R .
B
L. e . R N
itk TGeEEE . e o
RHHGE

o TR

22

g5, ARIBEC IS W CRIEMEME B 10 41 3.8%) . KMBds - BEE O TFHI 7 (2.6%) .
MR (T2 - S —EERHS) 18] (0.4%) . FFHEREREE 14 ) (53%) . BIRER
PEEREE 23 ) (8.6%) . BIEFHEAEREE 141 (0.4%) . BOMEAEREE (RADEMEMR%
%) 14 (0.4%) R infusion reaction 1 il (0.4%) 23RS LNz, i, BEORER
F (BRI ERE . SALEE, FREAS) | TERHEREE, | BURRR. X,
e « RRBURRARAE . BRERRMENAE, (LRBAS. MMYE - BEIEA. BV o k. RStk
R MR B . VR IVER M B ORSFERIS 150D S o o, ABIE AR BLRILE
EHEG (BRRERRELEL) 280 EHRELRT,




[k - BE]

AMOBEFAEDHETFALHALLES I ab—-Ya il i, KA 200 mg &
Q3W. 400 mg % 6 WRIME AT TQ6W) &9, ) Xk 10mgkg (FE) & 2@H
RE (DL F TQ2Wi 2105, ) TRE LBoARoniEFRENRE & iz, 0K
B AH| 400 mg & Q6W TG L EoAA 0 ERIRIRIC 3T 5 P HREE (B
F (Cavges! &V, ) L, A8 200mg % Q3W TS LIBRD Cavgss &FEELT D & TH
S (FB) . $70. AH 400 mg % Q6W THE LI BOFRFOEHIRBICI T D8
BTETIEE GLT MCowsl EVV9, ) 1, AH 200mg & Q3W THE LIZER®D Curasss
LB L TEEERT EFRESREL OO, RAABECRBO TESESFER ST
LHE - AR ThHAR 10 mpke (KE) % QW THRE LIZBED Couss & LR LTE
BERTEFHENE (FR) , &bk, BHEGEBEZNRITHA 400mg & Q6W
T B U HEMETREER (KEYNOTE-555 3BR) & V18 5 h /o RAMEIC 23 < Ry Bk
RS A HE. VT ab—a it k) FRILEEEE ST A — & LIEBLIC (FR),
2T, EROBEC BT A BERBRAECES T, AFORER L F TR
L OBER BT ARERICE T A MMEE S, AR 200 mg & Q3W X3 400 mg &
Q6W TG LIBROMREE &AM UIE AN & OBFIC oW TIRB S hfk, L
oMk - BROBTEMEROESMICHEARER IRV E FRE,

#3 AHORYBE T A —F

Rt R | () (ugmL) ) o) o)
200me W | o Pi0m | (7280 traisn | Girsen | (os 510 (305, 31.4)
400 mg QOW! (12;,2?24) (32.30?;42.7) (!0.11(?‘160.8) (142&9) (50.51(,); 3) (E9.28(,).23().9)
40(¥§J€Qﬁé)w (135!.2?10 ;6.4) NA (14,1:, '9|§5,4} NA NA NA

e | o | e | 0 @i | Gream | s

F:0=2,993, 0EDT Iz L—Ya izl VEH X B EHEOFHRIE (2.5%4, 97.5%8) | Cne : JIEIR
EORENEDRE. Cu : DERSEOFEHMEPRE, Cun: DEHRGE (FA 2702 #5550 D EAR I
PR, Cumess 1 EAEIBIT 31T 2 BB MIE DRI, Conss 1 EFRBIZHBY 2 FHMBFRE, Cuns : TEFIRERIZ
BT 5B iE PR

1 56 BIOSEE (95%ERERE)

§ 41 Pl S IESME (95% S HIERD)

NA: §E%R L




4, HERRIZONWT

AGRSRM & LCHABERE (0HRE) MBEELhTha D b, YEHAESE
MICKETE 2B THHIMLERD D, 0T, AFOBEINE 2 BE 220 1%
EL, AFOBREC L0 BEREERZHE LBECRHST 5 2 L B8ER =, DT
DO~@DT_RCEB T HRICBOTERATAIREITH D,

O HEFizo>\T

D1 TRED (1) ~ 5) OWTFRARKEYTIERTHA S L,

(1) BAEFBRESEET S5 ABEEEILARRS GETR N A REOHE SRR,
Hil S A e RS LR, M A A SRR A2 &)

(2) Ry EWRERY

() WEFRMFEREET D05 ABHEERE (BSADIESEERE. BA DS
BB, A B FOEEREE R 2)

) FRIEFFREELRE L, SRIFEEME 1 3 seib i ke 2 oz i
IR D R EIT> TV A HEER

(5) PUEMEREAOSEEMEOHREECHRIBHE T WA

®-2 %&%L&F@ft%ﬁ?ﬁ&(ﬁ?ﬁi 1@%%%%0)%55 W TR AR & ARER & R0 [E A
(TROWVTIDICHEE T HEM) 25, YUEBHEHOARICET 2 HROBTEL L
TEEIhTWS Z &,

*

o ERFIRGHE 2 EOWMFTHMERET LRIz 5 FL EOR ATSIEO BEREHE %
ToTWBI L, 55, 24 R, BAKDIIEY L LEBEEESEOTHES
IToTWwWad I &,

o EEIRIFEERE 2 ’Eﬁ@*ﬂ@ﬁﬂﬁ%{lg? L7c181z 4 LI L OISR EREL S O BT
BT TED. 9B, 2F . RREREO SRR ST AR OR
RAHEZEIT>TWAZ L

@ BEADERMFEREHOMEHIZONT

ERBERE RIS T EEHIEE S h, %ﬁA%m%@kﬁﬁa i - &
EHSFEZNFROTHL OEMS T 515, AESLSRE LB 0OHRE
W, FRESCHIITON A HHAE S TWAE D &,




® BWER~DHIZ2NT
@-1 HEERAESICET 5B

R M R O T A BIVE 384 L7 BRI, 24 BERIRMRMERHI T, Hakhak X
BRI BT, BB LEBIERICR U TAREEE T CT HORIVER O&EHNT &
EARBEORESY BB LA, EHICKHERRERHIEsTHnDH I L,

@2 ERREERIC I 55EFSMNINICET B

MABRICED 2 GMAAABE B2 ET AEREFEPRHENE=F ) v 7
REDEERDOAL )~ FRTOERE L ERE A TE DT — AEREHIPE
BEShTWAZ L, E. BEHEEIC>WT, BRABHE EZOFKRICEHDIZAMENT
WAHIE,

@-3 BIfERORWo Rt LT

BIVER (BIEMMEMESICML, KIEE B « EEOTR, BUENTR - FFr4E - fiF
HEEE - BF4 - B EMEREE 2. BT (RAEHMENERS). PowEE (T
THSEERSE . IR E | RIRARREE) 1 BUBEIRIA. B O IRK. B - AR
ERMIRRE . M. BEOREEE (PEMR R EITRE, RRRIREGRR ., ST
BE. FIRRIES). infusionreaction. MZs - BhMEse, BUEAFMERE, WEHEE (¥7 2 -
N — ) D, EEEREE (/OB R B, iR L,
IR, WEEREES) . MIREARGER. %) LT YR UTERE
AR OB 2 A A ER &l L (BIER OBETo IS ICBE L THRER USRS %
Hhhagkicdhs k) | BHISETRABENTE ZEMAEoTVWDL I L,




5. REXFLRIBE

(At A 5 %]

O 77 F TR E S EFRIERE L AT 5 RATETHE GBI ORI LB O M
BV THRAOHDESRIEIN TS, '

@ TRICENT 2 BETT 2RO E R CHER IR SWTIE, AR OFZHHEN
MM SN TELT, ARlOFERR LRGNV,
o TIFFREAEETEFEIEC LA EERBEO VB,
o FilFOHBIEIE,
o fUOPUEMEER & O,

[ZatEic B+ 5 9E)

@ TRICGEHTIBRFIZOVTHFFOBRERLRLE IR TWAZ b, BE 2T
Ppinnz b,
* AHORESIIR LIBBREOKEROH S BE

@ WBEHFOFEIZREV T TRIZEEN T2 BFIT oV T, AF RS S nis

D3, MMDTBFBRRE P 2 WESICEY , ERICAREEATIZ 2 BETXD,

o FEMEMEROSHXIIEDOH B BE

o OEEGRE CRIER 230 5 B R OB 00 Fi AR i 6 R0 Gt i 2%
FEOMIREHELRALNDBE

+ BOAEREBOGDE LBHENRE L IIERED A DR EROMAERD
HoHEAE

o AR BhmsRBRELSS) oboBRE

s HHEOBRENEESEEETIAE

*  ECOG Performance Status 3-4 VDB

&P ECOG 0 Performance Status (PS)

Score | fE#

0 | E<PER{EBTES, BFMLFALBEEEIHBRATXE.

AEEICH LV EERIRIR S5 2%, BT, BIEERE - TOELIITH Z LA TE 2,
0 BOWRE, EREE

BITARETHDOEOEY O L3 A CalfEEAERRTE Ry, BRED 50%8 Eidty FATR I,

RonicBROHOBEY DI E LPTEhy, BP0 504 E5 -~y FET BT,

Bl o

2R, BHOFORIY O LidE TEEY, BRIy Khf-FTiRoT,
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6. WEIBLTEET&TH

M BATCESC L, BEREEH NIRRT D EREIC L S X AR O R OB EE
HOEDIHERERE TOCBMLCHroERTLZ L,

ARG . BE X T OB AR EREL FaRPIL. FE2E
ThbRETDHIE,

FREWER D<= T A > MZOWT

@

@

BENRERSAD LN Z ENRH L0 T, AHOREIZH T - Tk, P
(B, FRIREREE, ) OBEEUHE X BREOEES, Si8E+
TITE 2, E7m. MBS DTS CT, Mif~— 7 —S0OREL R T
Hrk,

infusion reaction 2%% BB = ¥ #3385, infusion reaction 358 bR AT
. EERAE AT S Lk bic, SEIRAEE T 5 E TREOREL B
TE &,

FRIME AR S . TERASEES L CRIBHBEEE R LbAS ZERH LD
T AF O REBETR U S B I ERNC oA (TSH, #
T3, 8k T4, ACTH, M =anF Y — L EOME) #FETL5 L,
BIERT2: . FFAS. FFMfeEs, TR, BUEREERH LR DD
O, AAOHEBRABETR O SR ILELRIC A EEERE (AST. ALT,
y-GTP, AP, VU B EORE) 2EETDII L,

& &5 g (M%’Zﬁ%&(ﬁﬂ%%ﬁﬁ% ED) SOEELZEEERLODND
T LRBLEOT, EHNIROREOABEMET A L, Ei, RORES
D ENEEAITH, B ERSEES SR T L O BRFTRETLI L,
AFNOBEIZ LY | BEORENISCEBRT S LB X bk RERASRE
RHEbNAE I ENRE D, RESEDONEZBEAICE, BELEFHRIIGLE
HPRAY 2 ik b SRR B B [E D & U CREVRERIB MR R AT B D5
RS & ABHER A DN 2 B4k, AFOREX L, RURIBRESR
NEVRIOEESELEZETH L, 2B, BBRERVE ORIV EIE
FAO B HIARVESIC T, BB E R AT LSO e ifl Al 0B
LEETHZ L,

BERTH., JCERD LB AR L THLEHERANRERT LR8BS0,
AEOEER TR ICLEERORRICHRICERETDH 2 L,

| ROBERRG (BIE | BUERIB 2 51 25 bbh, BRFES T F—3 2
REAILENRHLOT, OB, B, BHEOEROBRCHMERO LRI
SEETHZL, 1 BERESEDIZBACIESEEZPIEL, AR R
R 550BYRAELITI Z &,

AFOEBRRBIZ IV T, B ERES D 9 B%., BRI SMENG 1 ERIX
6 A, JEEM S 1 ELEET 12 BRME CHE O MEIT> T2 D
LABRED, AFREPIIERMICESERE CHROBREEITI 2 L.
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REERMEETA FF1 v
NoaT7nl) v (BEFHERZ)
UR7Z4 : %4 ]‘}V—y.ﬁ?ﬁﬁ%ﬁi 100 mg)

~MSI-High #F7 2 E#E (EENLRBRIEER2BEAICRS) ~
. ~MSI-High 253 38 - EHf~

A3 041 2 A (&7Fn 34 8 AT
B




Bk

LB

AR ORE, ERET

W B AR

T e ANE
Bl b BE
RECRLTHETR&FH

O R W

P2
P3
P4
Pi4
P16
P17




1. FL®IC

EERBOFE: - BEMOFER OO, T XESICE SV RERERARD
bhb, S, IWFEOREREMOERIC L, FIREIRS L Y oFH6 7 FE Ve s
FEEHPEKEINDIPT, INSOERM B LERBME RIS A 2 L BB
BB L 2> TEY BFMEER & WHEOREAR S 2016 (ERL 284 6 H 2 BREZRE)
EBWTL, FHMEERREOERORBEERZRE 2 L L ShTna,

B E R EIRR, RHERSE SN T o 7 » A ABRBEGFOERR L8 50 B
RBIENHD, O, AL OREMICET AERRHOEET A E TOR,
MMERLOBELY MR D EBMFSNIBEIH LTERTS & L bic, BlE
RBRBR UTEC BB RIS & D 2 & B —E OB 27 T E R o
TEHIEREETHD,

Lo T, BHA FIA T, BBEBRSINETRELN TV A ESEEKEY .
BB RIS & UTFTOERBORBE M2 HET I8 A0 0 NEREE, 2
FROEEFHELRT,

B, KHA KT A ik, MITITEIENERDERSSRAEE, AREMEARK
EARES S, —AREMEA B ABREARES LU REHEA B ABISRE2OWH
Db EERR LT,

B ERDHERES A M FETEHE 100mg (—k4  ~A7 ) Xv7 (#E
TR %))

HRERATENIBE 1. PACEIERICHE L ET - BROSHEE~A 7 aV7
4 MREM (MSIHigh) 284 AEME (EENRIGRNE
HmAICES)
2. IBRYRTERET - BROBHEE~A 7 u¥F 54 FRE
et (MSI-High) /72505 « EhE

HREDOMERUMR @, AL, RAa7a) A~7 BEFHEKRZ) L LT, 1
[ 200 mg % 3 WRIFIFEIOIE 1 400 mg % 6 B EIEIRE T 30 23
230 TR 5,

& IR ¢ ¥ F  MSD A




2. AFIOFE. EREEF

FA kb PEEEE 100mg (—BA AT Y w7 (BETFEERZ), LT TR
Al L 5.) ik, PD-1 (programmed cell death-1) & Z @V H ¥ FTH % PD-L1 K TFPD-
12 L OFAYEEEETS, b ML £/ 7 a—F A HETHD, |

PD-1 iR &1 T HI S B RS s & b B 7o iz S AMIBR SR AR 4 5 7 S e il
A A v FC, PD-1 B, BERREBIC SV TEMES T RoMiRmic gL, oA
ERE A SO RLE TR BRI EHET 5, $74bh, PD-1 XYV LS
AFAZtizrYRESEECLS VT EER AR T AZRETSH D, PD-LI
OESHEICE T 2 RBED TN TH LN, L ORAHRTIE T Mizo@z 2t
AHIFSBENCHRE LTV A, BAAMBICET S PD-L1 O /BRI, B, R,
FFRmpass . SREUE . JR/NHBaNRE s ¥ O RRATTRAREF THY | EOAEFSE
EOMBEREE IR TN,

BN A OB TH S PD-L1 SO S, PD-1 & PD-L1 OREIIEE
DEFEEIC B TEEASERFH S Z L ARBRISNTEY, #HilceBARREOERN &
LTHIFFENTWD, ‘

AFiL. PD-1 & PD-L1 ROPD-L2 O U o FOREE2METLZ L2 Ly, JEE
B NBEE R OB ROMIEEN T U o SBREEMRL S, PUERRE L BIGE L
T5Z L THIEBSRERBET D,

AFN ORI S GREORERIGIC X ZEHERSR H b, EEXIECK
EATRMN D B, AROREPRUREHIT, BEORELTHIITV, BEFR
B BB AT, B L FEIOR Uz PRl & B R O IERD & L Ol
GURERRBETZ 1T\, BEORIERIGIC X 2 BIIEMA RN S HE T, MBRESL
L FIOR BB OB MERIT ) LERD 5.




3. BRERREAE

PAS AAL SRR SIIRE LT - BROGEE~ A 7 a7 54 MAREEM (MSI-
High) #H 7 5E®E (EEARGRBEELZGEEICRS) | RO AEUER R
1T - BROGHEE~A 70V 7 74 PARLENE (MSI-High) 28T 55 - EBE) ©
AR AT - 2 R BERR OB =T,

2B, BHEEYA 70V T I PFRLEME (BUT IMSIHigh) 2\ 5,) 248158
FIELT, IPCRIEIC L D MSI-High YR Shi-8% ) 28R 5548 EE) I
it MSI-High (PCRE) #F35B%) LKL, DNA I 2~ v FEEME OREEN
HHEEBNT LA (L), T/bbIPCR I L Y MSI-High XLk i
& (LUFMHCI & W) ) IR XY 3 A~ v FEEEEOKE CLF TdMMR] 2115,)
EHIEENBE] 2BRT 384101 IMSHHigh 284 58%) LREBL-, IHCIE
{255 MMR % & PCR IEIZ L B MST A O—#HKI3 96.6~98.7% @ ThHoH = L&
DEE SR TnWA,

[H%hi]

< AALEEIRIER IO U1 T - %O MSI-High 2 F T 2 BEH (EYER 218590
FHEERGSICRB) >
OEBEIERE THRABR (KEYNOTE-164 35k, =5— ~ A)

7ok Y I P UREEMENERR, AV IS F R UL ) T BRI AN
IZ L DAEERIERE O 5 IR F 2T - B8 dMMR i MSI-High (PCR &)
D T AR - ERERE 6Ll (AAATHZEL) 2350, AH 200mg3 H
IR (LUF TQ3wy nW),) BEOFHERPESMIRET SN, B, mET
il CHEBETTAFE O LN EHE I, BRET R TERNRD b ARWEDBRRICE
E LTV A BHE TR, IREBILAEO B TRBEITNERD b5 E TR O BE %k
BT DT EMTAMREE &, TEFMMGEE THAEHFE [RECIST A FI1 2 1.1 iR
RS HIHIEI L A5ERED (CR) UEERSZER) (PR)] oW, KRB B
ENf 6l FOFRERIRIDEBY ThoTr,

() Lindor Naralane M et al.: J Clin Oncol. 2002; 20; 1043-8, Bertagnoli Monica M. et al.: J Clin Oncol. 2009; 27:
1814-21, Fetguson Sarah E, et al,; Cancer. 2014; 120: 3932-9, Wang Yang et al.: ¥ Mol Diagn. 2017; 19: 57-64,
Smiyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197203

W2 pEgamPic BT, THC RIS K U S R » FEM 4 32 T 5 MLHIL, MSH2, MSH6 X/ PMS2
DWTHPOBEPRS HALVEEIL dMMR, PCREEICED 230 kD<A ZudF 54 bv—F—7
T EE FEOV A AOEEARY S EE I MSI-High (PCRE) SHIESH-,
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21 ERBASBERUES®E (KEYNOTE-164 BB, aFk— b A)
(RECIST ver.1.1, A SMEMHISERS, dhE, 2007625 WAF—F Ly b A7)

O i (%)

Sk 61 41" 39 1
e4eEY) (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)
HEFRE (NE) 2 (3.3) 2 (5.1)

#% (CR+PR) 17 9
(FTph [95%FMEKE] (%)) (27.9 [17.1, 40.8]1) (23.1 [11.1,39.3] )

] HAMEREAT TR AR, *2 : H AR RIS ER O 5 H MSI-High (PCRIE) 2B T 58HE.
*¥3 « IEREE

QEBRILFE D1A7E (KEYNOTE-158 fRER)

—WRIGEE . U CIEEER 2 LR O b 5 TR B YIBRA fR 2R T - B3RO dMMR XX
MSL-High (PCR ) %2 %3 5 EEAE B 20, &F 200 mg QAW 5 DH
R DR RE SR, B, EEGTRCRBETIRD bhBEI, REE
FARTRERRD bRV EORKNCEE LTV A BE ik, REISEO BE&ET R
THEBETRRD bR A E TAMORE LT 5 2 L8R L v, FEREA
T HEHHE [RECIST A FFA > 1.1 RICE-S <RIz L 558835 (CR) X
ITERAy IR (PR)] 120 T, MSILhigh & B S 72 BICARBRICB&E STz 83 HI%

(ZF—7K) OERIESE 2, FRRICBG SN 04 IS BB O RITE 3
DERY Thole,

#2 BERSHERUEDE (KEYNOTE-158 B, 71 —7K)
(RECIST ver.1.1. AZhEARAT R BERML, hR¥E, 20174E4 28 AF—Fh v F 4 7)

s B (%)

BREGIR 83 fi" 28 1
5e4ZE% (CR) 4 {4.8) ' 3 (10.7)
%% (PR) 25 (30.1) 8 (28.6)

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

1T (PD) 24 (28.9) 9 (32.1)
HEREE (NE) 10 (12.0) 5 (17.9)

#zZ%h (CR+PR) 29 11
(FEphE [95%EWEM™] (%)) (34.9 [24.8,462]) (393 [21.5,59.4] )

*] . BRI R REN], *2 . AT SER 0 5 © MSIHigh (PCR ) 2#HT 5 BH,
*3 . EREE

(EE3) g = 3 {2 A~] (04313 7o 27 A—7 R O MSI-High OHESTEIE R £ AT 7 AT K IO
XL, ZA—7 A CHRITME (BELRE), ZA—7 B Tl (MERUIEFOMRE) ., XL
T KB R R . -7 CCRRE, R, ME. FEIB, ERSR UM R OWREN S IE
%(%ﬁkﬂxu¢%kﬁ%ﬁﬁﬁ%@%%ﬁ%w7DTH%EWﬁﬁ(Wﬁ&@%ﬁﬁ%&%%(%
F—T 8 CIRTEEE (BHELEE. ZA—7FCIARE (BELER) . ZA—7 G T/ ik
. FA—7 H O, S—7 1 CHEREE, 7A—7 ) CRORERE (R IREES T
M <), ZA—7 K Tl MSI-High # &1 5EHEH (G515 - BBR PR REXEAANGNE, T/—
F A~TIC B4R S NI BH D MSI-High X HWCi, v e A7 7 0 TR L ¥EShe,
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# 3 MSI-High 287 % BEREOBERN OZEHE (KEYNOTE-158 38
(RECIST ver.L.1, HEMEARNTA REFME, PIpE, 2017E4 A28 AF—FH v bF7)
Fils (%) #=%h (CR+PR) il (%) 4 (CR+PR)

ik AT (EDE (0) T 3B (EHE (%)
B PR 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
H 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
NG 13 (13.8) 4 {30.8) 6 (15.4) 2 (33.3)
317 10 (10.6) 1 (10.0) 1 (2.6) 0
REE 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
R B R 3 (3.2) 1 (33.3) 0 0
Rz i 3 (32 0 1 (2.6) 0
7] 3 (3.2) 2 (66.7) 0 0
FESAE 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
PRAR PN 7 W 2 (2.1) 0 0 0
RN R 2 (2.1) 0 1 (2.6) 0
PR bR 2 (2.1) 1 (50.0) 1 (2.6) 0
bR 1 (1.1) 0 0 0
BR B 1 (11 0 0 0
EIRA3 1 (1.1 0 1 (2.6) 0
% NE BN 1 (1) 1 (100) 1 (2.6) 1 (100}
W R A 1 (L1) 1 (100) 1 (2.6) 1 (100)
PHE 1 (1.1} 1 (100) 0 0
FEHRE 1 (1.1) 0 1 (2.6) 0
ks 1 (1.1) 1 (100} 1 (26) 1 {100)

*1 0 HEOPERRAT SRR T, 2 ¢ BT RER D 5 & MSI-High (PCR ) # 84 2HM%E

<TEROIBR R RER2 ST - TEHE O MSI-High B+ 54588 - BLBE >
QEBIMENMAR (KEYNOTE-177 #8)

{LEEFIERE O 2 O R YIRR R RE /21T « B3 @ dMMR Xi MSI-High (PCR ik) &2
EHT DN - ERREE 3076 (BAA 22 fleEle) rBIc, AH 200 mg Q3W
BEORIMER O ZEND, BYEMOBNT 2{LERE [Vt v T o0 (BUF 15
FU] £W9,) KD F—hhavwh (BT (RDF—h] End,) - FFF) 755
R (BAF TmFOLFOX6] &5 ,), mFOLFOX6 B AV A= (BEFHHE)

(BAF TRy X=7) bnd,) XideYFo~<7 GRETFERLZ) T vy
T EWS) SFUE Tk oA VT B8R K FaiRiE (LLF TFOLFIRI)




¥ 5,) FOLFIRI R UMY X7 gty ¥ =710 g3 iR & LTURRT S iz,
A, FHEFETREBRTAED b BE I, RBET LT TERSRD bhiansg
DRI 2 E LT A BE Tk, WEILH O BERFE CREETARBO bR D LTH
FOB SR BET 5 2 LSRR L SNk, FEFHRE R (HEEEA R (LT TPFS)

Pna ) RUSAGHIRE S, AR ERE L B L CPFS 2 A BICER L7 (R

4 RUE 1),
*4 AEEGE (KEYNOTE-177 Rk
ARFN200 mg QIW {riepeys ()
(153%1) (154471)

Hdefl (A ] 16.5 8.2

(95%1F FRCH) (5.4,32.4) (6.1, 10.2)

PFS™ | ~W— R 0.60

(95% S 1) (0.45, 0.80) —

P " 0.0002

%1 : RECIST # 4 FF A » LIRRIC S < sT i gufizE, *2 ¢ Cox HfflA— FEF ML H10F
B Lo, =3 u T 2mE. HEKE (FAD 00117

@D fp s o® L YA VT O L8 5L,
mFOLFOX6 :
A% Y 75 F 85 my/md, A Y F— 400 mg/m? i3 LR A Y F— 1200 mg/m?, 5-FU 400 mg/m? (RE
Y S-FU 2,400 mg/m? (46~ 48RFRIFHEEENE) % 2B MMMR T & L,
FOLFIRI :
AU 2T B A AR 180 mg/m?. A U — F400 mg/m? XL AR R Y F - b 200 mg/m?, 5-FU
400 mg/m? (ZHHE), 5-FU 2,400 mg/m? (46~ 48MFRIFFRERPIE) A 2@ MMM TR L7,
AR KT
5 mg/kg 2B MR CIE L.
Y FivT
FEE 400 mg/m?, 2 B B BLFEIT 250 mg/m? & 1 BRI THRE LT,
7



100 g -
a0 - i e EFEIE Y
80+ b s AP
#70- %q
| 60 z‘ri—w\__
b e
B 40 L R ORI
& 30 e
20- T,
10 - T e
I3 — T
0O 4 8 12 16 20 24 28 32 36 40 44 48

at riski

FRA0mE QIW 153 96 77 72 &4 &D 8% 37 20 7 &
{L sk 154100 68 43 33 22 18 11 4 3 0O

o Ede e LS

1]
0

1 PFS @ Kaplan-Meier 8388 (KEYNOTE-177 35#k)




[Z 4]
< WAAVEIRIEL BB |7 31T - 350 MSI-High 2 A7 5 BN (R R R
W2 B EIZRD) >
OEESERF TR (KEYNOTE-164 3R, =tdh— h A)
HEERIT 60/61 ] (98.4%) iz, BIVERIZ 35/61 f] (57.4%) IZiB® b, FRE
DB 5S% FOBRBMERII TR LBY Tholz,
R£5 FBHEN5%IUEOBHER (KEYNOTE-164 BB, =h— b A) (ZR2MATRME)

ek 33E (SOC: System Organ Class) FlE (%)
FAEE (PT: Preferred Term) 61 4l |
(MedDRA ver.20.1) £ Grade Grade 3-4 Grade 5

| 2ElER 5 B9

T 8 (13.1) 0 0
Bi> 9 (14.8)

(8.2)

=
F
LA

(11.5)

¥, RVEMERES 1 (1.6%). REEOREEE (LEHREIRERR, S,
FERRESE) 1] (1.6%). FRHSREREE 3 4 (4.9%). HRRBMEREREE 261 (3.3%). IE
%360 (4.9%) . A4 « BREDARRIARIE 1 4] (1.6%) . MMZe - BERRAR 1 5 (1.6%) D3RR D
hio, &z, KEB% - BEEO FH, WEEE (¥7 2 - AL—ERERES), TREREE
= RBHERREE. | BUER ., BHREEEE (RMEMEEERS). EEHEE, O
6 . Sy ik i /IR MESERERS . ISR, FRIFERIE, infusion reaction R NS LE D
AR bR oTo, RETERRRRIIMERS FRREERFNZET) 25
DEFERETT,

OEEIERE THREBR (KEYNOTE-158 3R)
FEBLIL, 91/94 ] (96.8%) 7. BMERIL. 58/94 B (61.7%) @B LIz, #E
EH S%U FOBWERRTEDEBY ThHotz,




6 FEED S%IULOBWER (KEYNOTE-158 BB (RSARto S m)

ZRE BRI (SOC: System Organ Class) s (%)
FAFE (PT: Preferred Term) 94 {4
(MedDRA ver.20.1} 4 Grade Grade 3-4 Grade §

2BIVER 58 (61.7) 12 (12.8) 0

B 8 (8.5)

¥, FEMMRE 46 (43%), RIBK - BEOTH 3 H (3.2%). MiREE (¥7
Ve RN IEREEE) 2 7] (2.1%) | IFHRRERRE 8 1 (8.5%) . HUIRBRISBEREE 8 1] (8.5%) .
1 BUREERIA 1 ] (1.1%). infusionreaction 1 ] (1.1%) 2SR bit, ¥, HEDKE
B (RREASREARAEMERE, A, ERXRES), TERABERE. FISREREE,
BT URMERIEMERRS), Bk, ik « MEUGBRRAE, EEMEAE, OF
K. MRS - BERRAE, SdEtE M /RO MEEREERS, BRI, RIEFIRER R E S L
HEBO b ot ABEARBERNIBEESS (BERTEERZED) 2808
SR AT,

<IRIEHIERFRE /R HEST « BH D MSI-High 2 H T 55 - EBE >
@EERL R F IR (KEYNOTE-177 35R)

AEERIT, 149/153 ] (97.4%) iz, BUHERIL, 122/153 f (79.7%) KRH BTz,
VR ORE TRIBED SN EOBRHERITI FEO LB Thoir,

10




27 VWTERAORTREREN 5% EOBER (KEYNOTE-177 RE) (RN REMH)

BEANXKSE (S0C i (%)
System Organ Class} AAIBE {L SRR
KA (PT: Preferred Term) 153 {7 143
(MedDRA ver.22.1) 4 Grade Grade 3-4  Grade 5 4 Grade Grade 3-4 Grade §

98.6 93 (65.00 1 (0.7)

2R

B 9 (59 2 (13 0 17 (L9 7 @49 0
B PRREE 0 0 0 30 (210) 2 (154 0

FER R AR S T

0 0 1 @7 o
320 0 0 0 0
0 0 10 (700 0 0
3 Q20 0 75 (524) 14 (98 0
0 0 6 (42 0 0
0 0 79 (552) 3 @1 0
0 0 43 @301 6 (42 0
0 0 40 (288) S5 @5 0

BIE

0 0

e 32 (209 300 0 63 (441) 13 0
B R IE 4 2.6) 0 0 25 (17.5) 1 ©n o
BB 1 (7.2) 1 @07 O 7 49 0 0
0

ZALTE

e o

AST #4h 17 (11.1) 2 (13 0 7 @4, 0
e ALP 0 12 (7.8) 1 07y 0 12D 0 0
R 1 0 0 33 (23.1) 24 (168 0
e AR 2 0 0 9 (63) 1 0D 0
hERL 3 0 0 8 (5.6 0 0
Bk 1 0 0 6 0

RS T 4 0 0
AR 2 0 0 0 0
FAE = o — 1 X 1 0.7 0 0 25 (11.5) 1 w©on 0
FAEM R = o — a3 0 0 0 29 (20.3) 3 QD 0

B L UREES

20 (140) 0 0

11



BENXSE (S0 FiEE (%)

System Organ Class) AHIRE {L PR

HAEE (PT: Preferred Term) 153 {5l 143 i
(MedDRA ver.22.1)

WL AE e ) s (33 0 0 28 (196 0 0
B 7 4.6) 0 0 10 (7.0) 0 0
P - BIERFRANE A SRR 0 0 0 25 (17.5) 1 ©7 o
F 5 EESE 21 (137 0 0 7 @49 1 @7 0

1 0 an 1 ) 0

B, FMEMRESRS B 33%). KBR - NBK - BEOTH 146 (92%), MR
BE (FF70 - NL—iEEFE) 1 F (0.7%). BUEFFSR - FFR2 - FFRRERE - itk -
WEALPERRAE 22 25 1) (16.3%) | FRORBRAAEREEZE 18 41 (11.8%) , FIERBERErEE 2 41 (1.3%) .
RIS 241 (13%), HHEREES (RASHELRBERS) 246 (13%). Bk - ¥
BOBRRARAE 1 41 (0.7%), infusion reaction2 i (1.3%) ., k% 1 41 (0.7%) b bz,
Kz, BEORGHES (PHEERETIME, FEHISIREREE., S0, B8
BE) . VBRI, S, BUEMREIE, M4 - BEA. B OB, LK, BB
MRIEE (EHE PRI MESREER, Al tEE ., RS, EMmFEg) kU
RARIERBERD bhved - e, FREEMARRAIBEFS GRREERT2S
tr) ZEUEFRRERT,

12




[Hi - BE])

KA OBEMERERETARZHALEY I ab—ra kD 55 200 mg &
Q3W. 400 mg % 6 BRI (UT TQeW) &V 5, ) Xid 10 mg/kg (IKE) # 2 BHE
MR (LT TQ2W) &5, ) THRE LZBRoAFIOMETRESRE S, €O
B OARA 400 mg & Q6W TR G LIcBROAF| O EFRBITR T 5 g hiFhRE (B
T [Cagss] EVV3. ) 1, &K 200mg & Q3W TR LIZERD Covyss & HRELT 2D & T
Ehte (TH) . 72, 2% 400mg & Q6W THE LD AK O EFIREIZI T 55
EHIETEE AT [Comesl V9, ) . FAI200mg & Q3W THRE LIZBED Coucss
LB LTEEERRT LTSN bO0, BAARF B TARENER S AT,
AR - BETHIAE 10 mghkg (KE) 2 QQW TEE LIZEED Couss & L TR
HEFTEPRlaEnt (TR . &Sbhic, BERAMEBE L XIRICHFA 400mg 2 Q6W
5 L AV HERER (KEYNOTE-555 2R L 145 b vz HHHEIZ S < S EnE
SRS A B T al—a VL R LR E iR T A—F LHEE LT (FR),
Mz T BEOBEEIC BT 3 BRABRERICE S | AR OBRER & A0 TR 2%
Y oREE BRI AIRERICEFNRHEE S, AF 200 mg & Q3W Xik 400 mg &
Q6W TS5 L BDRER L A IRt & oBEIL S W TR SRR, &
DofE  AEOBTHEMERE 2N IC ARG ERT RV E TRIS L,

%3 FRORYBM T A—F

P 8| g | gy | e | Goed | G | g
200 mg Q3W! (58.?5?‘5]9.7) (27.%/:]'293.1) (17.13?'1’ 8.3) (9123‘54.1) (49.%??& 0 (302{,}? 1.4)
400 mg Q6WT (12;,2?24) (32.3)?};12.7) ( 10.11(,)'16 0.8) (145?49) (50.51?; 3) (19.1(,)'230.9)
40((¥;§J{?ﬁ6)w (13512?.10 ;6.4) NA (14.1;,'?;.4) NA NA NA
10 me/kg Q2w (21?223) (14;?;'45) (1 1;1 ?2 b (423,2333) (272,7382) (19;,9;00)

Fin=2,993. 100 MOY I a b a ik Bl ES M ESEO P RIA (2.5%7,97.5%R) | Con: PIEHR
5 OREMEDRE, Cu: PEREHOEYMETRE, Cu: WERESE (P20 2 B55) OFRELE
':'Ji‘%g\ Cmax,ss . Eﬁ%%[:ﬁﬁ- 'Z)%ul%‘mi%q:?%g‘ Cavg,ss . Hﬂ:’ﬁiﬂiﬁﬁiliﬁﬁéqﬁﬁﬁl?ﬁqﬂﬁg\ Cmin,ss N E#ﬁﬁgii
BT BENEPRE
1 56 BlOBMEIHE (95%SHRERD
§ : 41 FlOSTESE (95%FIRERED

NA ; #EHAL

13




4. HEERIZDINT

ARG L UTHAERTICR T 2515 - EIBE 25 < MSI-High #7381 2 BRI
T HEHBRFEENRELR TS, ARELZSD, EERY X7 FHE (RMP)
T3 AR OE RS S RIEE~O B AERN 5 A M Th - T AR OBS R
HWEIRBELDE - HEL, AHORE LV EELBERLRR LRI 2
LBRBERID, LTFOO~B0T 2 T2FHETHRICEWTERT 3 X Th2,

@ HWBIZ>WT
D-1 ?ﬁ@(n~vw)®wfhmmﬁéfém RChHHT L,
() BABBRENBET28ABTOEENL SRS GOERTR A AB RS ARk,

mﬁba SR L R R DG, DS VRS IEIRRE 2 &)

(2) HFIEMREREE

(3) FENRMEIEET D RVADEEERR (DA BHGEERERIE, A DT
W1k, A BREEHSERRR S &)

(4) SIRALFRIEELZRE L S SREINE 1 U bR REmME 2 o
AR B 21T > TV B HERR

(5) PUEMEEA NS EEEMBAOEREEICRIBHETT > TV AR

D2 XL HBETOLEREROE ﬁ?ﬁﬁ%ﬁﬂ#@ﬁmu}‘ LI & R AR
SEM (TROWThMIENTHEM) 23, Y%2BRRORENCET 55RO ET
FELTRHEShTWAS D L,

T BAEEERICEE L-ET - BROSGHEEA /b F 54 FAREEM (MSI-
High) 2B+ 2EMEE GEENRIEENRERBSICES)

o [ERRIFEIHE 2 EOWHFHERET LImBIC 5 FUEOBATRRORENHES
ToTwaz e, 96, 2 LR, BAEYRIEELEL LI-BRBEEROME S
fToTnaBaI L,

- ERTGRIFRIGE 2 FOVMIHER T LIkic 4 FUEOBRRBREE LTV
TE, Sb. MELURE, BB LR DB CORAEWRIES 18 AR
BRHE£1T > T 5 2 &,

£ OIREIRTRELET - BROBEE <A 7 YT T4 PREEM (MSI-High) 24
T AR - HEE

o EMGRIFIRER 2 FONBPHELRE T LI-%BiC 5 U LR LIBEOBKFHEY
FoTWndZ e, 5%, 2HEU R, BPAEYEEY L URBREBZOF S
FoTnBo

o EMGHFRER 2 FOVITHERET Lickic, MILBROBAEYRELZ ST S
FLUEOBELEABZEDERET oD Z &,

14




v EMGIIREYR 2 EONBTFHERET LI-BIC 4 £ EOBERREALTWD
Tk, ah. ML, FE LA ABBES CONAERRIEE SR ATRED
FREEHEZIT- T A Z &,

@ BRNOEERBEREHROEHIZOVT

EH SRS EICRET T A EAENEBE SN, MEAEN S OFRED, T L
LIRS OB R R CEMSIC T A ERR M. AEFLSBELLEEOWRSE
s ARPERNIITOR A EHEPES TS &,

@ BHEH~OREIZ2NT
®-1 HEREHICETSES

PR RS O EE R BER AR AE LIZBIC, 24 BRBRERIOT. HEHERX
EEEER TN, BRELUEEHERICE CTAREERU CT E0RHER OB L
B REOFKEAYARIZB LN, BEHIHETEE2ERHAE-TWLZ L,

®-2 ERUEEHCIIFEESCHNCET O RE

RABRICED S EMO R AR HEEE T 2 BEREFE NEHERE=F V7
EEDIEEROAY ) —= v ZEITOERE L ERE A TE 2 F— SEREH I
WahTWa o b, 2k, BHEERRIZOWT, BAREEZORKRICTRIARSNT
w5k,

@-3 BHEROBEOxHSIZE LT

BEIVER (REVEREBICM L., KIBE /NG - BIEO TR, BUEETR - FFA% - §F
HeaEREE - P4 - B Ze, BHEEEE (RMEMEHERS . NowEE (T
FERHLAEREE . AR BRI S RIBHEAEREE) . | MBI, B & O IRR. gk - B
frmiRE . WA, BEEOREEE (PRSI, BRERIRIRAEGRE, 2L
B, IEFRAHEE) . infusionreaction, FMZS - MM, BEMEIE. MHBEE (¥7 -
NU—EEREE) DRSS, B NREE (Rl MRS ERERR, B tEE i,
FREERS . MIERIERES) . MEREAEGRE, FES) LT, MEIEROULERRE
FRHERE O E MM A B ER & L (BHERORE-eRICE L THRERVEE2 R
FoNAEFIZHEZ L), BHICHENRLENTE SERNB-THDZ L,
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5 BERNRELLLBE
[t i B4 2 HiE]
O TROBECBOWTAAMOEDENRINTNA,

o PAFREZBIEELLET - BROSHEE~A 70357 54 b ARREM
(MSI-High) # &1 2 EHE Y (EENARSEE R SAICRS)

o RWIERAREREST - BROBEEA oY T 54 PAREEK (MSI-High)
BHT ARG - EEE

¥, MSI-High 12T 6 AB O a =4 Bk L LT, B4 MSIREF v

I (FALCO) E T34 : FoundationOne CDx 23A47 2 A7 7 7 £ WHREBIH

WA,

@ TFRICHST 5 RBICHT B AR 5L USRI STty KR OGN

FEMLENTRELT, KRoRERHRERL RN,
o FIFOMMBIERLE
o fhoOPTEMERER L HH L THRESWLOBE

[% &tz B4 % FIE]
@O FREZRYTIBEFIZSDVTIEAFOBRERERE ESNTHEZ b, HEXT

biznz &,
o EHORSICE LIRBUEOBEEREO B 5B

HEATOFIZ W T FRICEY T 2 BE 20V, Ao SR 20

2, MOBRFRERIER 2 WBSICRY, HECAREERNTLI L 2EZBETE A,

o FEBEREROAH IO 5 BH

 MAEESRE CHIEY RO 5 BE R UG O REHR MBS R Y i
HEOMICRIEHE LR B LN G BE

« HEREEBOASH, XIXBENAE L EEREO B DRk BoERED
HHBE

+  BRBEE (ShSMRBHELEl) 0bsHaE

s FEOBRLRXEEBTEAT LB

*  ECOG Performance Status 3-4 %6 ¢ %

45) MSLHigh 8+ 5 BIBSAEO—HIL ) o FREENTHS - L BEESA TS (Latham Alicia et al - ] Clin Ongol,
2018; JCO1800283)

(F¥6))

ECOG @ Performance Status (PS)

Score

ER

0

S Ml B TE D, BB E R L RREABSRFIRA TS,

ARMICHLWESIERE A DA, BITTRT. BFERPE-TOMREITI Z B TE 5,
i ECRE, W

PR CEZOFOEY O - 2 Xt~ THEEAMEER TRy, PO 50%l 3y FATRIT,

dafofra| -

RONFEBROROEIO & LHTERN, BRO S0%AEESy FFT TR,

2B, BHOFORY O L3R TERY, BEEZSy FOARF TR,
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6. BEICBLTHRETAZTER

AT TR N &, BUVEIRFE S DR 5 Rl B3 X ARA O R R TN IE R
BOOIHERERE BB L ThbERTLHZ L,

BRI ALY . BB L Z OB ICEIERCEREE +ARF L, REEH
ThopETHT L,

FREMERO~R T A M2 T

@
@
@

MR ER DL LN A LN H D DT, AR OEEIZH - > TIE, FIHIE
W (BENh., MR R, W) ORERRUE X A0 ERSE, B8
SIATH Tk, i, MEIDE UTHE CT, MiF~—»—S0RETEH Y
Hok,

infusion reaction 734 B3 = & M d 5, infusionreaction 2358 bV BEIT
L, BB AT & L bIc, IERBEET S L THREOREE oI B
THI L,

FURIGAAEIEE | T RIKSAEEER CRIBHERENL b I L B3H LD
T, AFIOB 5 BRENR O 5 B T E I N oI HEIRE (TSH, 15
T3, WlE T4, ACTH, M=o FV—VEORE) #FERT52 8,
BIERF 2. HRAE, FHGREEEE, R, IERER N LLbhEZ BB D
DT, AR OB SAETR GRS B P OEEH TR E (AST, ALT,
y-GTP, Al-P, B U A E U SORE) 2ERT DL,

RESEE QTEERCTEERERELED) FOEBERREELLLND
CERBBOT, EMHCIROREORERWRETA L, iz, ROREDN
W LB, B ERSEA SR T AL IRELRE TSI L,
AFIOWHIZ LY BEORIERIGICRRET D &L DAk RIRBORE
NELPNAZLNhs, REXRD LG, BRLEFRIIGLR
HPH A 72 3R b R ER A O B AT & U B BB R 1TV RE O
B L 2BWERBEEDR 2 BEI0IT, AR ORI EPIE, RUBIEREAR
AEVRIOBESEREETH L, B, MBREFVE L OREICEVEIE
FOMRENRTD B RWEAITIL, BIREE AR NVE & SO mEF OEm
LHEBTDHI L,

BEHTH BEMI LB ARB L THLEERRRBTAZ RS D D,
FHORERTHICHBERORBRICHCERT D Z &,

I RIEERR (B | BRBE2ET) Kb bbh. ERAEES T F—3 A
EAZERHE0T, QB B, IRHEEOERORERELMBERO LR+
SEETAZ L, 1 BERFEARDILSA RS ERIEL, AR R
KORELSOWIIMABEZITI Z &,

AR OB RERIT IV T, KEYNOTE-177 B TIE 9 @B = & 7=, KEYNOTE-
158 B R (R KEYNOTE-164 38 (27Rh— F A) TG G 1 FMIT 9 HiH
Dk TR 12 B D L AEMEOFMETo T Z L EBEBID, ARIK
B ECERRE CHROBBREITI Z L,
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BBEERHEETA 54
RATBY R (RETRB)
(R4 : ¥4 FA—& EHEHE 100 mg)
~ T AR ~

SRTEL 28 (FF 34 8 AkE)
JBAE Bl




B

AN

LB

AFNORER, TERBT

R R AR

MBEZIZ DV T

BERBRE IS BE
BEICBLUTEERETREEE

P2
P3
P4
P9
P11
P12



1. LI

EE D OFZN - ZRMORMROTZ DT, BN CESICE SV BERER R
HIVd, EHIC, IWFEOBEREMOESIC LY, HKREIRR ¥ OREe 2 9/ A
FEELPFRINIF T, TN HOERRY HICHERBFICRET 5 2 & BB
PR L 2o TRY REMBGEER & WEOEAF# 2016 CERL 28426 B 2 HEZHBHE)
KEWThH, EFMERDEOEHORELIEEZNE - L & ShTna,

FORE R RIS, REERCR M T 0 7 7 4 ADRBEFOERS & 5 i
BB ERHD, ZORD, AR LSBT A BRSBTS O/,
UHEELOBELM BT A2 LN SN 2B LTHERTA L & bic, BlfE
RDRER LB B xG % & 5 2 LS RER —E 0B A W7 T ERE A
THELENEETHD,

LI »T BHA FIA T, BARBEESIAETREB LA TV AESFESH -
BRI ESE, U FOERNORERER R T A8 AL LERE, X
HROCEEFEERT,

RIS, ATA BT A 0%, MSATEGE AE RS EFSARAA S, ARHEARR
MRRIER S, —ARHENEA B ABENRESRUC—RHEEA B ARBRER2S0OY
J1DH LR LT,

MR LI DERS  F A b AT 100mg (—iB34 AT u ) Xv 7 (il
TRz ))

HEERDPEXINE : AR B O B

HRERBRELCHE : 7 X F =7 L ofRIcH T, BE. BAKIE, SA7 D) X
7 (B{EFHEL) LT, 1 200 mg % 3 BREMBXIT 1 E
400 mg % 6 BRIFRT 30 2B CREEEET 5,

H 35 R R ¥ MSDMR &t

(&%)
A TA 7 I mg, FEESmg (—RE  TXTF=7) OISR, BERUVA
=

SRESILENE | RIS A R O I

FHEROHE  BE. AR TS F =7 L LT 1B Smg#% 1 B 2[ERNBET 2,
¥, BEORBIZXDETBET 5, 18 10mgl B 2EF CHET
x5,




2. FHIOWK, 1ERBF

o M L— 2 SEEHTE 100mg (—AR4 AT u ) Xe 7 (BT L), BT TR
# &£ 9,) i, PD-1 (programmed cell death-1) & %@ Y H ¥ ¥ T % PD-L1 LUV PD-
L2 & ORSFEEEET S, v MLIgGsE/ 7 n—FAHETH D,

PD-1 {RE&IT T HORR S BE A h> 5 WEA 2 72 3012 28 ALARRR 2SR 4 5 72 SR 4
A T, PD-1 13, REESRIBIC W TEGE T RoMRERBICRR L, HO%
TR ST RS E X LR R A B RIS R BT 5, bbb PD-1 IV R
ST L LI IV HESAEKIC LSV EERRICHBET ORERTH D, PDLI
OIERREBI BT A RBIDTHATHEN,. £ OBRAMBR T THEOH = M2 5
I EIBENCRBLTW B, BAMNEICET S PD-L1 OBERBEL, B, S, T
FRARE . DPELE. JEARIE 2 Y oe RRATTRARRFTH Y, BnAEFRE
OIHBEER#RES LTV D,

EE DN ADERRII T & PD-L1 5B OB 6. PD-1 & PD-L1 OFRKIIIERO
AR BT ERERREILRS Z EARR S TE Y B kB A BROENE L
THRFEN TS,

L. PD-1 & PD-L1 RUPD-L2 DR ) H v FOBKEEMET S Z LI kY, B
B NBEE T O MR RAIIEEN T U o BRE ML &8, FUER AR 2 BB
5L THEEDREREET S,

AFNOE T B  BEORERISIC L ARIEHS RS b bh, BEENIIELCKC
LA REN A B B, ARORERRGEREHICT, BEOBRELHHTITY, BENR
W B ILTEHAIC I, FEEL L BRICIE U B PRS2 il & RRER A RO TR & B LGl
R ATV, BB ORERIGIC X ARHER R DI B BAICIE. BIRKESRV
T LAIORGEOBDRUBE LTI LERS D,



3. BRERRR
IRIGUIBRANGE M VX M o0 B AR AR O 7R GBI IZ FE M 2 1T - T £ R ER AR R O FfE %
R,

[F2hi]

R AL [ 5 MRS (KEYNOTE-426 35k)

{EEERIERE O 72 MRVREIBR A BE SRR ML O #e BRI B HRa s R 861 5 (R AR
ANUMBEED) 2RRC, A=F=TF Y Il LT (R=F=7] Ln), ) 2%
SHHRE LT AHME T X o F =7 L OFRAERE CUT TRR/7HRF=F s, ) 3
DFER ZEES R S, EEFFME AT CLF (os] &v5, )
EOMEREATFYM (LLF [PFSY 05, ) &R, K/ 7 Xy F=TiE, 2=F=
TEHELT, OS RUPFS #AEICHER L1z,

*1 : American Joint Committes on Cancer 5385338 12 5-35 < JEEIIV

¥2:50mg 1 B 1B 4BRES5-#% 2 WA

*3 0 AH 200 mg 3AMER (LLF TQ3w) W5, ) THIRNEEL, 7% F=7%5
mgl B 2H (LAF IBID) L9, ) BROKELE, 7FF=7DRERIZ, Smgl
H 2B TEETS 2 a2 (6EM) UEBEMERSY, Grade 24B2 37 F v F=
7T ORWERPIRD LA, A oMFEH 15090 mm Hg AT ICERENBES, TmgBID
~OBBETREE Lz, EREOEESL AV, 10mgBID ~DBLEEEL L, 7
FUF=T71E, BHEROMER, BEEESIOG U TARE IR 3 mgBID, KIZ2mg
BID) % R[EE L7z,

F1 BEHHRE (KEYNOTE-426 25

BEN T XS TR A=F TR
(432451) (42941)
RofE (H) NE NE
[ (95%CI] [NE, NE} [NE, NE]
087 | NHF— R 0.53
[95%C1] [0.38, 0.74] —
P " 0.00005
g (B) 15.1 11.0
[95%CI] [12.6,17.7] (8.7, 12.5]
PES™- ™| NF— PR 0.69
[95%CI] [0.56, 0.84] —
P " 0.00012

Cl: B, NE: #FERT, *1  PEMEFRFEOT—F QOISESR24B v A7) | *2 . 8
Bl Cox bl W — FTF A LB A F = 7B L DElE, *3: BRIo 7% 0 7 BE. *4: RECIST
HA FT A LI E-S < B Toar bbb e



100 permme

90
80
,_\707, AF=S
& 60 3
H’SOi
i 40 |
30
20
10

FH200 mgBWRUVTF X F=T

FRTTETTIITITT TR TITTTT R T TT

0 4 8 12 16 20 24

at risk#4 R A

AH200mg QW RU

igupeiin 432 417 378 256 136 18 0

A=F=T 429 401 341 211 110 20 0
H1  OSs? P REHEEOKaplan-Meierti#t (KEYNOTE-4263R0)

100
901
801
K 70-
B 60
i 50
i 40 -
& 30
20
10
[ [ S——— SE————- SR ———
0 4 8 12 16 20 24
ot riskik R TERIR [)

AR200mg Q3W 432 357 251 140 42 3 0
RUPEIFZT .
AZF=T 429 302 193 89 29 1 0

E2 PFSOSEARN O Kaplan-Meierfh# (KEYNOTE-426RA8R)




(2]

EELAFE AR (KEYNOTE-426 3U5k)
HEFRITARR/ 7 % F = TR 4221429 4] (98.4%) RUA=F =78 423/425 #
(99.5%) IZFED B, BBRE L ORBBURATETERVWEEESIT, ZhFh 413/420
il (96.3%) BTt 415/425 ) (97.6%) [TRDENT, WD ORETHRIEMN 5%ELE
DEHEHIX FHOLBY Thot,
22 WIhh OB CREEY 5% LOBIER (KEYNOTE-426 BUR)  (RSNAT-4 S Mam)

BEBA
{SOC: System Organ Class)
EARE (PT: Preferred Term)
(MedDRA ver.21.0)

B (%)
AR/ TR F TR ARo=F =T
429 {7) 425 i
£ Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5

ERHER

Mmigds L) AR

413 (96.3.) 269 (62.7) 4 (09) 415 (976) 244 574y 7 {1.6)

#ifh 12 (2.8 1 (02) 0 69 (162 13 (3.5 0
Bk S 3 (1.2) 0 0 3787 6 (1.4} 0
FPEREEAE (1.4) 1 0 0 79 (186) 28 (6.6) 0
/R b i 8 (1.9) 0 0 94  (221) 22 (5.2) 0
PSR - '
CIBIN Y gt 7 52 (121 4 (09 0 14 (3.3) 0 0
HUR IR B RE I T 135 (31.5) 1 {02) 0 9 (28.0) 0 0
BiBEE
e 23 (5.4) 307 0 16 (3.8) 0 0
e 3l (7.2) 0 0 29 (6.8) ¢ ¢
Tl 210 499y 31 (1) 0 175 #12) 19 {4.5) 0
B NRER 17 40 0 0 22 (52 0 ‘ 0
HET R 12 (2.8) 0 48 (113) | (0.2) ]
b 3T b i R 5 T 6 (1.4} 0 0 4 (80) 3 (0.7 0
Bo 91 (21.2) 2 (0.5) 0 11 {26.1) 4 (0.9) 0
(R] 7S 6F (142 3O 0 86 (202) 9 2.1y 0
g ¥ (9 1 (02) 0 5 (132 3 0.7} 0
—RY - REEER LUREEA OWIE '
&5 50 (117 6 {14 0 34 (12.7) 12 (2.8) 0
W 130 (303) 10 (23) 0 142 (334) 28 4.9 0
FERE D S fiE 55 (12.8) 4 09 0 90  {(2E2) 7 (1.6) !
®Eh 16 (37 ] 0 24 (5.6) 0 0
BRikRE
ALT 387 102 (23.8) 352 (12.) 0 54 (127 11 (2.6) 0
AST ¥ 97 (226) 29  (6.8) 0 59 (13.9) 7 (L.6) 0
1B Ry e V% ¥ 24 (5.6) 0 ] 30 (7.0) 1 02 0
i PR BRI A N 22 (50 o 0 22 (5.2) 0 0
FF P ERE 3 0.7 1 (0.2} 0 48 (113 - 29 (6.8) 0
i A E 4 (3.3 1 (02) i’ 76 (119) 31 (7.3) 0
fEENL 41 (9.6) 6 (1.4) 0 36 (8.5) 0 0
B iR E R i (0.2} 0 0 7 (8T 1 (2.6 0
Rl L
AR IR 94 (21.9) 9 @.h 0 106 (24.9) 2 (0.5} 0
& A AE 6 (£.4) 2 (0.5} 0 26 (6.1) 11 (2.6) 0
R R USRS
BHERR 52 (12 31 0m 0 15 (3.5) 2 9.5 0
e 23 (5.4) 0 0 6 (38 0 0
MR R }
BREEE 40 (93) (02 0 129 (30.4) 0 0
150 35 (8.2) 3 (07 it 33 (78) 1 0.2) 0
Bk LUREES
AR 66 (154 11 (2.6) 0 19 - (9.2) 6 (1.4) 0




BERIRSE P (%)

{SOC: System Organ Class) FE T % F TR A=F TR
HASE (PT: Preferred Term) 429 {5 425 B
(MedDRA ver.21.0} . 4 Grade Grades 3-4 Grade 5 2 Grade Grades 3-4 Grade 5
WETZRs. FAEhT L URENabd B
BEERER 12 (19 1 0 o 2 28 0 0
FEHEE 98 (22.8) 1 (92 0 12 (@28 0 0
Pk PR 28 (6.5) 2 (0.5 0 16 (38 2 {0.5) 0
B 19 (@4 0 0 iz (13) 0 0
BB B LU TARRESE
Jidi 1A 27 (6.3 1 {02) 0 35 (87 0 0
¥ RESFOERSEGRE 119 (277 22 (B 0 168 (39.5) 15 (3.5) 0
5 EEE 53 (12.4) I (1) 0 18 (42) 0 0
S5 4 (107 1 (02 0 3 89 1 (02 0
mEkEE C ' ' '
& L E 179 (@7 91 (1D 0 184 (433) 78 (184) 0

ds. AE/T X Fo TR CRIERMER 120 (2.8%) . KBS - /MB -
BED FRI40 6 (93%) . MiEHEE (X7 AL—EREE) 24 (0.5%) | FTHteE
% (ALT R U AST 388072 Y OSSR BEERE 2 &1) 15041 (35.0%) . PR
felEE 165 (38.5%) . TFIERMAMMEREE S (1.2%) . BIEHRRES 104 23%) |
| BUBERRE 1 (0.2%) . TEEREREE (RAEEMR RS of 21%) | Bk - ¥
SOSEAERE 4 ) (0.9%) . EEERREEIE 4410 (0.9%) | LEEK 2] (0.5%) . HESIE
4 14 (02%) R TX infusionreaction 2 i {0.5%) MR8 bhi, T, BROREES
(G RE IR R . STATEE, BIORES) | B, B - BEER. ERRMKEE
(0 M /AR PEREBE . e, ARIFERE, SCERIERE %) | MERERAELR
B UL IER D b o, ARHEMRBRRIIEEFS (RRRERRELET)
BEh BRI,



[Hi: - A&]

FROREREDEBEESAZFIALE VI 2 b—3a iz b, &F 200 mg %
Q3W, 400 mg % 6 MEMRE (LU TQew) &5, ) i3 10 me/kg (FE) % 2 B
B (BUF TQ2wy &5, ) TRE LEBoAFOmEPRESBRF ShL, £okk
F, AH 400 mg & QoW TG LB OAFIOEF RIEIZ B 2 FHmEPmE (DT

Cavgss] EVVD. ) 1, KA 200mg % QBW TERE LIZBRD Cagges LI 2 & PRI
iz (FR) . £z, AH 400 mg % Q6W TG LBROFFOERIKEBIT BT 2 K5
MIFFIRE (BLF [Coussl V5, ) B, AH 200mg % Q3W TEE LIEBED Cruass &
HEBLTUREZTT L FHINZ 00, BARABFICBOCRREEIHR S TNS
Ak - RETHDHFK) 10 mgkg (FE) % QW THRE L72BRD Comss & ol U TIEAE
EARTETFHENE (TR) , Ik, BEBEEANEZNRICAH 400 mg Z Q6W T
B b L7 BHERER (KEYNOTE-555 3BR) X 0 b/ SERMEIC 35 < SEEae <
FA—HFIE VL2 b= a TR PRILEWEIE S A — 4 IR LT (FR),
MZ T, BEROBMEZET 5 BRRBREICE Y, AFOBREE X AN IR eM
& DREEE R DRERULE T APEE S, A 200 mg & Q3W X 400 mg %
QoW THE LIZFROREE & A IEEM & OB OV TREF Shizfg, L
RDOHE - REOR CTHSHECREHICHMRERIT RV E TRIE N,

#3 TR ORGER NS A —F

PP | g | g | g | b | g | g
200 mg Q3W! (53.55?'5]9,7) (27.27?'293. D (sv.g'z]s.s) (9;.?5'984.1) (49.@?? 1.0) (30.35?'3?1 4
wmg QoW | ("0 | momn | avaien | s | Gorns | Gosns
40(07%;%{?56)\” ( 1351.2,6'10 ;6.4) NA (14_13, '?5_4) NA NA NA
10 mefkg Q2W! (213,2323) (14;??45) (1 1;,1?21) (423:2?533) (272,7382) (EQ;?ZOO)

T:0=2993, 100EDY I = b—3a rink D BN SRR ESEORRIE (2.5%5,97.5%8) . Cux : F0EHE
HHROREME PR, Cop : MEREHOEHMIFPRE, Con : WENRER (A 742 BEF) ORIKRE
E}:’i’%}ﬁ\ Cmax.ss . ﬁ##ﬁ%ﬂiﬁ” é%%miﬁr{:/gﬁ\ Ca\'g,ss H Hﬂ:’ﬁ#ﬁﬁ%ilfﬁﬁ 5qzism?§tpi‘%g\ Cmin,ss . fh’ﬁ’ﬁﬁﬁ%i
B L FRIERME DR
10 56 FIDETEHE (95%(FHEMD
§ ¢ 41 BIOBTEAE (95%EEER-)

NA : EH2 L




4. BERRIZOWVWT

EIER Y A 7 EEHE (RMP) [CHE-S%, AR ELMTEMERBEE~0 W 4H
B BRI Chh - T, AFORENEZAE LN - HEL, AFORECLVER
REIER 2 BE LBk T 5 2 L RRERTED, LTOO~@0 3 T T i
RIZBWTHHHT A& ThHD,

O HERIZOWNWT

M-1 Fio (1) ~ (5) OWPNLICEYST IR THD I &,

(1) EARBRENEET 558 AR REEILURES GIERR A3 AL B EERL AR
HlE A3 A B pRRE L SR, Mo A B RE R &)

(2) RrEHRETRIL

() EEFHRAENEE T 2 RNABREERR (B ARREERERB. 2 AR
Bk, S ABRCEEEHERE 2 &)

(4) PRk RE L, SR AEIE 1 RIS R E 2 oEi L
IR D R 217> T Dk

(5) BEMEEAAS ERMAOKREECR BN ZIT> T B g%

@2 BHIRE ORI R OBIER REB ORI+ 2 72 5k L B a f DB (F
FEOVTRNCEEY T AEM) 2, USRI ORFICET 2 BROFEE L LTiE
EhTWazZ &,

S

o EMGIREE% EOTBITHERET Lz BRI SEU EORARROERIME X 1T
STWBHI L. 5h, 24ERLER. BAEMREY XL LZERBEEFOTHELT
STWnAILE,

. ENQHFREE 2 EOPPTHELET LRIC 4 £L EOWRBHEEORKRIHEZ T
STEY. 5b. 2R EiX, BHEE O AL E & TN ARROBRIHEZT]
> Tll A ‘5 :: &: o

@ BRADERMBRERDOCEH I ONT

EHER GRS EIC ST A ELENRE S, KMESE,LOBFRED., AN L
AV SRS O L ORI A R, A EFRERE LILEEOWE
¥R, SHRHOMITORAERINE-THWDH I L,




@ BIER~OMIBIzONT
@-1 RERREMIZ B 5 B

IR R B S0 BERBIEANRAE ULENC, 24 MRS REH O T, YiiER 0t
BRIV, BERLUZAWERIZG U CABREEE O CT E0RIEROERIc LB
RBEORENE BPFICB LN, BB E R - T B T L,

@2 ERREFCLIFEESNNRET 5Bt

PARBIRICEED D FMB R MR R O 2 A T SR EEREHER =2V 7
EEDILEROAT Y —= 0 PRITWERE L L2 G T 5 F— L ERKH M E
HEhTna &, i, BHERRICOVWT, BABRE LZORRICHDICERSNT
WaHZ &,

®-3 BIERORELHISICELT

RUER (REMEERICINZ, KIBK - MBS - BEO TR, BEEML - A2 - IF
PREEREE - AT4C - (LB gt BIEIEE (ROTHENBLS%) . NoWEBE (T
EAHRREREE . PIREEREREE, BIBHERER), | RIBRB, 52 5Bk, 7 - e
FRRAARAE, BEZC, EREORBEE (PERNEAMARE. FUBKEIREGER, S8
B, BIRJEIES) . infusionreaction, AN - MK, BEFMENE, WREE (X5 .
ANU—IERREE) | ihYe. BB AR MRS (RS AR SRR, B MR
FRIFERS, EENEIES) ., MEREEREE, BEY%) oL T, YR XLARE
FABIOFMMEL BT 5 EM & EE L EHEROBZBTnIcB L CHER XL
ToNDRIFCHL L) | EBLICHEYRABRTEBEHIE->TWL T &,

10




5, ENBLLRDBE

[HahtEi BT 5 EH]

@ LSRR O 72V RIGEIRE TR BE USRS O BB B T W T, AH L T X v
F=7 L ORGSO FMENFEA TV D,

@ TFRICHEYTREFICET L RH OB E R OEH BT, AFIOR BhER
BIahTB6P, FROBENSE LG,
o IR HBhERE
»  EAEOBEMEE
o DCEFOFBENT SR TV AW OTERRER & O BikE

[Zeafhic B+ 53IE]

O FTREEETIBRFCOVTHEHAAMOBENESLE SR TWE e, #FET
bilpnz &, .
o AFOBSC R LBEGEOBEEROSH 5 BE

BERTOFMIC B W C TR YT 3 BB VT, AFORFTHE S L2

2R, HOHHERRIEA VB AKIRY | WECAMEHAT S 2 L 2 EFTE 5.

o REMREBOANUIREDD L BE ‘

. JAEEERE CRER F RO 5 BHE R UYEBIME O BUR SR B ZCS R R R
LD RSN b5 B

o HOREEROSH. UTBHALE L IEREO B RS RBOERED
% R '

v EESEE (GhBHREBEREEl) ObLBE

v EEOBRBRRXAMEEETLSRE

»  Kamofsky Performance Status 70%:£7 &) @B

EED Karnofsky Performance Status (PS)

ER

Score

100 [E%, Rzt sBREORLNEV, BHEERA L,

EXROETEHHFTHE, WILFESLER, 90

BWREERIISH D P, ERTES)ATRE

80

i DERIEEER A B 28, B L TER OEE A

HWT DA LA TEE, BETAETET, FL 70

HAaFOMEEITEEN, EEOED - Hi#hd 5 2 LITRARE

Sz A PRANRERICE L0 THS, | 60

BOWRERZ LIITE5R, L VENBENE

WxBEOShESLE LTS, 50

FREBR L EES L OESNRERITASLE

40

By, BYIRERL L URRSLE

HOEYDZ L EEFTTERY, HERHD V30

SENTT, AESNLEPAERE LETE TR

BEROELELIFEOFELLELT5, HEEB 20

FEFICEE, AR UE TR ISRBE

MNEFIETL T LTRSS, 10

FERENRA TS

i

11




6. MENTHELUTHETNEHIF

© FNCEFCML RERCEEE NRUET 2 EREIC B & A O Rt R OTEIERE
RO LEREREY IR L ThrLfATI L,

@ JREBABICES D, BENRFOREICEDHERCRRES+SB3A L, AEZ S
ThbGTH L,

@ EAREHEHDO<=RI A Mo T

HEMREARRES LA -2 B30T, AFIOBEIZHT - Tk, FIHIE
hO(BEDdv, FRREYE GERE) OmRE OIS X MREO LS, BEE 1
GATH Z &, E, MBS UTHE CT, fiF~— U —HOMEL LW
BT &,

infusion reaction 23 H 5 Z L 3% 2, infusion reaction 2358 B HEIT
L EERE R TT S & LBz, ERAEET S E THREOREL HHIC R
TBHIE,

HOR S REIE S, TEMBEEELURIBEHERERLLDhD Z 835D
T, ARIOE 5B AE R O4R S 8 E I E B NS isaeteE  (TSH, B9
T3, WEHE T4, ACTH. M =AY — L SoRE) 2EET LD L,
BUERFZ, R4, IFHGERER. IFa. EMEE AR b LbbhaZ 20355
DT, FHOFRGRAT LRGP ITEIRICITHEERE (AST, ALT,
y-GTP, AP, DAYV EOME) 2EHTAZ L,

SESEE ERECIEERELEEST) SOEBRIEEENHODbNS
ZERHHOT, EHIWIZROBRYFOFELHATEZE, £/, IBOBREN
RO LNTHHITIL, EONICERSBELERTILIBTERETL I L,
FHEOREICLY | BMEORERINICERT S EE 2 L difs RERCHE
BhbbhdZtBbsd, REFREDONEZBAICE, BRLUEERIOS UL
BEMF e & BB A RO ERT & U Ol R @RI 21TV B O
FIG KD EBHER N ELNABEIE, AHOWRE I 1L, RUOBRIBRE R
WECROBRSEEERBTAZ L, B, BERERAVEOREZ LY EIE
HoOmENHND HNRWEE I, BIBEERAT LA DOREDNHEIE OB
LERTHI L,

BEHRTE, SOEB»AOE AR L THLRIERXRBTA 2185510,
ARIOBGR THICHBHER ORBIZHSIZRETAZ b,

1 BUBERRIA (B | IR B2 i) Bbbbh, BREFEES P 7V F—v &
WCELZZENRHAE0OT, OB, Bl IMHEEOEROBBRCOEEO LRI+
SEETIZ L, 1 BBERES DN ESEAICIREETEL, AT Hl
HoREEOBEYRNBRITH Z &, :

@ AHOHEERBIZNT, REFEHS RRE, US4 BRBETe /T, 20
% 12 BTEIZEMEOFME T - TV & 25D, KRS DT ES I E
BRECHROMBEITO L,

12



BolfE g T A RS54
Ra7ay X7 (BETFHEERZ)
(BRFB4 : A MV —F BH#HE 100 mg)
~BRSAER I ~

Sl 28 ($F1 34 8 AHET)
BA B EAE




B

e

I EDIz
FRIOFFH, TR

il PR AR

BRI T
BOxtg e b BE
BEICBELUCHEE T REEHE

P2

P4

P12
P14
P16




1. 2B

S80S - RAMORED DI, BASGESICE-SW I BIERE /A RD
BID. X610, ITEOREAEMTOERIT L0 PIEERR R ORI RE AR
FEELAARBSNLBT, b OERS LB LERBEICRIT S 2 LPARED
FE L Fp o TR D REHECEE & S O AT S 2016 CRIK 28 4F 6 A 2 A MIEIRIE)
CBWTYH, BEYMEERMSOERORECHEXKS Z L L ShTVD,
SRR R R, RS AN T Ty A AR EFORES LA LNICR
BB ERBDH, TOfb, AR OEEEICETAERSTSERT X TOM,
W EE R O EER WS I A LREBENABREIIH L TERT S L L bic, BUE
AARBE LB LB &5 2 2 AR —E OB & M EREE T A
TAZEBEETHD,

LERoT, AL FT4 2Tk, BREBES -_NETIIBLATY S EFERERN -
M EHIT S X UTOEERORE MR HET 2880 bR EREHE, B2
HROEEERERT,

feds. AHA BT A bk, MSTATHOEA R RS EFHE A S, ARHEREARR
BERIEE Y S —AVEEEA B ARBRARES, —EEEA BAERBRGEHNZES R T
AWAEEA AN RARSESOBAD D LB LT,

THEB L A BERS T4 M—F EETE 100mg (—HR4A AT r ) Xv7 (BB
FHAfZ))

HEL R DML | BR USRS 2 A 3 2 THEME

WELhARERCRE  BE. RAKE, a7 e ) Xv7 (@EFEELZ) LLT I
] 200 mg % 3 MR 1 [E 400 mg % 6 WRRKIE T 30 A
P CRIERET 2,

% %% AR 5% ¥ & MSD Rt




2, FHIOEE, 1ERBF

FA M RREE 100mg (4 A7 vl <7 GREFEBRL), LLF &K
Al v 5,) b, PD-1 (programmed cell death-1) & #® V) # > FT#H % PD-L1 B TEPD-
L2 L OFREEEEEET S, b MG £/ 7 o—FAHECH S,

PD-1 ARHEIT T MR Sa BEARMERE 2 53 5 72 DT 38 AMIBRASFI 3 2 =2 S s i
A4y F T, PD-1 i, EEZRIBICE W CIEME T MMoMEREICRR L, Bl
BER i 2 B U RN BEILRR 2B S 2R+ 5, T7hbb, PD-1 XV H v FEiE
BYD LIV RREERICL S VP aEr ACHBT 22846 Th 5, PDLI
OEWBBMICH T DRI TN TH L, £ OBAFIBTIE T MIROH= 2z
DIEEBPICRBBE L TV A, BAMIICEITS PD-L1 OB, Bmiam. s,
BEAOBE . BRISE. IR/ NEIOGE A & Ok s RRATPRRRET Th Y, Vv AEfEs
& DEEEARE Sh TV 5,

BEDOD A DRRENFH E PD-L1 RO S, PD-1 & PD-L1 OB IIEE D
BRI BN CHERRHEZHS Z LR ENTE Y, Fie N AIRROER L L
THRIhTWA,

FFPWL, PD-1 & PD-L1 B PD-L2 O ) H v FOREGEMET A Lic kY, EE
BUNREEP OB RAOMBEEME T VY o BRETEM L &8, MBS BISi(
T5HZ L THIEEDRELBIET S,

AAN ORI IS GREDRERISIC L RERSNH b b, BEEXIETI
EDRMES DD, AAOREHROCRERIE, BEOBRE+HITV, BESR
O bR, BB LI HFGITIE Ue P22 ik & IR R DA & il L Ol
R ERIZ R 21T, WEORERIRIC L 2RIEANEEDR A BA T, BIRRERL
TUAMOBREEOEYRABEIT I LERD D,



3. BRHE
B T EIBIES & A4 2 SESE 0 ORI 2 1T o e F e BRE KR O R &
ﬂ—ﬂ“vg-u

[B%htE]
RIS AR (KEYNOTE-048 3UER) ,

{LSEFEERE O 2\, RIS OlE, o« FHHBER OMEAO B EREBES AT
AUESANR R E R BE 882 B (AN 67 Fle gt XMz, EVFxi <7 (B
ERHRRL) AT Mevdo<s] &Evd,), 7adryivn BT [5F0) &0
5.) RO 5 FFRHOHRRSES (LERER 22xBE LT, SFU LTI FIR
HOBEH T CAFIR S FFIBEARERE) 2 KU 200 mg % 3 BRI (2L TQ3W)
Lvh,) B CRAIBMIRGE) OFDEOZEESRET SR, EZEFHMRER O
—or ENEALFEE T Tos) &va,) i2onT, ITT &£V T, FAIP
FASREE ISR & i L CABICER L, 7. AR BME S b PmE & i L
T ITTHEAICBWT, 08 bt %R L, combined positive score™ (BAF TCPS| &
WAL M1 EOBRBEEMICENT, 0S OFEREENED I,

1 RETREICHT 2K L L TR IES SN R S CW s BF T, MR
ROBHIEFERNL6H AU ERB LTV AEAIT, HAARTRE: Shis (L.
W HTAIST T 6 H AP B BHEST L7e B aidhR< ),

% Y F w7 (FE400 mg/m?, 2818 EL%250 mg/m?) . AT T F 100 mgim? XL
ABF 5 F 2 AUC 5 (mg = min/mL) & US-FU 1000 mg/m?/day (4 B BIRFREAHER5)
O Q3W (Y ¥+ 7 OHUABMER TRR6az—AREH, EYF w250
mg/m*% LAMBR TR E L,

*3 . AF200 mg, ¥R T T F 100 mgm2 I A NRT T F o AUCS (mg « min/mL) JTS-
FU 1,000 mg/m¥day (4 H FEHS#AERE) ONfic Q3W THRK6=— AR EHK, KA200
mg & QAW T E L1,

*4 : PD-L1% %8 LMl GEEMIR, ~7a 77— Y RO /238K ZREE T
L, 100% 3 O3,

#1 FHFERREOHERBE (KEYNOTE-048 RER)

AR 5B 2P ERE
(281%5%) (278451
HhdfE (A) 13.0 10.7
[95% CI] [10.9, 14.7] [9.3,11.7]
os™ NH— RER? 0.77
[95% CT] {0.63,0.93] —
R AE 0.00335

Cl: (ZHEKAE., *1: PRI OF—% Q018F6H 138 HF v b4 7)), *2: BB Cox Huffl ~H—

FEF iz & AL mERt & oLk, *3 : BRla V5o RE




80 -
70~
= &
50 .
%
b w0
# g
20 -
10--
at risk$%
AH200mg Q3IW,
75 R R OSFU
Y F i,

7Z FF BRI R US-FU

AH[200mg Q3W,

¥

e

i%tlln
’*"n

1 Y ¥y~ F, FIFEARE S FU

H" Hlu o gmps ny o
-ty iy g -

FIF MR 5-FU

281 227

278 227

[ T I

10 15 20

AR (A

169 122 75

147 100 51

25 30 a5
40 10 1 0
20 5 1 4]

H 1 AFBAES O 0S DRHEHTEO Kaplan-Meier Bi#t (KEYNOTE-048 #RER)

F2 FARMEEOEDERE (KEYNOTE-048 25)

AA R 5 {5 RRIERE
L 30141 30041
il () 11.6 10.7
\ ‘o [95% CI] [10.5, 13.6] [9.3,11.7]
TTRE ) O8™ e 0.85
[95% CT] [0.71, 1.03] =
P {H' 0.00014
L1 25745 25543
il (H) 12.3 10.3
CPS210 | o | [95%CI] [10.8,14.9] [9.0, 11.5]
B ANP— R 0.78
[95% CI] [0.64, 0.967] -
P " 0.0086

CT: fRRE X,

FEF ALK B & o bl

V7 RE (BliE P fE)

1 REBATRRO 7T — & (20186 H13A M » hA 7)),
3 RHIR ST 7 RE RSP ),

*2 . BRI Cox s/~ —
*4 . BRIa S5



100 |,
0
50- | ,
70- :
’a@ 60 - ‘\i\ 7 F1200mg Q3W
7 |
m_...
It 4o-
4H /
- l
t""“f Wiy “' ANy gy
- puri~vs, 73FFHRHRUSFU il ”|
0- FH:
0 l T ] I H T I I T I
0 5 10 15 20 % 0 3 40
AR [H]
at risk#%
AH200mg Q3W 0t 225 172 125 81 37 18 2 o
4 ; ;;éﬁjﬂﬁo gy W0 M 1w 1 & B 1 0
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DEPEIIE M F MRS (KEYNOTE-048 R ER)
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RO B, WA CREEESN s% U LOBHWERIX TEO LBV THhotn,
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AR OBEAEDBERETAZMA LIS I ab—a X, AH 200 mg %
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BOWT LI HNEDFMEE T - TV oD & 2 BE I, ARG P EEICEE

16




R CHROWRET 5

&
&,

17




BEERETA FTA
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B H R DA AN - R ORER O DT, BASTESICE SWICBIEREHRD
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FEUEBSRHEY T,

ﬁ£\$ﬁ4F§4VH\ﬁﬁﬁﬂ%k@%%@ﬁ%%%%ﬁﬁ\&ﬁﬁﬂ%kﬁﬁ
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2. AHR OB, {ERBF

FA MA—FERE 100mg (—H%4 AT ) v BEFEEBZ) DT IR
A &vy5.) bk, PD-1 (programmed cell death-1) & Z® Y > KT 3 PD-L1 &} PD-
L2 & OB REERET S, © MbIgGs &/ 7 n—FiAfifkch 5,

PD-T R T MRS B BMAE 2o & ki 2 72 10 23 ASBIA SR 1 2 70 fa s thil
AA T T, PD-1IE, @FRIBICB W CEER T MIROMIRERICRE L. Bk
DG & B AGLE BRI e RIS 2 T 2, bbb, PD-1 2 Y o RE s
BTHZEREVHRZAERICL B o 7P EE Al EHEY 22584 TH %, PD-LI
DOEFMBIZ BT 2RBIT DTN THLN, 2 ORI T THIROB X 212 5
IEERFNCHIR L T D, BAMBLIZEIT S PD-L1 O E3REIT, SR, k. T
MR, BRHLE. FE/NHIRIEIE 22 & O 2 RSA TTRFRRTTHY | (B AETRE L
DHEBENHE S TIN5,

BEOHB A OEERITH & PD-L1 SR OIBEEE 5 . PD-1 & PD-L1 ORRILIEED
SRAEMECE W CHEERRE R - L AFIR I TRY - AR AR L L
TR ShTna,

AANL, PD-1 & PD-LI KO PD-L2 O U H o FOMAERET S 2 Lic kv, g
WU NBREE T OGRS AR EEN T V o SBRBI5MAL S8, BB & B+
52 & THIEES R RET A,

AF ORI IS GREORBERISC L 2RIEME RS &b, EEIETIC
BLFRMERS D, FH ORGP RORERITIL, BEOBEL+HHITITV, BENE
B ONTH AT, BB L FRITE L BMA 2 a0k L RS o L L Ol
Sle @ ANZ W 21T BEORIERIRIC X SBIERARDI B BEICIET, BIBNERL
TROREEOFBNRVEETH LERDH D,




3. BEPRBGE
B AALFEEIERICEE L. PD-L] F%'ﬁ@?&if"s@ii%ﬁﬁ%fxiﬁﬁ - BREORERE LR
O ERIEIC M AT - 1= E R lEERBROMRBRE =T,

[ 2hi]
Ep St RS MAERE (KEYNOTE-181 #l5#)
—YRIEEE E LT L SRR O B 2 ARG EIRR R R A T - RO ROERE B
BRUEERERE 628 ) (BAEAN 152HE2ET) X8I, &K 200 mg 3 BRHEER
(LT TQ3wW] 25, ) BEOEDMRURSMN, LFRE (X7 JFxEn, F
BEXEARIEIAY ) TH ) FRERE LTRSS, 7ok, EERFEE CRAETA
b B IEAIT, ERET 2 R TERNRED bR WEOBRRINIZZE LTWABHE
T, B O B Sl CRBEITARD D E CARIORE ZMET 5 2 L5
HBL AN, FEFER ELAGHE BT fos) i, ) Lah, IMrage
LcirgEah () PD-LIERM (CPS'=10) £H., (i) MY EACBEMRC @) ITT
EIBIT 5 0S DREIR I OB ThHY, WThOEFIZBWTHIANHAE S
N BRI SRl
* . PD-L1 %53 Liciiadc (EEMmIE, ~2 o7y — VROV V38 2 REEMRRET
BRL., 100 %% U7z fHE.

#1 EEFRRE Shi-BEERICEITS 0S O (KEYNOTE-181 RRER)

Hr sk

BB BRI 4)&(;)@5( [95%CI] /\[;Zz;c};jlt g (}2*%1)
’ (# A) °

AH| i%gmg 107 (88282) 9.3 (6.6, 12.5]

CPSZ10 Q 10‘3 0.70 {0.52,0.94] "' 0.00855"
{115 (89.6) 6.7 [5.1,82]
A 200 mg g 166 ¢5 [6.7,103]

R R QBW (?38'28) 0.77 [0.63,0.96] 7  0.00894™
{bZE 203 (89.7) 7.1 [6.1,8.2]
AH 200mg 4, 271 7.1 [6.2,8.1]

ITT QW (822'2) 0.89 [0.75,1.05] "t 0.08431"
{b5mE 314 (90.4) 7.1 [6.3,8.0]

Cl: [BHKME. *1: Hik (7 27, £0fh) ROHRME (RT L&, W) % @HRTF L LRI Cox EIF.
i (7O, FOM) RUSERE (R LRE. B 2BRIET & LB ogrank BIE, BREKE (F
H) 0.00853, *3: #g (F¥7, Fo4h) ZEHETFE LIER Cox BR, *4: Huk (F¥7, Tof) &8
AT & LB log-rank IRTE, HEAE (W) 000766, *5: Mk (77, Z20ft) RUMBRE (BT LK
. TR REAET & LB maximum weighted tog-rank JR7E, AEKLE (A4l 0.00772



—% . PD-LI Btk (CPS=10) 2 RBELERBOBE 1676 (AARAN 77THE2ST) I
BOWTUTORDHBERB LN (R2RUED , 728, Yy EN T EaeE
ENT R RER R, BEALERRRETH S,

#2 e (KEYNOTE-181 3§
(PD-L1 Bt (CPS=210) o RELEBOBRE . BENIENER)

AF1200 mg {23
Q3W
(85 4 (82 41)
e (H) 10.3 6.7
oS [95%CI] [7.0,13.5] [4.8,8.6]
AN — R 0.64 ~
[95%CI] [0.46, 0.90]
ClL: (BHEM, *: BRI Cox el R Al b AL L Ok
110
100 ~ =
90 1%1%
< 80
s Vo
—— e Lo
2 o
& 60 - ‘\\ T AH) 200 mg Q3W
= 50 Y w7
n Ty 1
S 40 4 L et
© §\" M‘"i
30 ™ / ‘"“\s»}h lh‘”‘ 3:
20 b S o4
10 - , : "
3 .;..“_",_,_W{N
0 T T T T T T T T T T T T T T

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months
AF200mg Q3W 85 79 70 56 51 43 40 30 27 21t 7 4 3 1 O

B RRIE 82 74 54 42 34 23 183 14 10 8 4 4 3 2 2 1

H1 0S @ Kaplan-Meier fi#t (KEYNOTE-181 305%)
(PD-L1 5tk (CPSZ10) S oRELRBOAE. BROEITRR)



[Ze2it)

EpR 3RS IIHERRR (KEYNOTE-181 3BR)

PD-L1 Mtk (CPSZ10) 2 ORELBEEOBHICENT, FEBLILAAR 81/85#
(95.3%) . {LZEBRIERE 78/82 4] (95.1%) IRBH B, WHBRE L DRABRPEETE
FRVEEERIL, FNEN S8 (64.7%) BT 678241 (81.7%) (ZHH LTz, W
THAOHETHREAN s%U LOBIEHRITROEBY ThoTz,

#£3 VPRI OBETRRILN 5%LL EOBIER (KEYNOTE-181 BB (ZSMEH N SHEH)
BEMANE (S0C: B (%)
System Organ Class) AR (LR #
HAZE (PT: Preferred Term) 85 7 82 {7
(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
SE{EA 55 {647y 19 (@24) 1 (1) 67 (81.7) 32 (390 2 (2.4)
TSP P THAEEE
i 4 an 2 (2.4) 2 (268) 7 (8.5) 0
FEBELT PR 0 0 0 8 (9.8) 8 9.8) 0
FRHESE 0 L 6 @3 s @h 0
PSR e e
M A (R T _ (8.2) 0 6 .0
R e e e D e e
T 4 “4.7 0 0 13 (159 0 0
B 5 6 ) 0 17 (20N i (1.2)
AP 3 (3.5) 0 0 1 (134) 0
M F75E 5 5.9 0
it 10 (1.8 0
e 7 8.2) )
I 5 (5.9 0
P RREOE I a2y 1 (1.2) 0 17 @07 7 (85 0
EhikzS e 0 o 0 22 (268 10 (122) 0
CREKRGR 10 (11.8)
AR
P
BREAN 0 0 0
FRME = o -1 tF— 1 (1.2) 0 0

(=T

= o

e o o o

i

(7.3) 0 0
6.1 1 (1.2
FHERE =2 — A F— 0 0 0 22 (26.8) 102 0
il 7 8.2) 0 1 (1.2 0 0 0
BRI OV PRI e
et 1 (1.2) 0 0 28 (34.1) 0 0

.

=]
[
[

5 4 4.7 (7.3) 0 0
YL SRS 2@ 0 L T ) 0 2

703, AFBHCBOCHEBEENES 84 (94%) | EEOREEE (TEIERRET
6



RUARIE., PZRERERRIREEfRAY, ZALEE, FRBES) 16 (1.2%) | HEEE (¥7 .
N —ERBEE) 2 41 (2.4%) | FFASRERESE o 71 (10.6%) |, AR BREEBRERETE 75 (8.2%) .
| BUBEIRYA 1 ) (1.2%) . FRk - BREUHRIARIE 1 #1 (1.2%) AT infusion reaction 1
(1.2%) BBOBNT, Fi. KB - /DBE - EEOTH, TREEERE, BIEE
REMESE, BHiREEE (RMEHEMERRS) | R, EREHEDE, L - Rk, 5
YOS, DR, MEREREER, EBmEE (G MERDEERR, B8
mAEE M, FRIFERES, BERRERES) RUWRIERO b7, RElERFEIRN
HEEES (BRAREAREE S 2S0HEERE =T,




[ - A&

FEONEMEDEETFALFALEY 2 b—a /Tl KR 200 mg %
Q3W. 400 mg % 6 ARIRIME (BLF TQ6W) X\ 5, ) Xid 10 mgkg (FHE) % 238
BIFE (BLF Q2w 2\ 5, ) TE LBoFFomEHRENEN Sh, €Ok
FAH| 400 mg & Q6W TG L BOFA O EFIREBICK T 2 FHmMFETRE (BT

[Cagss] £V ) 1. A 200 mg % Q3W THE LIZHED Cuyss AT 5 & PHIS
- (F) . £7-. #1400 mg % QoW TG LI-BOAROEERIEII T 55R
BB AT [Coaxsl &V, ) 13, AHI 200mg & Q3W TG LTZERD Coaxss &
L CEfie R PRS00, AAABEERBWTEFTBAHERSATHD
B - IR THHAF 10 mgke (FE) % QW THE LIZFED Cuuns & FulE L TR
Bt e FRESRE (FR) , S50, BEEAIERE 2 HRICAA 400mg 2 Q6W T
5 LA SHERE (KEYNOTE-555 38k) 1 016 Sh/z ZRifEz 53 < sk <
FRA—FE VI o b—a T LD TR L EE T A—F LU (TR
M2 C. ORI BT 5 BRRBREMICESE | ARIORER L FMEIREN
L OB A BRI A BRERG T ANEE S, AF 200 mg & Q3W ik 400 mg %
Q6W T 5 L SoREE & BTSN & oI W TRET SRR, b
FORE - AROBCHSER RS ICHABRRZER T VW E TSI,

#®4 KMORIBR ST A—F

mcan | o) | on | e | e | el | e
200 mg Q3W! (58.55?-5]9.7) (27.27?33.1) (17.15!1 8.3) (91 .2?;}4.1) (49.558': 1.0) (30.35?§E 4)
400 mg QOW! (12;,2?24) (32;?';2.7) (10;(,)'16 0.8) (14:5??49} ( 50,51(,)'; 1.3) (19.1?'230,9)
40(0%!“?%{%:6)“} (1351.‘35?.10 ;(,.4) NA (14?,‘?;.4) NA NA NA
10 mefke Q2W! (213?223) (14;,4;145) (1 1;1 S1;21) {422?333) (272,7282) (19;?;{}0)

T:n=2,993, 10EDY I a b—3 3 VX DB S BTEREOTRE (2.5%4,97.5%R) . Co : TIESR
BaOBEMIEPEE. Cup : HEREEOFIME P, Cous: NERESE A 2702 LMD ORELT
I:Pf%g\ Cmax,ss H Hﬂ:jér%‘:ﬂtﬁ{{\:ﬁ“‘ 5%%1['1?%*?%55 Cavg,ss : Eﬁlﬂﬁﬁﬁilﬁﬁéqﬁgfﬁlfﬁmﬁ%g\ Cmin,ss : %#%ﬁ&kf_
B 5 R E PRE ,

1 56 PO HTEEE (95%E XA

§ ;41 BIDMITIEE (95%IEER M)

NA ;B3 L




4, HEERIZOWT

AFNORENEGRBEEZBW - BEL, AFORSIC LY BEELBEREZRE L
PRICHET 5 Z L R3REER 8, BT OO~@0T T2l TR Ic B\ THERT 5
_RETHB,

@ MEBizoWT

D-1 Tﬁ®(nfv6)®wfn#_&é?6mﬁf%5 &

(1) BEAFERKEINEET 505 ABEEEI AR BB FR A A D EE L R,
fﬂa@ﬁ%%ﬁ@%ﬂ@ﬁﬂh HUIRAS ARl e &)

(2) FrEHSRERET

(3) EEFRMERIEET 20ADEEERE (BABIGEEIE R, NADREE
B, A SRR R &)

(4) SRACTFREZ B L. SSRIEFHEMEA | Xds e b2 FRiENE 2 Oz i
AR AR ZTT > TV D hEeR

(5) BUEAEIEEAL, B HINE O MR IR B B AT o T B Mk

-2 REBOFFIER CBHER R B ORI+ 72 i & B A RO EM (F%
DWEFRMICERE T HIER) 23, HEREHORRICET S IRROBTE L L TEE S
nTnsrl,

=

o EMGFRGE2EOMTHMERET LI BISSEMN LB ABIKROBKEIHE Y
ToTWaZ L, 5b, 240 Eid, BARMKER L U-BRIEEYOFHE»
FTFToTWaZ L,

¢ BERRFFRGEFOMBMMELET LRI, MEBBoRAEKDREL &S
FLLEDHLBAR PO EIT-TD 2k,

© EMARFRBERFEOMMTHEZET LEBI4AFEU LOBRKEREZF LTS
Z & DB IFEL R, EASRO P A RRYEREE S HILB R RO BIRTHE &
ToTWazZ ek,

@ BRACEXRKBFREROEGHICOVWT

EXEMFHERICETTAEMEIREESh, MESENLOFRED ., HOME - %
EWEEFIEROFERR CEMS 2T 2 FRRME, §FEL08BE LB 0OHY
¥EB, ERERLIZITONAREINE > TWA L,




® BUWER~ORIGIZ2WT

@-1 MER R B 5 EY:
MEMREBSOEEABIERMBRAE LIS, 24 BRSO T, ik Xk

BRI BT, BB LU EEWERICE U TAREEEC CT E0RIER OB RN HE

RBREOERNYBRICEBLN, BT ERAE o TnD 2,

®-2 EFRNEHF I LA FERANISICET 5 E

BABRICEED AHM TSR CEKEL BT AEREFEMNBIERE=2 ) 7
BEDEEROAY )~V TRTVERE L BRELE TE 25— AERREHISE
B Tnal e, BB, BiEERICOWT, BABE L ZORKRCHZICAmINT
WnWhH Ik,

@-3 BHER ORMITHIG I L T

BIVER (REMMEBIZIEZ, KB%K - /NB% - BEEOTH., BERR - B2 iF
HepEREE « T4 - SRALMERRAE 28, BREREE (RMEHMEMSRS). NoWES (T
FAMAERE, FRIRMAERETE . BIRMARREE) | 1 BIREIRIA. B & 9 . MR - AL
IR, BEd. BEEORBEE (PEMREBTMAE, REHEIREREE, 2B
BE. HFIEIES) . infusionreaction, N7 - BhEA, BAEAE L, REE (X7
SN SEEREE) | DS, BB IMERE (Sers v R SRR, TR i
FRIEERES, EERIRES) . MERAATEREM. BE%) 0L T, HEERULERE
SR OB ML AT A R &l L BUERORBE-CRR B L THEERCTERR
FohaffEichas i l) | HHLIZEDRABE CXAGHAE--THLI &,

10




5. BEXRLLZLBHE

[AshtEic B4 2 BE)

@ {FREREEHE TS PD-L1 B (CPS210) DIRAURARELRET - BRORER
LD BEICB O TARROFEDERR IR TS,
1R¥, CPSiI~Aa7r Y Xw7 (BiEFHEZ) 0oy =4 Bl (RE4A
PD-L1IHC 22C3 pharmDx [ # =)} #HWTHRIET 5 Z &,

@ THRICENYT AHFICHT HAFORERUHATHEIC OV TR, RO SR
FESLINTE LT, AFloRGRRE 2B,
o (RERER O BE
o EFOMBIEE
o ROBUENEEH & OB

[Z4tizd 2 5E)
@ FRIEEMNTIBEICSWVWTIEEAR OBRENEEL SN TWE I b, &5 2T
bhisnz &,

o KEORITH LBBUEDMERO B b B

@ WEAIOFHINZE W T PRI T2 BE I W T AR OB GI3HR S hawn

. OEFRERREBRRWIBEICRY | HEERICAMEERT 2L EaBETE S,

«  BEMEMRBROGHIIEREOS 5 BH

o FOEBEHRMRE CHIE R A58 2 B B ONEENME O KB it I o RR YL I 46
BOMITRIEEELR A B 5 BE

«  HOREEBOAEI UTBMERZE L RERMO B @ RRADOBER O
oY)

«  HARBNE (GhEpiRBMEELS) 0 5RFE

o OBV EAT SRS

»  ECOG Performance Status 3-4 VOB

W1 ECOG @ Performance Status {PS)

Score | B

0 | E<MBR<EHTES. ERMLBLBHEEERRIBERITALL,

PERICI LWEBNIRIR SN DD, AMTARET, BEECE - TOERRTS> Z MW TE S,
i : BOEE, HEEE

BeENEHESOHOR DO L LA TERy, BP0 50%L EE Sy FhEiF TR,

N R

28y, BROFOREY I b TR, ey KT TR,

11

HBATRRE TCH R OFOEY O = L33 TARBEMEER TE v, RO S0%EL BTy FATBTT,




6. BEWBRLUTHEETREHEE

@O RSB, SOERRTE LR SR 2 E RSO & AF OB R Ul TR
ROEDic LBy +oC 8B L Uho TS 2 E,

IGRBIARIC RS B, BE T E OFRICESER RS TS L, RAEZE
ThbiRETHIE,

FREWER DR YA L MZOWNT

@

®

FEVERREN S B a2 L b 50T, AROKRECH - TiX, YHVE
(B, FEREEE, W) ORI X SUREO X%, Bigst+
SIS L, ¥, BECR U TR CT, miE~—7—SFoRELIEZRT
HZ &,

infusion reaction 733 B B = L R ¥H %, infusion reaction 23528 L F-IEEIT
. AR RERTS L& bis, ERSREET 5 E CREORELY HoICEE
THIL,

keSS, TRABERER CRIBHEBERLLDRLZERHDLD
T, AFOR S EEHIR O SRR T RIS NI RERREE  (TSH., 258k
T3, ¥EHE T4, ACTH, fuhavF/ —AEORIE) #EET5Z L,
BIRENTS. A4, Frgiems . 74, LB AR b Z e BRdH 5D
¢, AKO®RSREETE RSB DI ERCIFEERE (AST. ALT, v
GTP, AP, BV A VEORE) 2FEET DL L.

RESER (IIRARUIIEZERERSZSD) SORBRREFENH DD
IERBHEOT, EHNCIRORROFELER T L, iz, ROEFENR
B ONTHEITHE., BN CEREEE SR T2 L 0BELRETL L,
AR OBEEIZ LD | BEORERICERT S &£ bR A e REBRCRE
BHLbha o EMihs, RENEDLREBAIE, BRLEERIISU
A e b RBR A RO E M L L ORI BRI TV B ORE
Bz & 2EWER DN A5S80I, ABIOAREIPIE, R ORI EE R
NEVEIOBRSELERT AL, B, BBRERAVT L OBREIC LD EHE
B OBMERED bR VESITIE, BIS A AT BSOS A 0B
LERTHZ L. ,

BEETH, SR LEIARBLTHLREEARRETIZ b 5720,
AR OB EETHRICOEMERORBRICHSIEBET L L,

RN (EE | BERR 2 ) bbb, ERAEMES R T Y F—3A
RELZERBAOT, BB, Bl BHEOEKOREHSLOEEO LRI+
SEETAZE, 1 HEBRENELRZESICEESEPEREL, A2 V8
Ko ELEFEYRABEITY Z &,

AR OBRRRBRIZE VT, BEHEN B 9 BN THMME O Z1T> T\ Z
E R BE, KRS P EHNICESRE CHROMBEITI Z L,
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