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BTAZEELTWVET,

AR, NAaT a7 (EBaTHREL) 25 (RE4L XA hML—F A5
7 100mg) (22T, FEMHERIOMAER B IR Y o EIC L CEAT B
BEFEEZHGRO LB EFERMEEY A R ELTERDEEDELED
T, ZOERIZHZ > T, BIA RTA VIZONWTEEENA LY, EEAD
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1. XLHIT

EFES DA - BEMEDOREFEOTZDITIE, B IESICESWIZHEERERNKRD N
b, EBHIT, IWEORZREMOESRICL Y, FUEKEREST 2 & OEFLFRIFREFERG
PNEBENDIFT T, TNODEERMEZEICNERBRFITRMET 22 ENEROREL > TH
0, WEMECEE L YEOEAFE2016 CER8FCA2 A MBRE) 1Ith W\ Th, EHNWEE
mEOFEADRBIHERZXDZ & LI TVES,

T MEERL T, BEERASCZEN 0 7 7 A VRBEENEER LHAGNTCERD T
ENRD D, TN, BPERVZEMEICETIERVETLEET S ETOM, SEEEMLD
BEZEBZTIZERMEHEINIEZFICH L TERT D & Ebic, BWERANRE LRI
VEREE LD ERARER—EOEGHEH- T EREEACER T NEETH D,

Lo T, BHA FTA4 Tk, ABEESINETIELN TV OEZEEER - BiF
PRHICESE, UTOEELOREREAZHET 22BN DUERERF, EXHFRUE
BEEEZTRT,

REB., KA FTA 0%, MITBUEANEEREREEIFRSHEE, AREHEAN B KRER
MEEFs, —MAREA B ARBERARES R O—BEREA B ARMERFZSOHB IO EERL
e

WEERDEEL XA M —F SEBEEI00mg (—&k4 : XL 7n X=7 (&
=T Z))

F%ERDHEISR « FRIUIEEHE OR IR TIBM U > &

M RBMERVRE : BF., A, a7 rl) XvT (BrFEBZ) LT, 1
[B1200 mg % 31 5 RIS XX ik 1181400 mg % 638 MR T304 E AT T
RIEFET 2,

2l 3E BR 58 £ : MSDERR At




2. RO, ERSF

XA b —F SFEEFEI00mg ( kL el X< GEETE#EZ). LT A &
V9, ) X, PD-1 (programmed ccll death-1) & ZD U H> R THBPD-LIKUPD-L2 & DR %
EEEET S, b MEIgGIE /) 7 u—F AR TH D,

PD-1#R % 13 THIRR S i BEAR S 2 Dk B T2 DI S AR SR B 3 2 =2 % HIE 2 1
v F T, PD-11T, BELREBICEVWUEFETHROMEREICREA L, BCRERLEZE
DARMNBEXIBRZ2AERICEGET 2, 772bb, PD-UEY T FERETEZ LIk
DHRBRSEERICLD VT EERZAICHET 2ZRETH D, PD-LIOEFEKICBITD
FEZb TN THEIN, Z< OPAMBTIEHTHROB X 2MZ2 2ITE@EFNCREAL TN D,
NAKBICE T APD-LIOEFEERIL, B, MiRE. FFHiaeE. DREE. F/ 0 iaiteE
REOERABRBATTFEARRTTH Y, BONEFREOMBEEIBRESNLTWVD,

BEONRA DR TH% L PD-LIFHEOHBEMEN S| PD-1 £PD-L1ORIIERE OREE
BICBWTEERKREZE S Z EARBEINTEY, F-RAREOIENE LTHIFEIS N
TWa,

AKX, PD-1EPD-LIRUPD-L20OM Y H > ROFESZAETHZ LICL 0, BEEMIRE
FoEGEHEEOMIBEENTY v EKEEEL ST, FUEEREZBEMETSZ & THIE
BHREFRET D,

AFNOVERABFICE S BEOKEIGIC L 2BHWEAER H oo, BEEXIIETICED
RS H 5, ARIOBREFROEEHRIE, BFEOBREZ 2TV, BESREOLN
BAIE, BHRUERITS U BHR 72 55k & RBR AR5 OBERT & E 8 L CEY QN2 =
T, BEORERGI X 2EWEAR DN HE 0T, BIBRRESVE VAOREEDE
PRRE AT O BER B D,



3. ERERERAK
BB ST EEIS M O R MEHENR AR B AR U o/ IE O A GRIF I FEAM 21T - 7= E R ERIR
BB 2 T

(B zhtE]
OENE 1 35 (KEYNOTE-A337Ek)
BRI S TEEEME O RIS MR ] TR BATIA U o/ ERETD (761 ZxRIT, AA1200 mg
MR (LT TQ3W] Wi, ) BEOFEMMERUEEMEBRF SN,
FTEIHEE Th AESHZE [WETIWG criteria (2007) 123 < FRHATIC L 2 7LEED
(CR) Xii#RsyZ=sh (PR) OFIE] X, R1DEEBY ThoT,

ED (i) BREMSRAABEZICEREIRD bNZAE, (i) BFREMEHMISEEEZ
ALNIZCRE L IIPRBE LN o - BE ., T (i) BFEMEHMERHEICAEE T
HOHEE, 2BEEN EORNEREZ ST, E9E L IXEEDOEERICER LICEE

#1 AHEEE (KEYNOTE-A33RER)

76

5E4%%) (CR) 1 (14.3)

5% #Woash (PR) 2 (28.6)
%) ZE (SD) 1 (14.3)
H#1T (PD) 3 (42.9)

FH#E (CR+PR) (%) 42.9
(95%f= FEIX[H) (9.9, 81.6)




Qs E THERBR (KEYNOTE-170748%)
B3 T EIATE O R MR IR RIBHIAR U o SERE ™ (5361) & RHIT. KA
200 mg QAW E OFZM R ONEEMENIRET S 72,
FEFMEEE ThHDLEYR [WETIWG criteria (2007) 1ZES< FREEIZ L 5EERTD
(CR) XIFERmES (PR) OEIA] X, R2DEBYV ThHhoTz,

B2) (i) BREUNSAEBEZICHEENBOLIESE, (i) BFREOLSRMABEE
60 A LINIZCRE L IIPRBB SN o BE, XX (i) HFEMEBHEBEIC T EE
ThHEE. 2BEU EORTEREEL2Z T, BHE L ITELOBREICHER L-ESE

#2 HiEE#E (KEYNOTE-17038)

5341
SEE2E%) (CR) 10 (18.9)
‘ #8537 (PR) 14 (26.4)
‘ffff ZE (SD) 5 (9.4)
1T (PD) 13 (24.5)
P~ BE 11 (20.8)
=% (CR+PR) (%) 45.3
(95%(EFE X ) (31.6, 59.6)




(4]
OEHNE 1 AR (KEYNOTE-A3355R)
BERSIIRBRLMETTIH (100.0%) (2385 6, BIERIES7HI (71.4%) IZRB® LT,
BERIERID LB THhoT,
#£3  BMEA (KEYNOTE-A33RER) (ReM:MiTaiS44H)

SEERIR4EE (SOC: System Organ Class) EZAGE @f;/(i\/zi
(PT: Preférred Term) " "7 e

(MedDRA/J ver.25.0) % Grade Grade 3-4 Grade 5
2EIER 5 (71.4) 2 (28.6) 0
s LD 3 RmFEE

FEEMERT R ERIBAME 1 (14.3) 1 (14.3) 0

P ERIR A E 2 (28.6) 2 (28.6) 0
MR RIES

GV 1 (14.3) 0 0
METRES . HIBRE X CHEREE

MK 1 (14.3) 0 0
BER L R THEGEE

HBE 1 (14.3) 0 0
—f - SHEER IS ORE

FE 2 (28.6) 0 0
FERMRE

FTI=vT I/ NS AT =T FHEM 2 (28.6)

TANRGEBT I/ NFT AT =27 —EEMN 2 (28.6) 0

72k, FFSREREEII2E (28.6%) TR LI, Fiz, MEMMER, KBK - DK -
EED TR, BHEEE ROBMEERR, RREBRE), AHUWEE (TEFEESE,
R IGEREEE . BIBHLEEREE) | 1EIBERIA. S L OIEK, sk - MAUGRIMARIE., TR, Wi
[BE (X7 - NU—EERYS), EEOKRERE (PEERREFRRAE. FEMIREIRE
BERE. SIHBE, BEREES), Pk - JER, EEFENE, O, EELLKES
(G Ve ML/ R PERBER, AR M, FRIFERE ., EYRAEES), EEOF R, MK
EEFEERE. infusion reaction® OERZIZR O bvie -7, AEMEABTIRILIIEESTS
(FERREEEE25T) 2EUEHBEREZTT,



Qs E T ARER (KEYNOTE-1707%58)
BEFRIIRREME TS0/5361 (94.3%) (ZfRH i, BITERIF30S53H (56.6%) (ZFR& b
7o FBLENS%LU EORWERIZRIAO LBV ThoTe,
#4  FEBER%UULOREA (KEYNOTE-170 RB) (S tEAgiaSuUi)

BERKRSEE (SOC: System Organ Class) @Kﬁéﬁ{@z}&

HAEEE (PT: Preferred Term) : 5308
(MedDRA/J ver.25.0) % Grade Grade 3.4 Grade s
2EIER 30 (56.6) 12 (22.6) 0
MLigs LY o S ANE

TR 10 (18.9) 7 (13.2) 0
W iEE

R IR RR R T E 4 (7.5) 0 0
—i% - £HEER L URESHLORE

EIE 5 9.4 1 (1.9) 0

& 3 (5.7) 0 0

FEEL 3 (5.7 0 0

7k, FFHSREREEITAf (7.5%) . AWEE (TEAHEEREE, FRREEES. aIEH
REREE) 1L5H1 (9.4%) RUMHRIEE (X7 v - NLU—JEERRES) 13161 (1.9%) TR b,
T, MEMEMES, KBK - NEE - EEOTH, BHEEREE (REEMEEBR. RIK
HERERE) ., ERRA, SEBR, R - EIGHEME., R, EEORMEE (FEMH
KT EENRARIE, FEKIRIREGERE, SR, MXEES). MK - fER, EEMESD
fE, Ok, BERLMRMES Gt/ Mg EESER, WiutEam., REFRE, YRR
WES). EEDOER., MEREEREMERE. infusion reaction2 UVEZIIFRD bz o7, K&
ERZBERNIIEEESR (BAREERETZE0) 230EFHERETT,



[ - AE]

KR OBEFEYEBEEFTAVEZFALEZY I 2 b—ra VT E D, KF200 mgZzQ3W,
400 mg#GARER (LT TQ6WJ &\ 5, ) XiE10 mgkg (FE) Z2@EMEE (LT

QW) &9, ) THRELEEOARFOMEFRENKRTT SN, ZORER, KA
400 mg® Q6W T 5 LB OARKI O EFREBIZH T 2 FHMEFRE LT [Cagsl &V
H.) 1. AKI200 mgEQIW THE LB DCays L BUT D & FHlIS N (TR) . E2.
AKI400 mgZQ6W TS LIz BOAF O EFIREEICH T B HAMBETERE (CLT T Coass
Lo, ) 1, AKR00 mgEQIW TR G LI-BEDCrass & i L CEEE AT & FHISILIZD
DD, BAEABEZICEOTEREIERINTWD A - AETH 5AA10 mgkg (FE)
QW THEE LB DCrus & LB L TEELZ T T E TSN (FR) . &b, BHER
EEBRE 2 ST AFN400 mgEQ6W TG L7- #4585 [ Bk (KEYNOTE-5553 &%) L Y
BLNL-EAEICE S BYEEE T A—FiT, I al—v 3 ALY TRIL-EEE S
SA—FZ LELLE (FH), Mz T, BROBECRIT 2BRARBRKEICES S, KF OB
BELAGEIIRAEE OBELZRETIRERISET VRER S L, AFKI200 mgZ
Q3W 3400 mgx Q6W TH G L-BEDIREE & AHMEXITE RN L OFBEIZ VW TRE S
Ni-ER, FEORE - AEOM AR CLZEMEICHARERZERT VW ETHIEs N

R5 FHROEYBIRR/ F A —F

ik - EE Crmax Cavg Chin Crmaxss Cavg,ss Cringss
(ng/mL) (pg/mL) (ug/mL) (ng/mL) (pg/mL) (ug/mL)
200 mg Q3W! (58.55?'519.7) (27.27?-38.1) (17.?,;'118.3) (91 .%?'34.1) (49;(,)';11.0) (30.35(,)'39 1.4)
400 mg Q6W' (12;,23124) (32.?)??2.7) (10.}1(,)?0.8) (142?49) (50.51(,)'57 1.3) (19.?3(,).;0.9)
40(0 %&?ﬁ%w (1351.2,6'10 316.4) NA (14.1:'51)55.4) bl e I
10 mg/kg Q2WT (212?323) (14;?145) (11;}?21) (423?233) (2727382) (19;?200)

T :n=2993. 10 AN Ial—3 ik VHEHSAZETEHEDOHRE (2.5%3, 97.5%5)
Conax * FIERE% DOEEMIETEE. Cup : PIEHEEZOTHMFEFRE. Con: HEKER (T2
BEN) OBRKMETEE. Cms : EARECBTIHEEMETRE. Cops : EFRKEBICIKT 2 M
EREE . Cuins | EEIREBICKIT 5 EEMLFEFRE

10 56 FIOU(TEEE (95%EHEXH)

§ - 41 FIORMEBRE (95%EEXM)

NA : %% L



4. HEERIZOWT
EHRESY X7 EHEE (RMP) (CESE, FFOERREZOEEREEB~OHEHI2NH
BHIRXThH > T, AFNOBENENRBELZZE - 8T L. AFOBRSIZL ) BEEALRIER
ZRBELIBRIZIST 2 Z L BBERTD, UTOO~@DFT T EH TR IV THE
HA335_&Ths,

O HFRIZTOWT

O-1 TER® (1) ~ (5) OWTFHNIIHEETIHmRTHDZ &,

(1) EEFBREVEET 508 ARFEBILSARESE EERESAREEEIL R, H
DS AR L AT, HUES A RSIRRRE 2 &)

(2) FrEHEREIRIT

(3) FENRMENEET 2BADEEERRE (BDADEEERTHMR, PADEEERH
JRBE. 23 ARSEEEEHEREIR IR 72 &)

m)%xm%ﬁﬁﬁ% RE U, S RIER RSN U3/ kR L R IER 2O

REBIROBEHEIT> TV DX
(5) TUEMERAINSERMEOMEBRELEIIR D BHEIT> TV Al

D2 FERHEMERHEBEAEBHE D R EOERERCRIERAREREREO G475
% RREFFOEM (FTROWTAMNIZYETBEM) 23, UZ2EROREICET 515%E
DEFEEE LTRHRESINTWHA I L,

=

o [EEMRIFRBZ2FEOHYTHEZET L BIZSELU LR AVIBEROBERMEZ{T-> T
WHZ L&, 9B, 2L EIT, PAEYEEEZE L LEBERESZOMHELZIToT
Al

o EMRFIGRZFOMHIHELZET L2 BICAFL LOBRBRREFL TND Z L,
Db, 3FELL R, EmMASEEES O 2 AEWRE L & CRIRLIRF DFHE 21T > T
Wa Tk,

@ BEHNOERMFHREEOMEHITOVT

EEMBEREHICHEETTO2ELENEE SN, HELSENSOFRED, FOMN - ©2H
LRFHFROEFER VEMEICRTT 2 ERIEM,. AEEELRE LFIHEOREERE. £
DIELPITATON D EFH N B> TWEZ L,



® BIER~OXRIGITONT
@-1 Hask iz BEd 2 B

BEMMEREOEELEEANRAE LB, 4RMZEAROT, HERUTE
EMSRICHBWT, BERLZEERIE L TAREERUCTEDRIEA DT LERRE
OFERNY B FICELN., ELICHISFRZERIBESTWD Z L,

@-2 EFEEE I LA EHESEIINCET 5B

NADEICED 2 EMNLMBREVORELZ A TIERREENEWERT=2 U 728
DIEEFDOAI V== T E2ITVWERE L EREEFTE LT —LEREFRINEBFHESNT
WBZ &, B, BiHEHEICOWT, BABRE EZOFRRICTDIARENTNDIZ &,

@-3 BIfEA OZH-CHRICE L T

BIER (RMEMRERACMLZ, KBKR - /NEK - EEOTH, BHEEFTX - fFA2 - iTHeE
REE - fT¢ - EALMERRE K, BHEERE (REEEEMBR. RREBRE), AHWREE

(TERAHEREREE, RREEREE, BIBHEERES) , 1B5ERR. SRR, Hx - F0H
RfRAE, A, BEEOREESE (THEERKEFCMAE. REMRIREGRR. SR, 5
FHIESE) | infusion reaction, M7Zs - BEFEAR, EEMEIE. HREE (¥F7 0 - NU—fER
B LHL, BEELNKES (GEMEN/MRBOESESR, EIMEN, RIFERS, &
FRIBRES), BEEOBR, MERERERE., BZ%) 1Ix LT, LR SUITBE R
MoOBEMEL AT HEMEELZL GEEAOZECHSICHE L THRERVIXELZITOND
EEZHHZE) | ELICEYZLBNTX HEHINBESTND Z L,

10



5. BEXB L2 HBE
[H2h iz RE 3 2 FIE]
O TRICEYTIRFCBVTAFIOEMENTRESN TV S,
s HFREMBHRSEZCHERERIBD bWRE
o AFREMEMMBMEEG B LINIZCRYIIPRABE Lo BRE
o HESOBMEBIHIZAER THIHE, 2BEL EORIREREZRT, EBHELL
TEAOERZICER LICEE

Q@ TRICERYTIEARFECONTL, AROFHEREIINTELT, FFlokE
RREIRD IR,
o (LFEERIBEORE
o fLoFIEMREEE OFHA

[tk By 5 0]

O FTREESTZBHCOVTEHAADREAERL SN TVE L hb, BEETDR
e,

AR DR K LIBBIEOBHERED b 5 8%

@ JBERIOFMICB VT TRICEZE T 5 BEFICO VTR, AEIOREITHERE SRV,

L OIEFERIRENR 2 WVIFEIZRY | EEICAAEZEMAT 22 2B TE 5,

« MEMEMREOEHXIIBIEDSH 5 EE

o REGRRE CREE 2R 0 5 BE R OTEENME O BT R AIR O R G v it
REDOIICRIEEEAH LD BE

o HORERBOASH., IBMAIZRE L IIERED B CaER A OB TR
DhHLEE

o BRBEEOHZBEE (BRELHMEABEREZR)

o MEROBPNIIEFEEZAETLEE

»  ECOG Performance Status 3-4 #V D EE

GED  ECOG & Performance Status (PS)

Score | B

0 | < MEL2{FEETED. BFAALFELCEFEEIHIRRZITZD,

1 AEEICE LUVEBNIEIR SN D2, HITAIEET. BIEERE > TOEEIRITI Z &N TX 3,
Bl . BRWERE, EHEE

SATHRECE S OFDEY O Z LT T_XTAREENELIITE 2V, BHO 50%U LiZ~y FATR I,

[EonBo0E0EY DI & LHTERY, BRO 50%ULEERy FBFTCRIT,

SN

2BV, BAOEFOED DI LI3E TERY, BRIy FARFTEIT,

11



6. WEITELCHERTREEH
O W CEZICNZ., BERGEENRET 2ERFICESESAFOFFEROHEEFR O

DI KERFERETSICEBBE L THLERT LI &,

@ BEBEBICESDL, BEXIFORECEDEROEREEZHSHA L, REE2ET

NoEE5ET5HI &,

@ ERBMERO~RXTY AL MMIZOWNT

s BEMMEENSHLDLNDZENHDEDT, REOERSIIHZ > Tid, WIHIER
(BYI., MPIRREE, WS OMBEROREXEREDCERSE, BIEE 51T
b, F, BEICS U THECT, M~ — 1 —F0REL2ERTLHZ &,

e infusion reaction?3d H3LD Z & 3dH B, infusion reactionP i@ b ILTZH AT,
O RMBEITY & EbIZ, ERVEET HE TREOREBEZTHICEET 2 &,

o  FURIRMSEREE. TEMAEEEERVRIBBEEENHODLNLDLIZ ENRH DD T,
AFN OB EFERI L RS ERE FTILEH RSN SR EERA (TSH, =TI, ifE
BtT4, ACTH, I =LF V= VEDHEIE) 2EMT DI &,

o BUERTH. A2, RS, ITA. @IEHETRPH LN LBH DD T,
AF O Ee 5 RRIARITE O 5 AR F 1L E M TR ZE (AST. ALT, y-GTP, Al-
P, BYUNLEVEDHEIE) 2ERTDIL,

s BEERZEOEEREBREENHLONDZEBHDIOT, EHWICIROREDOHE
EAWERT DL, iz, BOEENRD ONTZHEITE, EONICEREBRE S
BIDOLOBELRETH L,

o AHFoBEIZLY., BEOCRERGICERT 2 EEX GNDEL REEORERDH L
bidZ edbd, BEPRBDONHEICIT. BB LUAEERIIS U-EMAB R
& RRBR B FEOERD & E S U CGEREIZRERNZE 2TV, IBEORERIGIC X 2EI(E
RABgELNEBEIE., REOKREIFIE, RUBRIBRERVECRIORSEE
EZETHZ L, B, BIBRERLE LV ORGEIZE VEWERAOHENRD by
BETE, BIBRRERLVE VLA OZENFFIOBMEERET S Z &,

o WEHKTH., BEREMNOEIABBLThLCEWEANKERTE Z LR8BI, K
DOEERTHICORIERORBAIC+FICEET DT &,

o IRBERIE (BUEIRBERBZELe) N obil, BRALS TV F—v R ED
ZERHZOT, OE, Bl BHEZEOEROBRSCMMEED LRICHFSEERET S
&, VHERANGEONZSEICEESEFLEL, 4R VBROREEDE
BB ZIT S Z &,

@ AHOBKARICEWT, BERBLSI12B S L ICHESMOFMEZIT-o T2 &%

BEIL, REABESTIIEHROICEBIRE CHROMBEZITI Z &, FHIARRBIIREE

TREN E2EE L, REEBEZLRBE CHIPRICELERBRSEBETLZ L,

12



REfERHEETA RT3 1
_Rhavul) <7 (BHHEEz)
(BR5E4 : FA MV —F AE#FE 100 mg)
~HHEF T F Y N E~

FRL2 941 1A (470546 AKET)
BA S HE



BR

N

X C®IT

AR OFR, (ERMF

FR PR AR

FEERIZ DWW T
BEXRE LR HBEHE
BEICBELTEE T NEEHE

p2
P3
P4
P10
P12
P13



1. IIL®HIZ

EI G OASME - BEMOBREOZDIZIT, BTXESICESWCEERERBRD i
3, E61T, EEOREHEMOESITL Y, FUREZER 2 & OFEFHLFREREAF EEaH
PEBENATT, TNODOEELEZEICHELRBEFICRMIT 22 EPRBEOREL 2o T
BY, BREMBOEY LEDOEARTE 2016 (FpL284 6 A 2 BEZERE) BN TH, F
FHEEGEOFERORE(LHEEZRZZ LI TS,

FHERBFEEEL T, EEERSEEE T 7 7 A AVDBFEOEEMR EALNITRRD
TENBD, ZOH, HHEROREEICETAREN T OEET 2 ETOM., HFHESE
HOBEFEBSSTAZENHFEENIBEICH LTCHERAT A LB, BERARER L
B SHBEREMIEE LD LR EOBGEH - TEFREE TERTIZIENERT
»H 5,

LENRST, KA RIA 0 TiE, AREBESLINETIELNL TV IEFERSZR - B
BRI ESE UTOEEREROEERXMERAZHET BN OMNERENF, B2 FRUE
BEEHEZTT,

BB, KHA RIA 0%, BIATEIEANER R ERERRGEE, AFEEENRARRKR
EE2s  —BtEEA B ABRNBES R O—REREA B ARMBEESOBH IO &1k
L7,

WELRAERES 4 M —F SJEEE 100mg (—F4E . L7l X<v7 (BlcF
F#Ez))

B ERBPENIHE  BRUIEREO TR A P F Y /&

B LR ARMERVAR: BE . HMAIIZ. a7 Y X< 7 (B z) & LT, 1E 200 mg
% 3 AR 1 | 400 mg % 6 WEREFR T 30 42T CRiEE
ET 5,

3 & IR 5t % & - MSD HRR &t




2. AAIORE. 1ERERF

XA b—&F SIEHE 100mg (—ik4 : a7 n ) X=7 (BRFEBEZ). BLT T4XK)
EVvy9,) &, PD-1 (programmed cell death-1) & Z DY > R TH 2 PD-L1 RTINPD-L2 & D
EEXEEEETS, b MbigGs £ 7 n—FAHFETH 5,

PD-1 R IT T MGERERMEE S KN D 12D AMBEARE T 2 E 2 0 = A
v FC, PD-1 13, BERREIZEBWOEES T MiaoMiaEmicR®E L, HeAERGZ
FUNLEXIBR L2 RERIGCEZGET 5, 7205, PD-1 XU T REFBETIZ LI
FOPRSRMBICL DTV RERZAICHIET 2SR/ IKTH 5, PD-L1 OIEEMEBRICR T
ZEBIZLTNHTHDN,. L OBAMMEATIE THEOBE 212 513 E@RICRKERE LTV
5. BAMEIZISIT A PD-L1 O&EFRIRIL, BiiaE, s, iR, SREE. JE/ MR
ffife 72 E ORRA BB ATTFHRARRATTH Y, BWAEFELE OEEESRE STV,

BE OB A DR T#% & PD-L1 BEEOMEEML S, PD-1 & PD-L1 OREIXIER DO RE
EBECB OV TEELRREZHEY ZERBRENTEY ., Fi-2RNABEOERE LTHES
ncTns,

A#F1Z, PD-1 & PD-L1 RU'PD-L2 Df Y H 2 FOREAZRET L Z L2k, EEM/
RETOESEFEMMIREEET J o RkeEmEb s EBSEEFEE(LTE LT
TEE RS RET D,

AEIDVEREFICE S BEDRERISIC L 2EWERAER S bbil. EEXIIFTICES
FIREMED S D, FADTREFRUERERICIT, BEOBEZ 0TV, EERRO L
BEid, R UEFRIIS UM 5% & RBRE KO ER &&EH L CEY BRI
2T, BEOHRERIGIZ L 2EWERABEDLN S HEITIE, BIBRERLVECAOREED
BOIRLEZIT O BERH D,



3. ERPREEE
B3 SUTBEISME D LAY & % U L RO AR M A 1T o 7o X2 RRIRFER O piiE
%ﬁ:\_‘a—o

[F20iE]

OEFF*FAFNHAFBR (KEYNOTE-087 k)

TR Y IEETE O YR X ) Lo ERE QL0 BARAN 104125 OLITO3
SO ak— b EREIC, AF 200 mg 3 BEERE CAT TQW) L0, ) REOHEDHER
U EENREH Sz,

- B RKiEMEMRBMEEITRIC,

(ZF&—h1)

- BREMSMABHEERES THY . o7 LY Fv=T RRFUICKSIBREXET
BE (aF—h2)

- BFREMBMIABEREITRIC, 7L YdFv~T RFFACK DR (—RIEFREXT
IR LEEEO—BL LTOT LY Xy XNF UL 2EHERITEERW)
EZITCORWEE (2F— R 3)

FTLUYERYeT RREFUICLBEERAZIT-8E

ok . BRI CEBET AR b HEIT. REET LT TERSRD bhnED

EERRIIC 2R LTV 5 B T, A LA OB @l CREETHRY b D £ THRA 0K
ERlET s D L B3EREE Andr, TEFIMER THHREPE (WET IWG criteria (2007)
ITE S RRM|IEIC L BEAeES (CR) XiIEaH=%h (PR) OEIA) IR10LBVTH
S, 2B, BRCRESNEEESDRT, WThoah— b 20%Th -7,

£ 1 AR (KEYNOTE-087 3RER)

aR— b1 akR— b2 ak—F3

(69 1) (81 1) (60 1)
5£2%%) (CR) 15 (21.7) 18 (22.2) 13 (21.7)
B Mm% (PR) 35 (50.7) 35 (43.2) 27 (45.0)
(%) ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
##1T (PD) 3 (4.3) 17 (21.0) 7 (11.7)

BN 3 (4.3) 2 (2.5) 0

=3h%= (CR+PR) (%) 72.5 65.4 66.7

(95%CI) (60.4, 82.5) (54.0,75.7) (53.3,78.3)

Cl: (XM




QEFELRFIAERE (KEYNOTE-204 #5%)

HREMEMEBERITRICHER. I FEMHMRBEOBEIRE 25720, 1 LI A
VUL EO(VERERE A AT 5 BEEIERME OB R Ox U o ERE 304 il (HAA
16 Fla&Tr) ZxEIC, &Kl 200mg Q3W BEOHEUEROREMEN, 7L YF o<
R EFF L 1.8mgkg Q3W B 5 23R & L THRE SN, TEFMHIEE LB FKEMEMEBIE
% T FfEE M ESIASIER DR T — % R OEBT — ¥ 2§ REEATHM (UL T IPFS)
Lo, ) L WONCEAFER L &, B2 EFEBITOER, AT v oY FR T N
RFFLEHB LT, PES2ABIIEE L (R2EUKD ,

#£2 AR (KEYNOTE-204 3RER)
455 200 mg Q3W Z's 112//77
(151 41) (153 )
FofE [A] 13.2 8.3
(95%CI) (10.9, 19.4) (5.7, 8.8)
PFS**2 NP — REEn 0.65
(95%CI) (0.48, 0.88) -
PfE (KA ™ 0.0027

Cl: (EHERXRE. *1 %2 EFRMTEDOT —F 120201 A 16 B v A7, *2: &ET IWG criteria
(2007) WZESHMSTFRRHE, *3 : BRI Cox thfNF—KET ML BT LY HwT RFF
VEDRES, * EBRIa S S o 7RE. HEAKE (FAD 0.0043

100 =
90 ] — ZH200mg QIW
80 - ——— TLYYEYTT RRFY
£ 70 |
i 60
$ 50-
B 40 -
% 30
20
10 -
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
at risk# HiEEAERA]
AH200mg Q3W 151 116 96 74 65 55 44 35 18 15 9 4 1 0

PANVEEE SN

153 103 63 41 32 26 191410 7 5 2 1 0 O

X 1 PFS ® Kaplan-Meier #i## (KEYNOTE-204 )



[Z2 2]

OEFRELRFEIFEAEB (KEYNOTE-087 FER)

BEESIIRRESME T 202210 B (96.2%) (ZiBH B, BIERAIE 144/210 4] (68.6%)
WD b, BREN S%ULOBRERIIRIDEBY THoT,

3 3 HHEEN 5%ULOBIVER (KEYNOTE-087 3RB) (ZaiAeirHaaH)

P o ) BlE (%)
BERKRSE (SOC: System Organ BT

Class) 2425 (PT: Preferred Term) ? 2"1 0 1‘3’—'1

(MedDRAY Ferzoal) % Grade Grade 3-4 Grade 5

2EI{ER 144 (68.6) 23 (11.0) 0
MER LY R REE

LRI E 11 (5.2) 5 (2.4) 0
NOWEE

RO IR AR (R T E 26 (12.4) 1 (0.5) 0
B ABkEE

TH 15 (7.1) 2 (1.0) 0

B 12 (5.7 0 0
—f% - EFEEB X U5 EMIORE

EF 19 (9.0) 1 (0.5) 0

FKEN 22 (10.5) 1 0.5) 0
PR RIEE

GEY ) 13 (6.2) 0 0
MR 2R, RIS L UMRHREE

e 12 (5.7) 1 (0.5) 0
HEB L UH TGS

% 16 (7.6) 0 0

7k, EIEMRREIL 661 (2.9%) . KIEK - EEOTHIZ 3 F (1.4%) . HEEE (F
Sy NGRS 131 H1 (0.5%) . ATHSAEREEIT 8 6 (3.8%) . FIRARSAEREE 1L 29
Bl (13.8%) . f%% - MBUREMRZEIZ 2 1 (1.0%) . infusionreaction 1% 17 5] (8.1%) . &5 &
HMELT 2 B (1.0%) ROVGEHRIT 1A (0.5%) TRO LN, iz, EEOKEEE (K
EREEARE R, STRALH. BREES) | TEAEERE, BIBEEES. 1| ERRA.
EHGAEEE (RMSRHEMEAS) | Bk, EEMEIE. MK - REESR, S/ MR
D HEEEBERR | A M AR ML B ORIFERIE IR D S e ho 7o, REIEARBUIRIIIEESR S (B
FEREBEF2ET) 2 80&EERETT,



QOEBELFEBIFARABK (KEYNOTE-204 #ER)

HEESTARKIEE 145/148 51 (98.0%) RUT LY F <7 ~RF B 143/152 61 (94.1%)
RO b, BIERIZ. N0 110/148 B (743%) KOV 117/152 Bl (77.0%) 12788 b
7o WTENHDBETHEEN 5B EORIERIIR4DEEY THoT,

£ 4 VWThPOBTRERY 5% EORBIER (KEYNOTE-204 BER)  (Z2EMTSEE)
ZEEBIK5# (SOC: System Organ pis_ (%)
Class) ARFIEE Ty ExwT RNEFRE
EAEE (PT: Preferred Term) 148 {5 152 {1
(MedDRA ve22.1) 4 Grade Grade 3-4 Grade 5 4% Grade Grade 3-4 Grade 5
2RIER 110 (743) 29  (19.6) 1 0.7) 117 (77.0) 38 (25.0) 0
MR LY v RREE
B PERRE 5 (3.4) 3 (2.0) 0 15 99 11 (72) 0
PSS
BRI RE TUEESE 8 (5.4) 0 0 0 0 0
FOR IR M BE(E T iE 23 (15.5) 0 0 2 (1.3) 0 0
BHEE
Y% 3 (2.0 0 0 8 (5.3) 0 0
T 14 (95) 2 (1.4) 0 7 (4.6) 0 0
i .1 0 0 20 (13.2) 0 0
Bt 4.1 1 (0.7) 0 15 9.9 0 0
—fi% - EHFEER I R 5HA
DIKHEE
5 13 (88) 0 0 16  (10.5) 0 0
FEEL 19 128 1 0.7) 0 9 (5.9) 0 0
BE, hESLIURESHE
HEAIZHE D RS 5 (3.4) 0 0 12 79 3 @0 0
FEERRRE
4 R ER R 3 (2.0) I 0.7) 0 i0 66) T (46 0
TR RESE
K= = —m/3F— 3 (2.0 1 0.7) 28 (184) 5 (33) 0
EERLE 2 (1.4) 0 10 66) 2 (1.3) 0
REERE =2 — /35— 3 (2.0) 0 20 (13.2) (1.3) 0
MRk ER, RAERES X UMRERRREE
fiiigde 12 (81 6 4.1) 0 1 07 1 0.7) 0
BB L UH THRERES
% 5 EERE 16 (10.8) 0 0 8 (5.3) 0
B5 8 (5.4) 0 0 7 (4.6) 0

¥, BEMREST 1S (10.1%) . KEBE - /MEE - EEOTHRNIE3 61 (2.0%) . #
BEE (X5 - NU—EBRHE) 1336 (2.0%) . BUEFR - FRL - IFSeERES - iFFX -
LM E Ak 12 61 (8.1%) . FIRARMEEEREEIL 25 #1 (16.9%) . BIRHEREES X 1 41
(0.7%) . BHAEREE (RMEMEMER R, REREBRE) X261 (14%) . BRI 14

(0.7%) . ik - BERUERARIE T 1 B (0.7%) .

e - BEIRARIT 1B (0.7%) . S E SRR

121 (0.7%) . ORI 2 i (1.4%) . infusionreaction 1X 6 B (4.1%) R OVEE 7 I ikfE

7



£ (REMER/MRIBAVESRBER ., IR, REFEE, EERERIES) 13361 (2.0%) T
B BN, £z, EEONEREE (hWEMERKBERE. SERIRIREREE, S0,
BERARES) . TERARERS. | BERA. BEHEVE. EXOTR, LRARERE
RORRZIIRD bzhol, AEWEARBRRILIEESER (BRAREERFEEZED) 28
DEARERETT



[H& - AE]

AEOBEAEYBRETT VEFALEZ VI 2L —2 342XV, AHI200mg % Q3W,
400 mg % 6 WFEMMR (LLTF TQeW &5, ) XL 10mgkg (AE) % 2 BAMMRE LT

QW) &9, ) TRE LEEOXRROMBEPREENSKRTT SN, TORER., AF 400 mg
% Q6W TEE LIZBEOARKOEFREBIZE T2 EHMBEFRE (LUT Cagsl &9, )
i, AHI200 mg &2 Q3W TERE- LT-BED Covgss LFLIT 2 & FHRISNE (THR) ., 2, K
# 400 mg & Q6W TH&RE LI-EOAFOEFRBIZEB T HHKEMBEFEE (LIT [Coaxess)
LS, ) i, AF200mg & QAW TERE L72BED Coass & B L THEEZRT ETFHISH
ebDD, BARAABEICBWTARESHERIN TV B - HETH 5A%F] 10 mg/kg (1K
B) % Q2W TERELZED Crus & B L TRELZRTEFREN (FR) , &b,
EMEEERE 2 RICAA] 400 mg 2 Q6W THE LI-MESEHERE (KEYNOTE-555 3%
B L0 BoNmEAECESSERER AT A—F i, Ialb—ra IV FHEILE
HEMHENRT A—F LEE L (TR . Mx T, EHOBEICBIT 3 ERARBAEICES
X, AR OREE L FOEINIREEE OBEZRFT 2BREBRICET APEE I, KF
200 mg Z Q3W XJE 400 mg % Q6W TG LIZEOBREER - A iTZ ettt oEEIC
DWTHRE SWEFRER, LRORE - AEOH CTHEIMEROREMEICARRZER T VW T
REhiz,

R 5 FROERBHENRTA—F

ﬂz_”f ) mﬂ Cmax Cavg Cmin Cmm(,ss Cavg,ss Cmin.ss
= (pg/mL) (pg/mL) (pg/mL) (ug/mL) (pg/mL) (pg/mL)
59.1 27.9 18.1 928 50.4 309
"
200mg QW' | (5¢'5 59.7) (27.7,28.1) | (17.8,18.3) | (91.7,94.1) (49.8,51.0) | (30.5,31.4)
123 324 106 148 507 203
;
400mg Q6W' | (155 124) (32.0,32.7) | (104,108) | (146, 149) (50.1,51.3) | (19.8,20.9)
400 mg Q6W 136.07 14.98
(E=HE) (135.6, G (14.4,15.4) NG g NA
136.4)
220 144 119 428 279 197
)
10mg/kg QW) (518 293) (143,145) | (17,121) | (424,433) (276,282) | (193,200)

1:n=2993, 10BN I2b—va il Y EHINHMELEOTRIE (2.5%45,97.5%5) . Cmax : 4
FI#HEZOREMEFRE, Cug: PIEREHEOEHMBETEE. Cuin: FJEEEE (1702 BE5H) ©
%ﬂiﬁlﬁ]}%qﬂﬁ}g\ Crax,ss E#%%LCB‘T 5%%}_@_%:{3%};\ Cavg.ss : Eﬁ%%‘:ﬁ‘j 5 :lzi’iﬂﬁﬂ.{%iq](%g\ Cmin,ss :
EEIREICR T 5 RIRMIEEE

1156 BlOKMEHME (95%(EHEXM)

§ 41 FlOKMTEHE (95%FHEXMH)

NA : #Z¥hL



4., BFIZHOWNT
AN U CEARERE (@FFE) ABEOh T I enb, YTz s
EHCTE AR THAVENRD D, FOLT, EEMY X EHEHE RMP) IZ£3&, &
¥ DOEELZLUERIEB~DHNEFIDNH 5 MH Tho T AROKRENEIN LEEZD
Wi - E L. AFIOBEICLVEERBWEAZRE LIBICHET 2 Z EBRERD, U
FTOO~QDTRCEMHZTHRBREICBWTERTHNETH D,

O MmRITONWT

D1 TFZED 1) ~ 5) DVWTIANCHELETIHERXTHD I L,

() EEFBRENEET HNADREENARES B IR A BFREREILIRP,
HiE 28 AR RE S HL R lE . HiigAs AV RBIERIRRE TR &)

(2) HeEHEEERRT

() ELHEAFRAENET T DNADEEERRE (BARRESIEEREE. 2 ABRKEE R
HEkE. BSARREERERER )

(4) IRACHEREZLHRE L, SSRERCRRIEDER | UISSRIER CFRIEZ R 2
OMEREEICR D BHET > TV SRR

(5) PiEMEEHILS EEME ORISR D EHZIT > TV DM

M2 HHEOF XU v SEOEERER OCRIERARRBFEORISIC o2k s Rz

BEOEM (FEOWTNMCHEYTAEM) 25, YZ2EROARKICET 2 RRORLEE L

LTEEINTNAZ &,

*=

o EERITEREL 2 EONEPTHELET L% 5 ELL DR ATRERDERKRIME 21T -
TWBZE, 5b, 2 EULIZ, BAEMEREREL LBRRERFOFEZT>T
WAHZ &,

o  EEiRFRE% 2 EOVEBIHELET LI-BIC4EU EOBKREREZAL VD &,
54, 3 EL T, EnBEBEMEEEONARYERELZSUERLEFOIHEEZTT> T
WwWaZe&,

@ BREANOERLFHREROERITONT

EEAFBERIAET SEEESRESL, RECE» LONBED. AME - Z2lk
EFLOEROTERE VEME KT 2 EMERM, AEFRPRELLHEORERE. %
DL NTATON D EFINE->TNDH T &,

10



@ BIfER~DORHIZDOVWT
@-1 HEEHIC BT 2 B
MEMEMERSEOEERBIERNRAE LIZERIC, 24 RERIREERA O T, YiZiEsd X TElE
R Iz VT, BE LZEERIIG U TAREER O CT £ DEIERAOENCLERRED
ERPYAFIZELN., BEBICRIGATRERERINE-STNDEZ &,

®-2 ERREBEHFIC LA EFSMSICET 5 EY:

PNABEIZED 2EMNLABREOCKRELCAE T 2EREEEVPBIRAE=4Y) /&8
DIZERDAT Y == T 2TV ERELFEHR e ET TE L F - LERERINEBRINT
WaHZE, 2B, BREEFMICOVWT, BABELZORKRICHFIAMENR TS Z &,

®-3 BIVER OZH-CLHIRICE LT

BMER (MEMMZERICINZ, KBE - /DMEK - EEOTH., BUEM%K - R4 - FHigee
BEE - AT - m(LMEIEE X, BHEREET (REEREEBR, RKEBLAE) | NOWEE

(TEABEREES, PRIBEERES, BITHERES) | 1 EERRF. SEHER, Hx - ¥
WERREE . R, EEOKEEE (TEMRFIEFRRMARE, KEHIEIRERRE. 25,
FREES) | infusion reaction, K - BEELR ., EEMENE, HREREE (X7 - NL—
FEERS) | UK, EEZMIKEE (AN MOsA SRR, i m, FRIFERE,
EERNHIES) EEOF R, MREREREE, BE%) O3 LT, YR UL EBER
MEOBEMMEEE T HERM &EEL EIEAOZECRIGICE L TRERVEREZZIT N
DERHICHDZE) | ELICHEIIBZLEN TE 2EHPE-TWE T &,

11



5. REXNFRLRDHBE

[F#MEICET 5 $R]

O B H5E ME R IR IR THADO B IGO0 TR R % U VB R
BBV TARIOFHER TSN TN D,

@ FRACEY T2 EF KT HEBO®/E R OEAFIEICOWTIE, AR OFZEIHESL
INTELT, AFIOBREXNREZLR,
o (LERIERIGRDOBEE
o fhoPLEMEREA & OFFA

[tz 2FHE]

D FRICHEETARFIZOVWTIHARORESER L SN TWEZ EMb, BEZITOR
WZ ok,
o AFIORSICT LIRBUEDOBEEROH 5 BE

@ BEMOFTMIC BV T FRICHE YT D REICONTIL, FAOBREITHEE SN2V,

HLOIEERIREE A R VB ICRY . EECAFFERTHIZLEERTE S,

o MEMREREOANIIBEDSH 2 EE

o MIEEBRE CREY 2B 3 BE R OVEEME O HREHRARIR CRGE I/ & O il
REEEEBHONDEBE

o HOREEAROAME. XTBILMAE L IIFEREOE SRERAOIEREDL LB
=

. BEBHEEOLDBE (ELBRMIIBHEEZER)

o ERDOBEIIBEEEETOEE

e ECOG Performance Status 3-4 ®V DB

@ty ECOG ¢ Performance Status (PS)

Score | &

0 2{HERERTE 5, EMATLFALRBHFLEVHIRE TS,

AEEICE LW EESIIHIRE NS 2, HITAEET, BIEERE> TOERIIITI LM TED,
fl : BOERE, FHIEX

—

FAARECEDDEDOEY O & T X CAREMEEZ TRV, BPO50%UEEFNy FATBTY,

BoN-EAOEXOEN DI & LATERY, BFODS0%I EE~y K+ TBIY,

FN OS] )

LM, BAOHOED O EEEL TERY, BRIy FRFTRIT,

12




6. BEELTHETNEER

BRI XEFIOMZ, MERTEENEBT IEBEICEDSERFORER CEEFEH
D= DI HBREFEREZTSICEBE L CMhLEHAT S &,

BERIBIZEL DL, BEXIZORKRICEDEROAEREZ +oFAL, REEET
"oEETHIE,

FREWER DR T A MZONT

@)

@

FEMEMEERSH LND T BB DHOT, KOS IZH 1= - Tk, MIHHER (B
i, FERREE, ZHE) ORREOEE X BREOERSE, BlELx+5121T5 2
ko Elo, HBEIDGUTHWE CT, MiEv— IV —5DOREZERT LI &,

infusion reaction 23% LI 5 Z L 23 5, infusion reaction 2358 B AILTZHEIZIE,
HWEIRALEHIT & &I, ERDEERET 2L TREDREL +OICBETH L,
R REEE, TEABEEERVRIBEEREENH L LNDZ ENH B DT,
AF| D55 LERT & O 52 FIXELRIIC A WEEERR & (TSH, 28 T3, b28E
T4, ACTH, M aLF Y —VEDORE) 2 EHETHZ &,

BUEAT ., FFR2, g RERES . T BIEEERRH b2 Z e RHBHD T,
AN OB EFRMERT M O 5- B L EHAIZ AT#sEMR & (AST. ALT. y-GTP. Al-
P, EUNECEORIE) ZEET DL,

SEIRER WERENITEEREREZED) FOEERBEENS DL &
WHHDOT, EHRICIRORFEOFEEZERTHZ L, /-, BROERENREDLN
EHEICE, EONCERBEESR T OBREEREE T L,

AR OWEFIZEL Y  MEOHBEFSICER T2 B2 b AFKEx LERESLHENH
bbb Z e D, BENRBDNIHEITIE, BE LUIEERILS U-EMAL
I & ARBR A FEOEAN & EH U CEY)ZRERZ2E 21T . BEORERISICE 58
TERMEOLNDHEITIL, AFDOKRETFIE, RORIBERER/LVE VBOKRES
EERTDHI L, B, BIBRREFRNE L OBREICEYEHEROKESED b
WIEEIZIE, BIBREFRLVE USADOREIMHAIOEBMLEE TS Z &,
BEKRTHR, AR OEIARB L COLEWERANER T ENH DD, K
HOBREXRTHRICOREADRRICHDIERETHZ &,

1 BgERRm (BUE 1 BUBEIRmZ5te) B bbb, FERFES b7 F—v 2 0E
HIEVHBHDOT, OB, Bl BHEEDEROBELCMEED LRI+ ERT
LT E, 1BBERANELNLEGEICEREEZFIEL, 1 R VEAIORSZED
HEI R EEITH T &,

AR OBRRERICEBNT, &ERE2O 2 BILICHEDIMEOFMEITo T2 & %
BEIL, AREBREPIEHNICEGRE THROEREZITI Z &,
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