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W EFNEELOFRAORBELEEZRAI Z LBPEVRAENEZ L 2%
O EFNERGH 2 HEIILERBAF CHRET 2D REFEREES A R
FACEERTHZELELTHET,

SRk, Re7 Y XwT (BT BE (KRS ¥4 PV—4F R
TEEFE 20mg ROV 100mg) 20T, RELEBICIHLTHERAT I RO
BEEEZNEOEBVREFERAHETAFI7A4 - LTRYVELEDELE
DT, FOERBICHEZ->TE, AT RTZAVIZHOWTEEEND LS. &
ERNOERBERVCERICHTAEMEBEVWLET,

Fio, AT o) XwT (BETFHEEL) RAFENERAERVEEE
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WA EHMS XY CANBER L CERTABEOHEEFEIC VT,
IRAT7 oY X<7 (BaFHlz) BAOREFEREET A FF14 2 (&
WA F N R E) OERECRBEREES A FT 0 v GEEMR
B, BERERE) O—HEEICWTE (Epk 294 11 A 30 B {17 A ZEE
U130 BF1FEEFEHEEE - AEHAREEREEFHEREBRM) KX
D, FRFhRLTEREZATT,
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Eﬁmwﬁﬂi EEMDOHEDTZHITIZ: %Hxﬂ%kﬁowtﬁmﬁﬁmmﬁb
505, b, IMEOREENTOESICL Y, REEERL L COEFRFHIERE
FEBRLBAREINAIF T, INOHOEEREZHICHERBHICRMET S Z & BEED
LS TRY BREMBGEE L EDEATE 2016 (ERL 28 6 A 2 BEEIE)
RWTH, BEFNERREDERAORBLHERRSZ L XN TS,

HHEEREFEELT, EHERPERE 70 77 A VREEOEEL LALNICRE
RBEZERSH B, TOEH! FHERVESEICHETAERA+OEHT 5 E ToH.
UHEERLOBEZRZIILAHFINDIBFCHLTERTIL E DI BIE
ﬁ%%ﬁbt@kbﬁﬁﬂm%&é L& BETEEZ L — ﬁ@%#%ﬁtTEﬁ%@fﬁ%
TAHOLEREETH D, .

L7=haT, $ﬁ4b74/fi %%&W% nirw@&nrwaﬁ%%ﬁw
B2 RECE-S & MT®E%m®rﬁtﬁ%%ﬁﬁféﬁﬁ#%z%&@# Zzxz
FRUOBESEELRT, - g

SN g O R ] m*”@%Aiimiﬁﬁ%&Aﬁﬁ ﬁﬁ&@%kaﬁ
%ﬁﬁ%ﬁ%;~&ﬁ@&Aaxﬁﬁmﬂ%A&U~&&@&AEﬁ%ﬁ%ﬂﬁ%@%
FOEEER LTz o

X&HERHERS ¥ FA—FEREE 20 mg. #4%»—95ﬁ%QHMmgG+
e R AT Y AT (BEFHEBR))
WL RARIRAE ﬁsfu{hfﬁ{f?‘ﬁ#dﬁﬁbtfrﬁl‘“@%?‘ B RIS E O
HBERABERVRRE B, BmA, RAav e ) v GEETHEEZ) L LT
@mmg%3ﬁﬁﬁ%fm‘ﬁmwrﬁﬁ%&?é '
R 35 BR 55 ¥ & . MSD #kEatt




2. AFORE, fERBF

Fof Fl—F GBI 20 meg BTN 100 mg (%4 _aF ol Xwd (u{“%%gﬁi
Z). EAF TAHRHF) Lvvd,) iX, PD-1 (programmed cell death-1) & FD U H 1 K TH
5 PD-L1 RU'PD-L2 L O EEEET 5. H!: IgG4 € / 7 a—F Ak TH B,

PD-1 #2581 T MRS FasE Bs AR B O B 7= IS S AVFBRR DSR4 5 R fa s 4
AA wF T, PD-10E, EELRBIIBOUEER T MIROMBEEICRIRL, ADR
TR G R GO R LE LR 2R E RS E T 5, $7bb, PD-1 U FE#E
BIHERIVTEZERERII LDV 7T A RETRAICHIET D ZEETH S, PD-L]
DEFMBICIT 2RI DT TH DI, L ORAMIETIE T EEOBE ML D
FEEEECREE L CnD, PAMRICET S PD-L1 OERTIL, B, EEE.
frrBass, SRR, IRl K ORA RRA TTFHREARRRTTHY | MAERFE
& OFEEERHE RT3,

BWE OB AOBEFRNT% & PDLL %éﬁf?ﬁa%ﬁ A5 PD-1 & PD-L1 0)1’5‘1%)‘ IEE O
GBI B W TEREREBIZE S Z EWRBEIN TR Fi- B ABEOENE L
THF IR TS :

A, PD-1 a PD-L1 &U\ PD-12 a)l“-'m‘) H %ODFA%[‘EE'T%) Lok y, EE
BUNBEEDOEESEGIESME T U o SRR EE 24 SUEERE » B+
5L THIEENRERET S,

AEIOEEBFCES GBEORERNIC L 3 EERERS b bh, BEXIIFETI
EAFRMR DD, FAOBREFRORERICE, BEOBEE+HIT. BERAE
B b HAICIE, B L TR U SRk & RS 4 O BEah & i LS
I ERIBE 2T BEDRERISIC L 3EERREDN 3BT, BIBRERL
= RO S LD NE 1T LERDH B,




3. FRIREGE
BAALFERERICEE LTC*&?‘E‘@J%K'&E&E%L&% DRI T & (T - 7= 3 4
EERRBOME T RT, SR

[Hat] '
EiRE B%mﬁﬁ%(HWMHEMﬁﬁ@
7T F AR E L LERREET 2 H T 5 RETETHEX iﬁﬁ%’f&@ﬁé%i&’ﬂa B
5428 (HAN S22 ETe) 2XHRIC, FH 200 mg 3 BRFHRRSOFDER VRS
A, BSRE (O U F R Ff&%?»iﬂﬁﬁ@@@“%ﬁ%ktfﬁ%é
i, 2B, E4EHE CREEITARD bh i Haic, EEETZFTERBRED A
TRVE DRI 22 ELTD%%%T@;&@H%@ Bl CREETIRD b B
ECARKOBELMET D 2 LHNTHRL Shi, EEHEEEZL4LFEDHN (08) &
UM EAFIAE (PFS) b &h, FAIMESREL B LT, 0S8 28 BICERLE
(RI1EUCK ,
TS FFRE RS TR (- &%ﬁ)&kﬁ$@ﬁ%£wt%% &077%%E%%3U
(KR L BHTRT - MBS 12 7 A SIS S L BE AR AL SR,
*2 : ARHCHE vinflunine FRARCTH B0, A7 U ZF LA FEF FLAOVTFRANZBERL
7



#* 1 KEYNOTE-045 RS DA 2t pliE

EZHRE

Z#1 200 mg
Q3W
(270 1) (272 )
os’ e [H] 10.3 74
(95%FHH X ) (8.0, 11.8) (6.1,83)
ANHF— REEF 0.73 R
(95%(EmXED (0.59,091) - - C
o PEs . 0.002. _
PFS" | il [H] 21 33
: - (95%{EHEKE) (2.0,2.2) {(2.3,3.5)
NP REE 098 -
O (9S%IEMEXE) (0.81, 1.19) -
P s 0.416

b R O T — & - 201

6F9HA TR hFT

Yo BRI Cox EEAFl A FEF AL L A{LEEHE & Db

S.BRin F S sy BRE

F. RECIST 4 KT A > 1.1 FRICE-S < e

Q3w : 3 ARIFREE

e I TP

T N T T T T S T TR TR T TR T TR TR s TR S YO [T e Iy e T

g 2 4 6 8 10 12 141
)

TR T PTIT Y YIY

6 18 20 22 24

at risk$k
AF0me QAW 270226 194 160 147 13 87 84 X7 13 4 O ¢
LA 2722322371 138109 89 B8 27 14 3 0 0 O

1 OS ® Kaplan-Meier Eif# (KEYNOTE-045 #52)




[&40E]

-ERIERI S AERER (KEYNOTE-045 3UB&) - _
FEESRIIAFIEE 2487266 F1 (93.2%) K UMEERRIERE 2507255 7 (98.0%) ITFR

. BUERIL T2 1621266 7] (60.9%) R UMLFEFRIERE 230255 #1. (90.2%) 2

Bivis, FABETRERRN SULLEORVERITEO LY Thol,

b
B

1A

#2 REEN 5% EOBIER (AT RER)

7 0,
EBERIKS% (SOC: System Organ Class) ﬁji{ﬁu(;;)
ZLAER (PT: Preferred Term) )
{MedDRA ver.19.0) 26601 -
AR 4 Grade Grades 301 &
163 70 {5.0)

B 29 {10.9) S O -{0.4)

R ‘: RS Lo Lo (83) e . (0:4)

7eE, AFEET, BHER L LTHEMEBIZ 1048 3.8%) . KiB% - EEOTH
W7 (2.6%) . tHRIEE (F7 2 - AR 121 Fl (04%) | FFEREES
W14 41 (5.3%) . BURBRAERERE 1L 23 ] (B.6%) . BIEHEREMEEIL 140 (04%) .
THREE (RMEEEHERE) 1214 (04%) KT Infusion reaction 13X 1 451 (0.4%)
WO LT, F7n, BEEOKERE (REHEREER, S0, EXEES) |
TEAHEEEE. 1 BERE. BR. 5K - FUGRARE., BEEHESE. LHRE. W
%« fAEde, B & O L, REEn/AMRBUS SRS, Bl S h Rk ORFERFIIED
Bivipioiz,




4, FEFHIT-oNT
EEEEL UERNERE (&FfE) PEEOIThA Z b MEEEYE
WERTELIMERETHINERDH D, TOLET, AEOFENFELE 2 BE D - fF
B, FROBREIZLVEELBWER 2B UABRICIST 5 2 & 85820, LUF
DOO~Q@DFT AT R THRICBWTERT A RETHS,

O MEEizowT = '

O-1 TFEo (D ~'(5) cowa“mw_ é'&‘é)ﬁwf{&é &,

(1) EESHRENRET 555 AR IR LRI (EERT IR A A 2R SR,
mﬁmhﬂﬁﬁﬁmﬁr&:ﬂﬂﬁa SERELR ) CERE20424 B 1 HES 434

m) ) .

(2) FrEfae fﬁ($ﬁm&mﬁzaﬁﬁ 85 Fig%)

(3) FHERTRBEREET INAREEERRE (BAR %@%ﬁﬁrM\b PREE
BhEk, PABEEEERR 2 L)

@ SRS REERRE L AR SEEREINE | U3 L REmE 2 offish iy
WERDBHEIT>TWAHER (FRk 28478 1 BB 2540 fisk

(5) MEHEERLFEENEOHEREEIRIBEZIT > T 25 (Y5k 28 £ 7
A1 HEES 1290 5k D

D-2 ﬁ%kﬂiﬁ@ﬂﬁw%ﬁil’d}&f {’E%%ﬁﬂﬁﬂ)ﬁf‘icﬁﬁa\&%ﬂﬁk%"%%ﬁoﬂﬂfﬁ
(FEOWFRMNKET AEN) 25, SHDRHOFFIE T2 REORES & L
‘C@Eiﬁé:}’bfwéh é_‘o
i@ .

S BRI D E R T LR s D L OR AR OB R
TWBIE, Bb. 2L R, ASASIRIES T L L RIS OTHE 2T
o TWAIT &,

. E%ﬁﬁﬁ%&z%w%%ﬂ%%%Ttt“ IZ 4 LU EOWIREBRF FE O IRTHE &
iToTEY, 56, 2E LR, RELIEEORBAEMEESSHBABROER
THEEFTF->TWBEZE

@ BREACEEMFEREROEHIZONT
EELEHEFRIIRT T 25EENEE S, BEAEMLOFHERD., ot - &
EHESEENEROTER CEMS AT D HHRIRM, §EELRRE LB E0HE
235, SREPHITITPNAERBE TS I L,




® BMER~ORERIZ oW T

®-1 MERaEH BT 2B
WE@%#$%@E%&@@%#%ELt&Mz4ﬁﬁﬁﬁ¢ﬁ@? WEEhigk X
FOEESREERIC BT, BF LEEMERIUE U CABEEE U CT E0RIWER O 4

ELRBREOFBRPYAFIEELN., ELICRISARERERSES-THH D L,

@-2 ERUEFEFICLOBEEESHLICHET HERSF
#Aﬁﬁkﬁbéﬁmﬁﬁﬁﬁﬁﬁﬂh%ﬁTéEﬁ%?%#@W%%#&J/ﬁ
BEDICERDAL Y == 7 2TOERE LFREHEHF TE 27— HERKH 28
I TWBHZ L, 2B, BiEERICOWT, BABE L EOFERICHDICESENT
WAhZ L,

@-3 BlfER D %%ﬁﬁt%br
EIVER (MEMMERICIZ, KBk - EEOTH, IHEEEES. BHEEE (%%ﬁ}
EWMEETRE). NoEE (TEAEEES. FUREEEES. BIBHSEES).
ERA, SE IR, k- %ﬂ%%ﬁf\%ﬁ\Eﬁ@ﬁf@%(&@ﬂﬁmrﬁ
B, A, MFEIEE) . Infusion reaction, B4 « #EIEA, EFEMENIE, #HEE
E(F T AU —EERES), D%, SREELMREOEERR. BiEEm, &
%ﬁ%g)hﬁbf MR L EFEREOEMET AT O EMEERE L (BHE
BECRSICE L TIRER R EZ ST 0N Lt H A D &) | EbiCHEEIZM
%ﬁf%éwﬁﬁﬁcfwézku




5. BExZE LD BE
[ZathicB 53]
®=?Euﬁéfé$%_owfi$%6&%#ﬂaaéhfw5 &ﬁ% &5%%
Ibfcﬁt" - . .
. Kﬁwm 5%Lﬁﬁf®%&%®%é$%

@ HEATOFECB VT TRICHEE T 2 BEF T OV TI, AR OREEZHRER S LW

. MOEFEEIREE A RVIEE IR Y, EERLAREZERTH s 2BETES,

o [EMRRAOGHIUIBETEOH S BE

. %%@@ﬁﬁfﬁrQ%mbé*%&@%@%®ﬁﬁ@%ﬁﬁ%@%&%
FOIZRIEME B H DN D BE

+ HOREFEEOSD. TREMLRE L HEREOE CREEROERED
2@6%%: o

. %ﬁﬁ(ﬁﬂﬁﬂ@%ﬁﬁ%a@)@%é*% :

«. . ECOG Performance Status 3-4 FUDHEE .

{ﬁﬁék%?égﬁ]
@ f7%f%ﬁ%aﬁm%ﬁﬁﬁéﬁféﬁﬁﬁﬁﬁﬁi?%ﬁ@ﬁ%t&f@%
3 i kwfmﬂmﬁﬁﬁm@&énrwé

@ T"E ::ﬁé#é%\%&c TT%XK%{J@%&%&U{%FHJ‘J‘E (2T :,t r}’ﬂm?ﬁ ZHEDS
B ENATELY, FFOREESREZLARN,

o T FFEBEED(LFERIEC L ARERORVWEE,

RO bRk,

o fLOPEMIEEA E OHA,

@ ECOG @ Performance Status (PS)

Score e

0 | 2<H#L{EBHTEd. EHRMLEUAESELIRELGFRD,

PRI LWETNE IR S D05, HITTHET, BIFECE-> TOERETI TR TE S,
Pl - VR, HRER

BTETHSOHOEY O IS TRHEESMEER TE v, BEo 5% Eid~<y FIATER T,

BOENFEHSOFOEIOI L LM TRV, BEFD 0% EE<y FEFTRITT,

Bl iy

28T, BENOF0ED O LIE TERN, F2iky KT GRaTY,
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6 BREEBRLUTEET~EFH
.Qf%Hﬁ%%Kmi\@%Wﬁ%ﬁﬁ%ﬁ?5%ﬂ%M§d%$ﬂw%ﬁ&6ﬁEﬁ

HO o LEREREHSIEER L TheERT A2 L,
BRERAMBICEL L, BEITOFRICAEDEREREZHSEFE L, REZE
ThbEETLZ L, ‘
FREWEHD <RI AL Mo T

WEMEMRERH BN D Z L BHBOT, AFOEEITHI- > Tk, FIHE
K (B, MRS, WS OMREEUINE X BRE0ERS, #EE1
FITATH T & Fio, BEEBLTER CT. fiF<—2—S0RELENT
Bk, S

Infusion reaction 3% 5 PNDH T &AW D, Infusion reaction 2353 HIIIHEIT
WL, BB EITO & EbiD, ERBEET S E TEEORES THICEE

THI LS

FRIRBRERE R H bbb s Z 5 50 T, AH OB 5B 0541/
UL GURERERE (TSH, EHE T3, T 4 £0E) 2FEHT 2
&,
FEEEERLLbNE I LB H DO T, FHOBEHEEN RGBS
EHRCIT#EERE (AST. ALT., y-GTP, AP, BV AU EOHE) &£
THZE,

AEIER (IFARMCEERERETED) SOEELRREERLLbNRD
ZEBHBHZOT, EHNTROREOFERERTHZ L, T, RoRENR
ROoNBEIE, EPhERBEEZRI2L>BE 2 RETD &,
FHROBESICLY  BEOHEERIGICER T3 LB L LN R ERBEORE
BhHLONDZENRHDH, ARFLBBDHOLNEESTR, BRLEABRIEUE
HEA M & RR P EF-OEM & EE U CET BB ATV, BEORE
IS X HEHERBRLN S BEIIT., ARORE L, RUBIEEE S
NEVHIOBESEEZEET A L, B, BIBREFRLTOREIZL Y AIE
A OUEERRD bNRWIEEITI, BIBRE S/ U OREHRIF OEBEM
LEETH L,

FERTE, oM BV ARA L THOEHERBHERT 22 ERH DD,

AR OB EHE THICHEHERORRICHHIEET 5 2 L,

| BUERE GEE 1 BUERS A T) Abh bbb, EEFIES T =%
EEBZZERHLOT, OB, B, IELEOEROBELIEED LF I+
SEETHIE, | BERFSEDNESEAIIZREEPIEL, 4 A Y R
H OB EEOENRAEFITH> 2 L,

EFIOBERBARICB T, BEHESD 9 W%, 2hUBIIREEL, L 1 ERME
o WM. EEREND 1 FLEE 12 8AREE CHESEOEMEIT > T2 &
FHEL, AFBESFIIERNCEERECTHREOERET I k.,

10
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1. Ui
EFEROFE - BEMEOFERO DI, A CESICESWEERER RS
Hhd, 36, IEORZEEHOESICL Y, FEERES L EOEHNLEBIERE
FEELPERINLDIPT, 2 b0EER P ELLERBAECRE TS Z L AR
AL oo TR BREMECES LEOEARFTE 2016 CEAL 28 4 6 A 2 B MR E)
CEWTH, ERERLRECERORBEEEEZHD - L &S TNE,

PR ERE T EEL I, BRERSEENE T 7 7y A VREFOEES L LRCE
RBEZENRDD, ZOd, FPERVEEMEET 2 ERS-H0FHT 5 F To/,
HZEESOBEZHMZFT I ZENEFINIBFITHLTEMATAE L bIZ, BUE
AANEIE UTRBIC BB ISR & 52 EBRFELS — EO B4 2T T EREE cE A
THZEBREETHD, '

LIeHo T, BAA FT 40Tk, ABERCINETIRELN TWDERESER -
B RMCESE, UTOBEEGKORERFEREHET AN LLEREMY:, £2
FROCEETEEZRT,

B, BIA KT A 43, MITHEAERLERSSRAHE, ABHEEARR
BRERE S, —HEEEA R AEEARES., FEAETITEEA A AHEEERT
— A AR BZESOBHOL L {ER L,

| HREDDERS ¥4 P—F BFFRE 20 mg, FA FA—F AERHE 100mg (—
‘ s NAaT o) AT GEEFRREZ))
HEELAPENIAE - PD-L1 BB OEIBRRREAEAT - BR O/ NG
HBLRIRERVRE  @F., BRAKE, a7 ol X+ (@EFHEER) LT, 1
[E] 200mg % 3 3 FIFIEE T 30 ST CaEFEET 5,
B3k B R ¥ F  MSD BREUE




2. FAIOER. EREF
xR A M A—F EATERRE 20 mg ROV 100mg (k4 AT e ) Xv T (EETFER
Zy LUF TARAlD &vv5,.) X, PD-1 (programmed cell death-1) & Z DU H ¥ FTh
% PD-L1 B UFPD-L2 & OFEFE X EHEEET S, & MulgG4 £/ 7 u—FAHETH S,
PD-1 #RBE 1T T WM A B AR A Sk 5 e Iz 3 AHIIE DS R 3 5 /e Sy il
AA T, PD-1 L, EEARBICSOUEER THlRoMEEmcRRL, E0E
BRIGE S NLEUTARI2RERIGEHET 5, Tbb, PD-1 XY F o FeFE
BTHZ LRI VRAEREREIL BV T EREFACHET 2ZERTH B, PD-LI
DEFHRBICBITSEBEIIL TN THLIB. Z< OBAMB T TR E 21123
EERRBHCEERE L TWA, BAMIZET S PDLI OSEBIL, SRS, ik,
FFHfEEs ., OREEE, FE/ NIRRTz K Offx 2R ATTFHRARETTHY . BRVEFFSE
EOBEERRESATHD,
@ﬁ@#&@ﬁﬁ%%%&ﬂnj%ﬁ®ﬁ@E#BPBI&HHJ@&%@E%@
%f@ﬁk%wféﬁtﬁﬁ%ﬁ9_&#T@§hfkb BB AREOENE L
THEFILTWS, L
K%iPDI&HHJ&UHHJ@@)ﬁ/%@@A%@ﬁTé Lok, EE
RUNBIE D OB EMAMRESE T V o S8eEi e 8 EES s 2 JiEdlT
DT L CHEEDRZBET S,

AFUMOERBFCEDS BEOREFIGZ L SRIERER S bbbl EEUIECIE
ELFEES DD, FROBREPRURSRICE, BEOBEL TS0, BREMSRE
D BNHAITIT, R UESITE UM/ 4k & 5 % B o R H & 8 L O
BB 2TV, BEOAERNC X ABHERBELN D HEITIL., BIBEERL
= HOBRSEOBNLABEIT I LERD B,

|
| \
|



3. EEERGHE
PD-L1 B OUIBRARGE 21T - BROIENEIAE O R RRICFEMEZT » - R
@@ﬁﬁ%ch

[%a‘x)ﬁ &] _
OEELARSMARR (KEYNOTE~024 AER) . : -
{LFEEEO 2\ EGFR BT ER BN, ALK #A S EFIRER U PD-L1 Bt (PD-L1
I LIRS ED5EE (CBUF TTPS) L1 9,) 250%) "0t Es A iEeT -
HROIENHRMEERE GosHl. BARANHAEZED) xRz, &%F 200 mg 3 B
MR EOFERUESWER, 77 Fr8F+ S TE v sl (LUF Tsocy &
Wh,) EXRRE LTRSS, 2B, BRI CRBETHIRDbhEESIC. &
BET R RITRERSED bRV EOBRMIZEE L TWA BE T, RELIBOBE
MG CEEMEITAED b B E CEAROBRE T 5 - ERWRE L &N, EIME
TH B TR (LU TPFS) &5 ,) . BIREHEIE B 32471 (CUF [os)
EV ) L ER. FKFENLT I F T RA R AL LEEE L R LT, PFS, RUONOS (b
FIAET) 2R ENEERLL.

#0 T e Rm A B L U CEERTE AR S 0B PD-L THC 22C3 pharmDx [ =) #HIVTH

Tahi,
Fz1 HIMERE (KEYNOTE-024 5)
- 251 200 mg Q3W 77%i%ﬁ%@&
(154 ) LRk
(151 7))
rofE [A] 10.3 6.0
(95%CT} (6.7, NE) (4.2,6.2)
PFS™ Y R 0.50
(95%CI} (0.37, 0.68) —
P g™ <0.001
hoefiE [A] NE NE
(95%CT) (NE, NE) (9.4, NE)
os™ AN — REEM 0.60
(95%CI) (0.41, 0.89) —
P fE™ 0.005

Cl:{E#HXR. NE: #E7EART], *1 : RECIST A KT 42 1.1 RRICES <Mz dusE, *2 -

JEB Cox Ml —
T IRE,

REFMIE BT I F TR BT LFREL DL, *3: Bilo Y

#4 ;. MR OF —F (20164ES5A9 By AT




100 4
90
80
8704
#60]
50
a0
E307
20
~ 10-

_ 12
BRI [A]
a2

g 3 6 9

at risk¥# e : |
FAI200mg Q3W - 154+ 104 89 . 44
TIFrERESiAmE 151 0 99 70 18

fFﬂ&%‘lJﬁ!:J:ZaPFs@ﬁﬁ@ﬁéﬁﬂ%mxaplan-i\f{eierﬁéﬁﬁ (PD-L1BEE (250%) OBELRE)

9

1

18

o

100 1

90 "%

]

70 ]
& 60 - Wy
8 50 -
{5 401 |

30 |

20 ] —— mmamimg Q3w -

107 oo ysFrmssohys:

0 - v S

at risk¥ LT .
FE200mg Q3W 154 136 121 82 39
ISFHEREROILEEE 151 123 106 64 34

OSSO T HfFHTRF O Kaplan-Meierfh# (PD-L1EME (250%) OBRELE)

o 3 6 9 12
&rFEmIal

15

11
7

18

21

o



@EFEER S I /IMARE (KEYNOTE-010 #E)

7T F R A B UL RRIEET T 5 PD-L1 Bk (TPS=1%) " OUIRRRHE R 1T -

BROBNIEERE 1,337 RAN FlEEt) 2RI, &% 2 mgkg 3B

FIRIPRTR 5 R UF 10 mg/kg 3 1B RIRIIRTR 5 O F 0 R O S, Mz& & kR
(BIF TDOC) &W3,) M E LTRSS, 2k, B TREETHR

LB E W RBET LT TERSBRED b2V EOREFNICEE L TV D BE T,

Jﬁt@iﬁ%@"ﬁf{%mﬁ‘cﬁﬁéﬁﬁﬁ: SOOI A ETHRRDEREREEFREE S, FB
FEMIER 1L OS RUYPFS & &4, AHIIDOC LEE LT, OS #HEEE Lk,
*1 : EGFR MG TZRIBHE XL ALK BAREFISEOBE T, 77 FF UM STLEREC L B
TR Z . €T EGFR FLEEH XL ALK FLE R 2/ 4§ 6%%@@&“@”& DIRHREE
EETLBHE ﬁaﬁﬂ?ﬂ\n B:h'fto
*2 : PD-L1 THC 22C3 pharmDix [# 32 UD,.K‘W# w b ﬁ'ﬂib\“ﬁﬁﬁéht

%2 YRS (KEYNOTE-010 35)

AHl 2 mglkg Z# 10 mg/kg XL
Q3w Q3W e
(344 f5i) (346 7} (343 {51
0S | dvgefE [H] 10.4 127 8.5
(95%CD) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
sif— R 0.71 0.61
(95%CD (0.58, 0.88) (0.49,0.75) —
P f-g*z <0.001 <0.001 .
Cl: {BIRER., *1: &5l Cox i:wjf\ﬁ_ FEFAMILD Pt otbii, *2 . B
nﬁﬁy&ﬁm -
100 -
90 - e E3 2 mgikg QIW
80 B - R meikg QAW
70 - ——— R e
BQ 60
?é 50
# 29 i
30+
20 - R
10
0 5 10 15 20 25
at risk® EFRRA]
F8 2mg/kg QIW 344 259 115 49 12 0
A#10mg/kg Q3W 346 255 124 56 6 0
FEsFEib 243 212 79 33 1 V]

OS5 OEEREITIFO Kaplan-Meier #h#2 (PD-L1 BE (21%) ©BEERE)

6




{Ereit] .
OERHE R FE ARG (KEYNOTE-024 1§
B EEHRIIAKIEE 148/154 ] (96.1%) . KX SOC B 145/150 U (96.7%) Z38d b,
RRELORRBEATETCERWEEERIZ, TREhH 113154 Fl (73.4%) KR
135/150 5] (90.0%) (TR b/, b"e“h?ﬂwﬁif%ﬁ4 A5 5%LL EOBWERIIZ TR

é: }CJ {9 _(- ﬁ)o 7-\—-0 ; ’
3 L‘Ti’bmwﬁi'(%fﬁa—-ﬁl s%uJ:@ﬁifH’Fﬁ?J (ﬁﬁf&ﬁ@%’?ﬁ%&iﬁ])
FHERIRGE (SOC: System HI (%6)
Organ Class) ST SOC ¥
JLAEE (PT: Preferred Term) 15443 15041
{MedDRA ver.19.0) 4 Grade - Grade 3L L # Grade Grade 3L L
ERlER 113 (73.4) 41 (26.6) 135 {90.0) 80 - (53.3)
mmﬁiwyl/"‘g%ﬁﬁ% e b . e e B AR By e
#wim 8 (5. 2) 30 (1.9 - 66 {44.0) 29 (19.3)
FlEERE R - I {0.6) 0 . 8 . (5.3) 2 (1.3)
HEkig _ 1 (0.6 0 34 220 20 (13.3)
Jiwwfﬁw@ﬁ' . 0 o 0o 17 (11.3) 8 (5.3)
Wﬁtﬂk&%um:ﬁr 11 (7D 0 0 0
Emmﬁé‘z{fwﬁ 12 (1.8) 0 _ 1 .7 0
{ﬁ%z 6 (3.9 0 17 {11.3) il
iE: 22 (14.3) 6 (3.9) 20 (13.3) 2 .3
B 15 6.7 0 65 {43.3) 3 2.0
[ Page 4 (2.6) 0 18 {12.0) 2 (1.3)
M- ' 4 (2.6) 1 (0.6) 30 {20.0) 1 ©.7)
—f% - REEERIURSEHaORE : o . . S
H|IE 5 (3.2) 1 (0.6) 11 (71.3) 2 (1.3)
e 16 (10.4) 2 {1.3) 43 (28.7) 5 (3.3)
RN 1 (0.6) 0 9 (6.0) 0
FEEL 16 (10.4) 0 8 (5.3} 0
FTSowFI)hTwA 10 (6.5) 0 7 4.7 0
7 =7 —FH
FANRTGHEEET I - 3 (5.2) 2 (1.3) 5 (3.3) 0
5 AT x5 —EHN
fd s L7 F = 3 (1.9) 0 15 {10.0) 1 0.7)
R g 0 0 20 (13.3) 6 4.0)
Ho o NHEER 0 0 18 (12.0) g {6.0)
H i BkEE 1 (0.6) 0 16 (10.7) 3 (2.0)
s LU EE
AR 14 (5.1 0 39 (26.0) 4 2.7
&~ 7220 hiE 1 (0.6) 0 9 (6.0) 0
BERRE LSS RS
A e 13 (&.4) 0 4 (2.7 0
TR
BERERE 1 (0.6) 0 15 (10.09 0
= o st — 2 (1.3) 0 9 (6.0) 1 0.7
BRURER. ROERIS T UMIERREE
HiEfgde 8 (5.2) 4 2.6) 1 0.7 1 (0.7)
BERG R LU TR E
BESE 0 0 12 (8.0 0
SR 8 (5.2) 0 1 .7 0
£ DR 12 (7.8) 0 3 (2.0) 0
G5 11 (7.1) 1 (0.6) 3 (2.0} 0




Mk, AHIEECRIEMSESE 9 61 (5.8%) . KRk - EEOTHIL 8 Hl (5.2%) .
FRBEE (KT 2 - SN U—EREEE) 1226 (1.3%) | FFSAEREE T 22 7 (14.3%) .
FORBREEEEREE 1 21 1 (13.6%) . TEMEBEEEESIT 1 41-(0.6%) | 1 BIFERBIL 1 4
(0.6%) . EHEEEREE (RAEFIEMERE) 12160 0.6%) . BERIT 14 (0.6%) .
TRIE - RERUH R ARE (3 1 1 (0.6%) KT infusion reaction $X 5 7] (3.2%) T LIz,
£, BEOHERS (HEERIERR. 20K, EREES | BISHRERS.
EEGEE, MK - SR, 5L 2K, DR, Sl VREDHERNRE, Bl
PR LR OFRFRRESIIRRD S e, |

@EBALF S I/IERE (KEYNOTE-010 FRER) &

FEELIT 2 mefkg Q3W B 331/339 5 (97.6%) . 10 mg/kg Q3W BE 330/343 5 (96.2%)
RO DOC B 297/309 fiil (96.1%) 1B b, BRE L DRRBEITETERVWREE
HEHRIT, FNFR 215330 B (63.4%) . 226/343 Bl (65.9%) FUF 251/309 6 (81.2%)
RO LN, WINPOETRIEED SBULORERIITEO LB Tholz,




4 WFRPOBECRBRN 5% EORYER (RN S RER)

%%@_ﬁliﬁﬁﬁ (S0C: System - B (%)
Organ Class) 2 mg/kg Q3W BE: 10 mp/kg Q3W B o DOC B
FAEE (PT: Preferred Term) 3396 o - e L 3430 S 3008

(MedDRA ver.18.0) % Grade Grade3bll % Grade Grade 38l 4 Grade Grade 321

2EIE 215 (634) 43 (12.7) 226 (65.9) 55 (16.0) 251 (81.2) 109 (35.3)
MRS RORY L SRR v e e e e
i 10 (29 3 (09 14 @1) 1 (03) 40 (129 5 (1.6

R POy 0 1 03 0 4 (42) 3% (123

ma‘&wﬁ%_-_ e ::: Ll _:_f:_:-x
RRBSRETE 25 (74)
BRI e CERL e e
TR Co2d (L 22 (64) -0 : 7. (23)
B 37 (109 3190 2 86 45 (146 1 (0.3)
opage 13 (3.8) 0 7 20 1 (03 43 (139 3 (1.0)
gt 12 @35 0 3 @38 1 (©3) 24 (18 2 (0.6)
S SEMERIUREMEGRE e L e e e et
SNIE 20 {5.9)
gy : 46 (13.6)
RAEMEEE 5. (15
FER R 1o @9y 1 (03)
;‘ﬁﬁi;}ﬁﬁ
MFeRERERES . o .0
A@EEES 0 0o |
iR BOSEEREE s e e Sas s e
BEEE o 46 (13.6) 3 (09 33 (96 1 (03) 49 (159 3 (10
BEER 0 13 (3.8) G - 19 (BS5 2 06 18 (5.8 0
CfpPgEE 8. @n. . 6. 18 (29 0 . 29 (94 0
R A
FHfE= 2 —a TP
o sEmE
EESTURTRGIEE i e e e e e
WEE _ 3 09. .0 2 (0.6) 0 0l G327 2 (0.6)
FOEERE 25 (74 0 32 (93 0 5 016 1 (©0n

Loy o

8}

_—
‘Q.
oy

St

[y
~—
=
L)
S

e T

(14.3) -
(1.2):
@.1)
06

09

(3.6)

103

62 10 62

(0.6) 0 309 0 28 (9.) 1 (0.3)
oy 6 3 @ 0. .. 65 0

S0 b

Fais 29 (86 1 (03) 44 (128) 1 (0.3) 14 (4.5) 0

728, 2mgke Q3W E LT 10 mg/kg Q3W B CTTN T, MEMEMEEIL 15 F (4.4%)
EOU4 4 (41%) . KEBXK - EEOTFTEIZS B (15%) EU241 (0.6%) . EEOE
FEEE (RFEHEREER., 2., IXEES) 3161 (03%) RO 6 (0.3%) .
MREE (X5 - SNBSS 132 (06%) BU3 B (0.9%) | FFEEEE
23 ] (6.8%) K UF 22 ] (6.4%)  HFIRIBBAEREE T 32 1 (9.4%) K U35 A (10.2%) .
TRAEEREEIT 1] (0.3%) RO LHA (0.3%) . BIFEEEESE 246 0.6%) EUI
Fl (03%) . 1EHERFIL1H (0.3%) ROU2H (0.6%) . BHGEpESE (REEmESE
W) 1T 448 (1.2%) KO0, BESE 1 (03%) RUNO B A - EmREh AR
JEE 1 (03%) B0 #). infusion reaction ¢% 2 1 (0.6%) BUON6 # (1.7%) TR

b, £, BESESE, MK - MER, BEOBE. 0K, RS
PSR, ERERELRURFEREIRO a7,



4. ﬁL 2T

REME L CERRERE (SFHE) SRELRTHRAI EMb, 43 ZAR I 4 1Y)
h_?@ﬁl_'f_%;éﬁﬁ RTHHIUBENSHD, TOET, ﬁﬁ']@&%?ﬁ*]ﬁ@ﬂfié‘%&%%% W
L. AFOFRSICL Y BEELRAHEAZEE LICRICHIST S 2 kﬁlzﬁfiﬁmb jJ\T“GD
@“@C’)'@‘J\T’gf?ﬁf—'@'ﬁt&h D‘T{f}%‘?—é’\%'f&'%

@ MEZOVT
®-1 TaEGD 1 ~ (5) UDL‘?‘:&“L?’P \_E‘ié’ﬁ“éﬁu ’C%% &,
(1) BAFBREREET D BALRESILURRSE EhEFERAY ﬁ?ﬁ%ﬁ&gﬂ‘f”l&z\

i&fma ﬂ“ﬁ@%mﬁr B, #iks AR ERbTA &) (R 29&“—4)% I HEFR 1434

) BEHEEELE (7 F204 6 A 1 B A - 85 FEER)

(3) FMEMRMEFEREET D PADRESFR (P ARFESEERR., BAR a%?ﬁ@%
BAF, RADEREENERE &)

(4) AHACFHEIEELRE L, %%{E%ﬁ&%bﬁ#IR&iﬂﬂZ{t%ﬁ‘&ﬁﬂﬁzd)?ﬂﬁﬁﬁ
AR B R ET-> TV A iER (%ﬁm$7ﬁtﬂﬁﬂ 2540 HEEk) -

(5) MEEEEAL S EEME ORREEICE S BHET> TV 55 (¥&28$7
A 1 BEEAT - 1290 hEzR R

D2 FEOLHREROTERBRI DM 5 AL B E HOE (F2o
CFRACHES T BEN) 7, SEBRHORHIC I IRORIES L L RSN
TWAHI &,

[ S0 P 1% 2@@@]%%%%%”? L7281 S EELL OB ATREOBKIHE 21T
CoTWARIZE, B, 2L T, iP/uﬁ-*rf/fJ?F{f%i& L RREEFEDOHESR 1T
o ThadZ b,

e [EAMREFEIERE 2@@@]%}{%&%?‘ L7-BICAFEL LOEBERBRPFLTWA D
L. By 3ELDLE ﬂfﬁﬁﬁg)ﬁ/u%%ﬁf{f% T AR OB EFMEZ T - T
WAL,

@ 5}1:??@[:7?:{@ EHREEDEEIC ST :
EELFRTHRICHEETSEEEIRESh. BEAE L OFRED. ﬁ;&)‘l’f& goyca
HEEZEROTHREOEMS I T 2 ERRIE, AEE2SRELLEEOREE
B, ERECHITONAERIBR-THA T L,
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@ BMER~OxHIZ oW

@-1 HEsRAHNC B+ B .
MEEMRBSEOBEERBERANRA Uiz, 24 BEREEAROT, it
EERERICBNT, BERLUABERIKE U TAREERCRCT £ORWEROBIICHE
RBEORENY EFICE LN, BHICHIETERERNE-THE D &,

@2 EREFHFICLOAEFSRATCRHT 28 |
BABRICEDDHEMANRABROREEA T 2EREFESEERT=7 ) 7%
EOIEMDAT J—= v T 2TVERE L EREHLE TE 57— LAEREH S ERH
SRTVBZE, BB, BEEHIZOWT, BARE L OFKICHY B ST
5T &,

@-3 BUERAOBECHISITE LT

BIER (MEERRBICRA, KIBX - EEO TR, MRERES. BRiERE (Re%
FIEMER RS, NOWES (TERERES. PRIFRERE. BISHERs) . 1 1
FERIA, 5 & DBk, ik - BB RARE, R, BEEORERET (BUESRIEIRIERRE.
ZIRBE, JKFES), infusion reaction, B4 - MR, EEMENE, HEEREE (¥
7 v N—EERREE) | DER, REEnMRRAERERE., EnERn . R
%) o LT, YRERSULEBERBEOEMELE T 2EMEEE L EHEROR
TR INC B L CRERUEEZRT ONARMCH D 2 &) ( EDICHERAER T
EHEFHPESTND L, o
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5. EMBLLRDBE

[Z&ticfEy 53FH]

@ TFRlCEMT 5‘%%4_01»’&&2@%! O ERBERE XN TWAZ b, B35 %5F

FioYAd AN
o EHIDES uﬂbl@@ﬁf@ﬁ%ﬁﬁ@a‘bé $%‘

@ ?“ﬁ?‘%ﬁ@'ﬂ{ﬁ IBWTTRICEE T 2BF I VT, AFoR SR hn

. LOTEREIRER S 2 EEICRY | BECAREEAT I LAZETED,

s MEEHEEOAIEEOH L BE

«  FIMEGRE CHER 280 5 BE B OVEENE 0 U B RS e R R M il 2%
O REERLNSH D EBF

»  BOREESOEH, TEENRE L RBEREOE AAEREOBARD
hoBFE

o [BARBAEEE GEM SRR AL E L) OhaBRE

» ECOG Péfformance Status 3-4 BVDHRE

(&% @LF‘%?‘%%@I

O TROBFIZBNTHEAEIOHZH f%?ﬁ%ﬁ‘iéﬂ‘(b\%

o {EEEHEEDR N, EGFR B TEEERM, ALK lﬁ?ﬁ ABEFEMERLT PD-LI
Btk - (TPSZ50%) DOUNERAFREREST - BE ORI REBSE

» TIFTERESTHMEEREEES T T 2 PD-L BE (TPSZ1%) DEIRREE2
#AT - BROFENEEMEEE (3. EGFR EETFEEBME T ALK Bis
EETEBHOBRE TR, THFH EGFR F1a o0& —Y¥EER YT ALK F
g h—EREROEREREEE T HEE)

BB, TPSIENALT ) A< (BEFEHRER) oo =4 U2E RFEL

PD-LITHC 22C3pharmbx  {# =) ) #HAVWTHIET A Z &,

@ TRIZEHTIBRECXT AR ORERCEAFBL O WTIE, AR OF TN

WX EhTELT, FAORERHF LB,
- MR ESERRE,
o fhoGURMIELH & OO,

D BCOG 9 Performance Status (PS)

Score

0

S MEREWTE D, BFAALH L ARNARSGEZITLD,

EMERTIC B LVIETNERIIR S h 5 05, BITHRE T, BIEEPE> COERIETI Z ERTE S,
o BOER, SR

ST THSOEOE )OI LT THEESERITE 2V, BPD S0%LL LR~y FATBIT,

[Bon-84080EO0 L LivTaiy, BRo seull b3~y FhlFeR I,

bl

2<LBTR, BSAOFOMD O LR TERY, BRESy FEFTRIT,

12




@ BREBRATA K74 v (ARMBEESE) KBV T, BCOG Performance Status 0~1

WD =75 #El b, XX ECOG Performance Status 2 &YV OBF Tk, 83 #HATE

Fl(FEZXend) oBEfRENERINTRY., 77 F T AOERBEED

BEWeDER SN2V —2D35 5, EEREBEZFTIEFCERTHEHS. 7

T Fr R OFTHEER R & HE 3 HAERER CoOREESE T BHE BV
T, AFIDBELEFTE S, |

|
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6. BEICKELTHETNx5HE -

O FATCESIOML, SEEREE NRMET DR EIC S X AF OB R TR
HAOlbic HEiFESE ot B8R LU ThBERTA I &,

RIS D BB LT ORFEICEMER DR R S0 L. AELE
ThbEETHIE,

FREMWEH ORI A MzonT

@

®

RIEMEMEREND BN 2 ERHBDT, REIOHFREIZHT- - Tid, F8IE
W (B, MR, s OFRERERUIE X BREOEES, BEs+
SATH Z &, o, BETSUTHE CT, MiEv—b—S0REY EHT
HTk,

infusion reaction 233 512415 = L 133 4., infusion reaction 78R BILIZIBEIT
W, EOARMERITO & & LI, ERBEET S E TEEORES IS
TAHZE,

FRBEEEER S GO D L E R DO T, FH OB EREEEIR USSR
TILERAIC FIRBMERERE (TSH, M5EE T3, I T4 B0ORE) 2XEET2
&,

MFRREEENRL LDNA Z ENRHAD T, FEIOBSEEET RO SHE I
EHIAGICITHEERREE (AST. ALT, y-GTP. AP, VY AP LL0HE) 3£
TBH-E,

SEIER UBARVICEEREAREESD) SOBERREENHLDND
IEDBHBHOT, FHHZIROBEOFELHERTI L, £, BOREN
BOLNEHEEITE, HONCEREELSR I L )BETHRETI L,
FROTEIZ LY BEOHRERIGITER T3 B2 558k 4 REBLONFEE
BHobhdIleédilbs, EENRRDLALESIE, BELEERIILUE
By 2R R & R 2 B[N & EHE L CE S EMNR ATV, BED&E
IS X ARWER SN A BEE I, FROWRE TP IE, RORIERE R
NECRIOBREEEFZFETHI L, 2B, BIBREESALECOREIZ LRI
HOMENES LRRWEAIZIE, BB EERLT - HS OB F 0B
LEETHI L,

TERTHR, BOEMPLEVARB L CHLEERNRRRT 2 LB 510,

AROBERTRICHLEWERORERIZ+SICEETD 2 &, .

1 BRI (BIE 1 BERB 2 EE) Bbobh, BREES N7 ==
WEDZENHHOT, A, Bl RHZSEOEROBRLMEED & IZ+
SERTAZE, 1BERBREDLNEBEIZIEEEZPEL, A2 Y 8
ROBEESSEOBENRMEETI Z &,

FRIOBEREEBICH VT, BEEEPS O A, TR, BE5MENE 1 40
T 3EHER SR T LA OEFE T TCWE D E3EEID . AFRES T TR
I EERE CHROEREITO I &,
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A AHEET A R A
NATrY X7 (EETHEEEZ)
(BE5E4 A PA— AT 20mg, ¥4 b —F SR 100 mg)
~EEEAE~

TRk 2 942 A (ERE2 941 2 AMED)
A A



HiK

Ui

AR OB, TERKE

B PR AL

i AN
BExBL s EE
BEELTEETEHE

A A

P2
P3
P4
P11
P13
P14




| B = VY. p]

CEESOFYNE - BEHORROZOHIZE, BN TESICE SO EEERERAS RS
bhd, b, EEORSERTOERIC LY, FEERS 2 & OESM2EHIERR
FEESVPFRE SN T ChoOEESFERLELRBEICRETD Z L NARED
L 2> TRV BRAMECEE L WEOERTE 2016 (ERL 28 £6 A 2 ABEHRE)
KBNTH., EFNEESEOFEROREMHEEZRIZ L EIRTWS
%E’iﬁ{/ﬁﬂqﬁ%fhlz%aﬂi %E{}ﬁfﬁ%’ﬁﬁﬁfﬂ 77 /{)1/7}>E%Ta)lgmnn & HH & A B

RBHTZLEDBDHD, TOD. AHERUCEEECHET 2FRS 28T 2 ToR.
WMHERLOBEABZII I ENYFINIBF LT LTERT L E & bio, BHE
IHMEBERXEE E B ERARER— KEOD?FF%T%KT[%%EEE@T{E}%
THILENEETHD, _

LMo T, BHA K54 Tl BERERS - nifh%gnrm5t%%%%
BEMRMIIESE,
FEROEESERE =T,

. mﬁ%b74/m mjﬁ&%AiﬁmEﬁ%%%Aﬁﬁ A&&@&AHK
g R Ny 2 ~ﬁ&l&k&$ﬁﬁﬂﬂﬁx&0ﬁﬁﬁlﬁAaﬁ&ﬁﬂ 205
m%kﬁﬁbto=

ABER LB

LT OERGORKEAEREZHEET ZERAP LLEREN, B2

HNEERDEES

HE L dRE TR

HAERDMERURE

B R R EE

C RIGUIBRT AR NN R ANE
CEEC BRAIE, AT XA+ (EEFEEL) LT

Fof B FREE 20 mg, %4%»*55ﬁ%&1mmgﬁ—
i ATl X+ (BETFEHRL)

B 2mg/kg ((KE) % 3 EEERT 30 ST CEAHEHET 5,

I

MSD Britett . i
_ |

|



2. AFORH. ERERF

XA A—F ATBHE20mg BT 100mg (—ik% o o) Xv7 (FE 748
Z). BT TA# Ev5 )00k, PD-1 (programmed cell death-1) &F DU H > K TH
5 PD-LI RUPD-L2 L O SR EHEEET S . b Me G4 £/ 7 0 —F B TH D,

PD-1 #3813 T Ml fo B Bs AR 2> DRI B T DI S A MR 3 R B 3 5 = 2 s e il
AA oF T, PD-1 I3, EELRECBWUESR THROMBREDCERL, HER
ERSERFUALENITRRE R RERIS 26T 5, T72bb, PD-1 XU H I FEE
BTAI LTI VHBESERICL SV FVEESBICHET ASEETH S, PDLI
OEFHBICBTA2RBIZOTHTHLIB Z< OPAMIETIITHROBEZMLD
EEBREICRIR L TWA, BAMBIZET S PD-L1 OEFEBRIL, Sllns, B,
FHEmE, SREE, B/ NIIMESE OB 2PRATFRTAREAFTH Y, MndrEgl
OAEBEREBE IR TN,

%’f:;&coﬁwwﬁmﬁim:}%& PD-L1 %iﬁaﬁaﬁéﬁﬁa% PD-1 & PD-L1 ORIEITIELD
R IR CTEERRHEHE &ﬁ=m%énrio 0. TN ATRBOEN L L
THIFIh TN, :

AHFiX, PD-1 & PD-L1 J&U\ PD-L2 (DF»ET} HROFEREET &L, BE
HNBETOEESRNEREENET U v REEE L S8 REERE 2 BEE e
5T & CHEEGRZBET 5,

KHIOEREF T ES BEOAER I L EWERERH bbh. BEEIIFETIC
ELHEELRSH D, FRORESFTRUTEREGE i BEOEEF ATV, EERR
HLNTHEITE, BRLERIC F“L?"_%Fﬁéﬁf;ﬂ?"&&fx%ﬁ%ﬁo%ﬁaﬁ&@%L(;@
YRR 1TV BECRERISIC L ARERBRDR 2B/, BIBREE AL
T H DR EEOERAEEIT I LER D S,




3. FEEDERUHE
JI‘"E%?"‘@H??T r‘ﬁﬁ&iéﬂémﬁ BRI % 4T - T BB R REB O R 2R~ 7,

%5 E] .
@@W%Ibm?ﬁtﬁﬁ (KEYNOTE-041 &)
EFEROROEIAEY) AT EEFEEZ) CIF 4B aw7)] 11h3,)
FEER2 LUACETCOLERERZE T 2RV TERELERAE RS 42 4
(SRR RR 37 §) &Bic, A% 2 mgke 3EMAR CIF TQW) &1 5,)
BEOEHER OREESRE SN, 235, BT CEAETHED b BEI,
FREEIT 2 RTERERD b2V EORENICEE L TV D BE T KEUEOE
B CRAETPBDOND ETARORSEHIET 5 2 L B E Shic, TET
B H T 5 B4 % [RECIST FA BT A 11 RIS EEDS < PRAFEIC L 558423 (CR)
XITERSYERD (PRY] 1. 24% (O5%IEHEXH : 12~41) Thotk, BB, FANIHRE
Lf:EéH@:t 10% T o7z, o

@iEE N FAFRER (KEYNOTE-002 #58)- :
4 EY A*«ﬂ:cl:f'é?ﬁﬁ%%%’@“%%ﬁ?ﬁ‘uﬂlﬁ%ﬁﬁ“é&%ﬁ%ﬁﬂifﬁfé%ﬁ%:\ KH 2
mgkg Q3W 5 K U 10 me/kg QAW B EDFEER UE RN, (LFRE (KA Yy
YoFEYRI R, AVRTGTFL, ATV FRRANBIARTZFo+0 Y F%
e, PTTICC B 2 ),) &R LTREShE, 25, BRI CREET

B bNEESI, RBET TR ITERBBL L2V EDEEKBICEELTHVEE
%"'C%;’t YRIEI LR BT TRBETSEH b D ir#:%@#i—’i%fﬂiﬁ?é &M
A& Shi, EEFEHERB IZeATHRE (08) &U%t%ﬁﬁfﬁﬁf“ﬁ (PFS) & &h.
AR CFRRE L L—l:ﬁ LT, PFS#HEIES LT, _

1 FEMERHE (KEYNOTE-002 3E8)

A# 2 mg/kg AH 10 mg/kg LSRR
Q3W Q3W
: : (180 #1) (181 f1) {179 1)
os | fRfE [(A] 134 14.7 11.0
(95%CT) (11.0, 16.4) (11.3,19.5) (8.9, 13.8)
~P— FEE 0.86 - 0.74 -
(95%CI) (0.67, 1.10) (0.57, 0.96) —
P " 0.1173 0.0106 _
PFS™ | thsfE [A] 2.9 2.9 27
(95%CI) (2.8,3.8) (28,47 (2.5,2.8)
ANHF— R 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P (" < 0.0001 <0.0001

CI{E#HERM. *1: RECIST H 1 K7 L1 RICES < SRR ERVEREMEC L 5548,
*2 2 JERI Cox Fefi— W70 X DI RE L Dk,

4

3 BRe ST oI RRTE




100
507
80—_
70
€ 60 1
B 50
i
# 40 1
30
201 .
Wy :
D 3 6 9 12 15 18 21 24 27 30 33 36
at riski : T [3] ) _ _
EH2mg/kg Q3W 180 131 95 70 61 B & I ¢
A#10mg/kg Q3W 181 138 99 79 67 12 -0
{L¥Res 179 115 80 60 48 9 o
OS @ Kaplan-Meier Eiff
|
|
|
at risk® EEmE R[]

A 2mg/kg Q3W 180 153 74 53 26 9 4 2
FH10mgkg Q3W 181 158 82 55 39 15 5 1
{L¥8p 179 128 43 22 15 4 2 1

PFS @ Kaplan-Meier fii5



QS FEERE (KEYNOTE-006 #5k)
A b= T BBREOLVOEA E U AT EFER 1 LU A ETOMLE
FEEZ AT RAIRTE2BEEEIERE 2RI, F4] 10 mgkg Q3W BER U
10 mgkg 2 BERRE (UTF (W) L1 5,) BEOEDERCREHR, A1) L~
TEMBE LTRI SNE, 2B, BRI TREEITIRD bRBEI, BRI
FRTIER D bRV EOIRINCZE LTV 5 B T, KESOE ST
ERETARD LN D ETAFIOBELMET D 2 L WAL Shit, TEFMER
LAEHFHE (BUF T0S) 2 3,) BRUMERIEATEME (LUF TPES] &115,) & &k,
AFEA LY 2w 7 LHEILT, 08 RUPFS # 5 BIER L7,
22 HHMERGE (XKEYNOTE-006 &%)

Ay b

Al 10 mg/ke 7<% 10 mg/kg
. Q3W. Q2W
T (277 ) (279 f41) (278 f41)
os™ | fdfm [BE] |~ NE. NE " NE. .. .
-~ (95%CD . (NE, NE) . (NE, NE) (13,NE) -
N — FH 0.69 _ 0.63 : :
(95%CI) (0.52, 0.90) {0.47,0.83) -
p " 0.00358 0.00052
PFS™ | e [A] 4.1 5.5 2.8
- f (95%CI) (2.9, 6.9) (3.4, 6.9) (2.8,2.9)
Y- RERE 0.58 0.58
(95%CT) (0.47,0.72) (0.46,0.72) -
PiE" < 0.00001 <0.00001

CI: KM, NE: #ERT, *1 : PRFIEOT—& (20154E3 3 Bhy A7, 2 8
Bl Cox Hefil ¥ — FEFAIC L BA EY b=l L OB *3 B0 Y5 2 BiE. *4: RECIST
HA RZA 211 BUCE-S IS Lo BB E L UIEEHEMEIC L S5HE. *5 - PHESERED
F—4 (04 9H3AHy b T)



190 _: 2 "
807

| _7'0_'_-. :

g 607 .

# 50 .

%'40’ ]
38.: o m1&ngfngM .
207 oo FMTEREQW
0] — CEULTT

PFS ¢ Kaplan-Meier fhig

G 2 4 6 8 10 12 14 16 i8
at risk2 SHEHMIA |
FB10mg/kg Q2W 279 266 248 233 219 212 177 67 19 0O
FE10mg/kg Q3W 277 266 251 238 215 202 158 71 18 0
AULTT 278 242 212 188 169 157 117 51 17 0O

0s » Kaplan-Meier g
e e e A HONTIR K QW
[ Mfﬁng/kg Q3w
e o P T
' ‘%r;;m :
Ms‘z@:’f"ﬁ
o %<§§@%%W ; i .
%%%%%4—‘
T
b
8!
-
|111i¥||| T
12 14
at risk®y SREdFAR (B]
mwmg/kg QIW 279 231 147 98 49 7 2 0
FE10mg/kg Q3W 277 235 133 g5 53 7 1 1
AFULTT 278 186 88 42 18 N 0




[Z21k] o
'(DEPE b RS (KEYNOTE-041 BER)

HEERIT, 4142 51 (97.6%) RD LI, MREL ORREEAEECERVES
CESIT, MMNﬂ(mwm%wmb&hmo%ﬁ#%S%ML@@W%iT%W&k@T

' %oﬂ,o

% 3 %E"Edr‘ﬁ\ S%MJ::@&%U‘H’% (AT R )
Bl (%)
CEE ﬁ'lﬁj}?%i (80C: System Organ Class). )
HAFE (PT: Preferred Term) 2 mgﬂ;fi (;IJSWﬂi
{MedDRA ver.18.0} .
) 2 Grades Grades 3 Ll I

2RIER ~ 34 (81.0) 8 (19.0)

FANRGELEETI ) NF AT =2TFF 3 (11 0 (0.0)
SEREERECE : 3 7.1 0 (0.0)

EOEE _ (14.3) o (0.0)
BRk RSB E ' ' 6 (14.3) 0 (0.0)
AFtEHR - ' _ 3. (1D 0 (0.0}

. REMIER 1F 24%) | Kk - BEO TR 2 (48%) | FFiskE 3
F (7.1%) . TEAEEREE 2 # (4.8%) . FIRIBEEEERES 6 7l (14.3%) | infusion reaction’
1B (24%) BRUSE SBEZE 141 (24%) TR®OBAE, Fh, #EES (¥
LR | BHAEEE (ROTREEEEAS) | BITEES. | BERE. 5B
RS (SRR, SR, BRI | Bk, ?”-ﬁﬁf@%r‘
BEGEAE. I - BB, DEK, REMEL/MURO SR, ERARLR U
FEREEIIED bR o Tz,

QUESNE T AEER (REYNOTE-002 %)

HEESIT.2 mgkg Q3W BF 172/178 51 (96.6%) . 10 mg/kg Q3W B 178/179 441 (99.4%)
BORICC BE 167/171 1 (97.7%) 2R b, BRBRIE: ORRBEEBERTETERVESE
BT, FRER 121178 ] (68.0%) . 1337179 B (74.3%) RO 138171 4 (80.7%)
IO BN, WTRAOBE TEEEYR SYUEOBERIITEND LB CTh T,



F 4 WFROFECRBEN S%LL L ORER (£ ﬁ‘l"ﬁﬁ#ﬁr‘?%&l)

TRIKSIE (SOC: System Organ C]ass) _ - g (%) o
ifi (PT: Preferred Term) . Dl 2 mg;‘;{?gg%]’)wﬁﬁ ©oo 1o mg{l‘% {%SWK}‘: : Sl I]%?g
. . i
(MEd?FA ver.18.0) . : “£(rades Grades 384 1= 2Grades: . Grades 3LA L - $Grades Grades 321 L
2EHER 121 (68.0) 20 {11.2} 133 (74.3) 25 (14.0} 38 (80.7) 45 {26.3)

Fi 528 1 {0.6) 7 (39 0 (@0) 35 (205 9 (53
[ e BB S0 {00) 0. {0.0) 0. -(00). 0 @) 14 (32 6 (3.5}
B PR GE CUTUO) 0TTOTTT LTme)Y 0 (0l 14 @R2) 6 (35)
BN O A 1 § I I (111) I (08). 1 ©6) 16 (94 4 (23

3.1 ()] 9 (50) 0 (00) 2 g2 0 0.0

{20.8) CU00) 42 (235) o 0- . (0.0 6 (35 0 0.0)

z . (11.8) .0y, 18 (101 0 {0.03 8 @n 0 (0.0
BRRESREE o : ey (0.6) -7 10 (5.6 1.7(06 0 08 0 0.0
HEE LB . (5.6) {0.0) 9  (5.0). .0 (0.0} 2 (12) 0 {0.0)

72352 mg/kg Q3W B R U 10 me/kg Q3W BEIZ BV CERE . I HERE AR 1 41 (0.6%)
B4l 22%)  KIBR - EEOTH 16 (0.6%) RU6H (3.4%) . BREEE (¥
- N L—EERSE) 2 #1(1.1%) RO 0 ITHEEEIEE 13 41 (7.3%) B U 15 61 (8.4%) .
BN (RAERIEIERE) 161 (06%) RO (0.6%) . FREERE 1
il (0.6%) BUV3 G (1.7%) . FORESHEEERSE 14 7] (7.9%) ROV 15 6 (8.4%) . infusion
reaction 2 i (1.1%) RUF3 61 (1.7%) . BEOREEE (FREHEREGER. $HC
B, IEFERHEL) 141 (0.6%) RULHI (0.6%) . BEZE L (0.6%) RO B, BREM
HENGE O IR ] (0.6%) . AMEE - fEBER O IR T 1 81 (0.6%) , ENCSESE
KOBIRT2H (1.1%) TRDLRhE, £, BISEE, | 2UERA. 4 - BEUhE
iR DA, SREEMEM /R MR, B i R ONRIEERESERE D b iedno
7




O ETERE (REYNOTE-006 F5R)
BHEHERIT, 10 mgkg Q3W 7¥ 264/277 51 (95.3%) . 10 mg/kg Q2W ¥ 275/278 51 (98.9%)
B UM IPLRE 239/256 # (93.4%) ICRRD LI, BRI L ORRBERVIBTETELVWRESE
Hd, FREN 2020277 B (72.9%) . 2217278 ) (79.5%) BT 187/256 i (73.0%) =
LN, WTENDBOBTHRERN YU LOBHERIZITED L BY Thotr,
25 VPN OBTREASRS S% LOEER (RAMERFRER)

HE (%)
BEFRSHE (80C: System Organ Class) .
. 10 mg/kg QAWHY 10 mpfkg Q2WEE TPIEE
, FEATE (PT: Preferred Term) 7 . _ 27861 25615
MedDRA ver.18.0) 2 (Grades Grades 3L - % Grades Grades3 21 1= 2 CGrades Grades 381
2EER S 202 (729 28 (100} 221 (79.5) 37  (133) 187 (7300 51 (19.9)

5 0

®1n 0 0o 6 - Q23) 1 ©4)

Tl 32 (116 1 @4 26 (04 0 @B 13 G 2 (08
Ehr 6 22 o0 N 19 (68 I (04 520 1 0.4

3 - : . D39 - (4.0 0.0 40 (144) (0.0) - 65, © (25.4)
g3 S 37 (34 0 (00 41 (47 0 00 37 (45 2 (0.8)
BEMARK R 31 (L) 0 00 25 (94) 00 4 (1.6 £0.0)

7235, 10 mgkg Q3W BE R TN 10 mg/kg QQW BRI B CEIL-E R, B IE R 4 51 (1.4%)
BOVL L (04%) . KIBds - BEOTH 105 (3.6%) KU 13§ (4.7%) . gk
(FFy  NL—FEEREE) 26 (0.7%) RU0F, FHEERE 146 (5.1%) KU23
1 (8.3%) . BEEREEE (RMERMEEERE) 26 (0.7%) RU1H (04%) . T
SHEREIEE 1 ] (04%) RO 1H (04%) . HURIREERERES 28l (101%) R U333
(11.9%) . BIBREE 16 (0.4%) KUF2 1 (0.7%) . infusion reaction 7 il (2.5%) K&
OSf (1.8%) . 1 BUEERAS 1 {7 (04%) RU0 M, BECRGES (FREHERRER
B, S, EHFEES) O ®B U (04%) | L LB (0.4%) B U1 (0.4%) |
fhde - REAUHHRIARAE 1 7 (0.4%) ROt O . AMZe - BEBEZE 0 BTN 1 ] (0.4%) . i
B S 3 F (1.1%) ROl (04%) TRobhi-, £/, BEESEIE.
OFhge, o thin R SRR . MR M R DRFEREBIIRD bh i ho e,

=]
=]

10




4. MEERiZoWnT :

RS L U CTHEANERE (2fF8E) ﬁlﬁﬁ%ﬂ'ﬁ\é Lo, “:Lu Zin A 2 E Y]
IEMTELHWRTHAILENH D, F0O LT, AHOEERE R EE 2B - 52
L. KHOBRSIZ IV EREREWERZRBR LZBICHE T3 Z ¢80 EARTD, UTo
O~@OT_ATHEBETHRIIBNTHEET I ETHB,

O HEITONWT .
®-1 7?“603 (1) ~ (5) @b\ThbacmﬁiéTéﬁ" P THDLH I,

) EAEBEREREET S0 A DI LSRR (TR A I S
*m@maa%@%mar& mﬁm&wﬁr&@e>(ﬁﬁzw@Agiaﬁﬁ:"

434 HEak
(2) FeEHEHEIRET (41522956& | RS : 85 MRk

() MR RA IS 555 A BT (FADTESIEEAS. FADIEE

BHRmRE. BADTELHSERE R )

(4) SRRACEEFRIEE R RRIE L, ATACSBUNEL 1 RISl RS 2 DRI

IR BB 217> T D HEE% (4“—5228%7)% 1 B ¢ 2540 HEsk)

() FEMRSALS ERINE OMREEIC RS B &7 > VB (PR 284 7

A1 BEE 1290)1,.:&)

D2 %ﬁ%&@@m#ﬁﬁﬁwﬁﬁﬁ%ﬁﬁéﬁm (A L b R ST
(FROVTRCHEST HEM) 7. UEDIHOAAICHT HWROTUEE L LT

Eé‘%éﬂfb\é&:&o- ‘
¥

. L—_ﬁﬁfﬁ—?ﬁ%{ﬁ 2 %@@%H{#%%T L=z 5 ﬁUka)?ﬁ‘h?"‘ﬁd)E@D{%}?{#%
ToTnaAZE, 9 1'9 2 &JJ\J: :L’ 753/&/%%}?%%32: Lt%ﬁrﬂ%%w@%ﬂ"
{7l oTWBT &, '

+  EMRFFIREE 2 %ﬁ%%@fﬂ“%ﬁ? Lﬁ.f?“ 5 EUJ:OD&J%E%HQ%”'\%@EE
FRERERAL TSI L.

@ hﬁ@i%m%ﬁMﬁwwﬁ_owf

ERSEHE IR T 3 BEENEE SN, %%ﬁ%#&@ﬁﬁwm A - 2l
PESEEAIFMOFTEL CBEMSICT 2 B R, FEESNRELEBE0BEE
B, SRR HIMIThN A SN B-TNE T L,

11



@ BIYER~DOXRIZoWT

@-1 BHERRRFORGHHEICE T2 824
MEMERERSEOEELBERMNRAE LB, 24 FFMAREERHOT. g, SWEER T
HEFRICBWT, BRUZRERIIE L CAREEE R CT E0RIER DB HE
R ORRNY B FICELNL., EBICHSARERERSE - THSE T b,

@2 BEFEEFFICLIFEESGICET BN

BABEICED DEMN MR R URELFE T2 Eﬁ?fﬁfﬁ%’“ﬁ@ ﬂEFHSE VT %
BOREROAL J—= 0 T ETVERE L FREZ IR TE D F— 2EFEH P ERH
EhTWaZ &, 2B, BEkHz>NT, PABE L FOREBEIZSICBMIhTH
DI &,

@-3 BUEAORET-CHISIZE LT

BIER (MEMRRECMA, KB - EEOTH, FFlERE. BEREE (REF
RIEAEBERE) . ASWEE (TEEEERE. FIRIREERSE, BIBEERS) (1
BUBERIA. 5 & 0Kk, MRk - BUBUBIARE. Bk, EEOREEE (UEIRIRER
. BRHEE, BOREES) | infusion reaction, M - REIEA. EIEMEEIIE. 1R
F(FT - S EREE) | DEHR, REMERAMRED EEREE, EatEEm, R
FEBFE) TR LT, SRR ULIBEEREEOEMME 2 E T D EM S EE U (BIfE
HoOZEPaiticB L TRERUXEZZT ONIRFICHD T L) | HHICEYRML
BRTEAERMBE-TVBIE,

Iﬁﬂ}

12



5. BB L LBE
[tz f@4 aEE] TR
O TEHEIEMTIEFICOVTHAEROBERHES L AN TWS I Ls, &5 5217

hianZ &,
© FHIORS kﬁbﬁﬂfW%&ﬁm&éﬁﬁ

@ REMOFMIZBW TFRICERE T 2 BEF T VT, FHiOTGTHE 2N
PR, MOBFEEREPR2VWESEEIRY ., BEREHZERTLZE2EBETE S,
o HEEMREBOEHIBEOH HRBHE
«  EEREERE CHERE 2R 5 BE R OTEEMEO U BRI o R gt
EOMITREEECRALNDEBE
v HOHRERBOSH, TEBENLE L BRSO R CRAEKBOBRTRD
HOHEE .
o [EERAEE (EOBMIREREELE D) 0boEE
s ECOG Performance Status 3-4 =V O BE
(Eﬁ&h%?é%ﬁ] : ' S 2
® %%ﬁ&@ﬁﬁw$%&0&%§&%®%é$% WTK%®%¢&#T$%
T3,
SR MMFﬁﬁ?K%%%?6$% WT@ HMF@iﬁ ié%ﬁ%%ﬁ
THL &,
@ THRICEMTAFFOBFERVCERFEIC2WTR, FAROFHESEIL I TR

LY, AAIO#RERRE L2,
o B EBI{EESE,
O FEMIERA & O,

@D ECOG 0 Performance Status (PS)

| Score piEE =)
0 | 2<HBEAERTED, BEELELBEEESRRE T D,
1 PRI LD EEERBIR S 508, TR T, BEEPE > ToEEIRTH L B¢ 5,
- iV ETEL, HERE
9 WATAE TE OB OEY O L T~ TAaEEAERII TE v, BHo s0%L i~y A

L Py

BENEESOEOBERDOIEUNTELY, AFO B0%LLEER~y FARTTRIT,

B AY, BAOEOEN O LEE TERV, BRIy Fa#T TR,

13




6. BELBLTEET 5

@ FASCESIIN L, MAEARFEEE PR T 5 BRI B0 & AF ORI R O IE AR
BOT- DI B FHE T EE L CHhoERTH T L,

@ EEBEBICELL, BEXIEIZOFRCFHERGEREE-H0EFAL. AEZE
ThHbRETHI L,

@ FRBEMERAO~=R T AL M2 T

BEMMEERDLDLNA L EBHE0T, BAOETEEIZH - TiL, FIEME
(B, MR, %) OREFELUIEE X fREoE RS, #HEr+
SICAT O T L. Eio, BB U THEE CT m{ﬁv—ﬂ—%wiﬁﬁ%iﬁﬁﬂ'
AT L,

infusion reaction X HLHOND T EBH B, lnfuswn reaction BB LI EEIC
= Y E@J@M%%ﬁro & EHIz, f“«bk#lﬁhﬁ’é‘%i'(%%@#%%"l"%h@ﬂ%
L

SN T a["-’%?ﬁ‘é‘&%bhé: LB BDT, AFM O 5 FHE U5 HH
I EAI AR IRER AR (TSH, EEEf T3, Wit T4 Z£olE) 2#EM42
&,

JFREEER H BN D Z A DT, AF|OF: 5B AR O S 1R
EHHC AT ERE (AST. ALT. y-GTP. AP, C UL SORIE) 2%
THILE,

SEIEK URERARUCIE —%ﬁﬁi"‘%a{i’) EOEERZREE LGRS
ZEBHLHDOT, EHMICEOEEOFELERTAIZE, . BORENR
RO BNIESE, BERhERSEEZER T AL OBRELIEE T L,
Z‘Kﬁl}@&%ki D, BEOCRERINIERT 2 EE L O L REREME
BHELPONDZ RS, BESBRDLLNZHEAITR, BELEESIISCR
BRAYAERR & RB A FOEM & EE L TEYRERRE R TV, BE ORE
FRSIC L ABIER B ELN LA, FHOERER IZPIE, RUEBIEREF
NECRIOBRGEZERTLHIE, BB, ARRERLVEOREICL VEIE
RoOWEPFED I WESITE, BITRE R NAE LA OEEME A 3N

LEETAH L,

BEETEH, BER»H I AEE L THOENERMEBHTAZ L3 b 51D
AEOTE SR TEICOREROBRII-SICEETLZ L,

1 BUBERRE (BE 1 BUERB 2 Se) Abbbh, BEFEEY b7 =2
WKELHILXRHLOT, AR, Bl BEEOEROBRLMBEMED EF I
SEETBH L, 1mﬁﬁrm&bnt% IR EREIEL, AR Y R
AoOBREE0@EORAELZITO Z

@ FHOERRFERIZBNT, &i’f%ﬁﬁ%% 37 RUAN. LB, &N 1
SR 6 W Z L ITHE OB EIT o TV Z & 28E 0 AR S DI ESMN
IR OMERREIT > 2 &,
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e HEET A R4
RAh7ul Xvd (BT
(R4 A P —F GEHE 20 mg, ¥4 FL—F SHEHE 100 mg)
~EHER XU o E~

$ﬁ29¢11ﬁ($ﬁ29$125&?)
JRET @A



SR/

AR A e

RRIDRE 1R

BEPR AR

ERRIZDOUVNT ,
BEMG L DBRE
BEBELUCEET <& HE

P2
P3.

P4

P6
P8
P9




1. LS

EELOBEME - BLMOEOOITE, BETELSCESWEEERFERIRD
bEND, Ehiz, IFEORBENOEIICL Y, HEAESER L FOEHRN2HTRIERE
FEERBERENAIPT T, INLOEEGSEEICLERBEICEL T/ Z L BEBO
L - THEY REMEEE & S OEFRITH 2016 (FL 2846 A 2 HEERE)
IRWTH, EFMEEZEOFEROREEERRLIZ L EEh TS, .

FRERBFEELT., BEERARCESE o 7 7 A VRBTFOEREL LB LMCE
RABZENDHD, TOD, HHMERCESMICET A HEEA 25T 5 £ TOM.
UEEERGOBEZBIZTHEPFINIBEITH LUTERTE &I, BlIE
ARFE U NERGERE & D2 LB EREL - EOBES 2T EREE CER
THLEREETH D,

L7ehioT, BKHA R4 Tk, BREERINLETIELN TV A ESRREEY -
BEMRMICESE, UToOERLOEEEMRPFET 2B A0 b L ELREHF, X
FROUBEFHEETT,

B BRI A FI A i SITBIENEIRS EEEASRAR SN, ASHEIEARE
BRI e, — MR A B RERARESE U—REFEA B ARLERYS OB I0
b EERL LT,

WL BEESR XA b—F SETEE 20mg, XA F—F AFERE 100mg (—
L e Tn ) AvT (BEFEREL)

SRERIMENIHE - BRUIEREOTHRAR X Y LoVE

HRLLARERTRE B, AR, RaT7rl A7 (ﬁ{i’:%’:ﬂ%ﬁ%i) ELT, 1
| 200 mg % 3 AN T 30 ST CARNEET 5,

Bl 35 IR 3F % F  MSD B AR




2. FFRIOFH. (ERBRF
CF A RA—F BHETE 20 mg RO 100 mg (—ikA - AT e X7 GEETFHER
Z)Y, LUF T&HF) Lvvd,) &, PD-1 (programmed cell death-1) DY H 2 N TH
A PD-L1 ROPD-L2 ¢ OF AR EFEHEET S b MG £/ 2 a—F AHETH B,
PD-1 2 HE 1 T HIfR RE B A bk 272 DSBS AR AT 5 ksl
AA »F T, PD-1 4, BEASREICS O TESER T HtoMBEEICERL, ok
BERISE STALEIER e RERGE /BT 5, T7bb, PD-1 BRI FT L FEHE
BTAI LI VRRZRFIC L VAT EERAIHET 2ZEETH D, PDLI
EFHEECBT 2RI TNTHIN E<OPAMETE THRROME 22 5
ECBRICHEE LTS, MAMARICE TS PDL1 OEREEE, B, S,
Frmpess, SRR, J/NIaE X xR A TPERERFTH Y, BWERE
EOFBEMEREE IR TV A,
BEONRAOERNTHE & PD-L1 REREOME ML L, PD-1 9: PD-L1 ORHITEED
REEREC BV TEEREEIZE) Z EREINTEY . B ABRROEN S L
THRFERL TS, :
ZHFiX, PD-1 & PD-L1 RUPD-L2 O Y & F@ﬁtA%ﬁﬂiﬁ“é 2: &y, EE
B NBE R OSES BARIREESE T VY ke Emil S8 FEERE 5 Bt
B Tﬁﬂgﬁf;ﬁ%%%ﬁ%ﬁ%

K%HGDVE%J}'%%F?K%’5<S@W@%VELF‘G%CJ:Z}E‘ HWERE S & bbh, ERXEETIC
ELHRENHD, FHROREPRURERIZT, BEOHEELHFICTV. EENR
B LN HEITIE, B L HRITIS LB My ms & ERe -0 EM & EiE L UFE
WRERBZ T, BEORERISC L HEERREDN 2 BAICIE. BIBKESL
EUHIOREEDOEIRNE LT I LEL D D,

|
|



3. BEFRRUHR o
BETEREORRAF Y //\E;@@ﬁ\ Rl &7 - o ERERRBRO
ﬁfn&'n"é‘ PR

L] SR o
ERSIERIS TR (KEYNOTE 087:&5%) N R

CERETENAME OISR U ) NEERE (210 0 BARAN 10 FlEET) DR

FO3o02R— L EXRIC A 200 me 3 Eﬁﬁﬁﬁﬁgé&-@mﬁmfmog@mu@ﬁ

ahi, : .

E%ﬂ‘lﬁl#fﬁﬂﬂ@ﬁﬁﬁ fi‘i . Tkl REFUCL 5%%%%;&?:‘“

- (=F—bD) _
E?ﬁ‘lﬁlﬁ?—ﬁﬂﬂ@f%ﬁ??@ﬁff%@ S WA PR S o f\}‘ﬁc-/;_c};g,;&,%gr
REEE (aF— b2 _

- BEEmMEMIEBEEITRIC, Ty T x\}\f/;_g;éfhﬁ (— I&JAE
TR CEIEO—R £ LTOT LY %o T < KT L BHRRITE S
72N ’i’%ﬁ‘tlﬂf;wﬁ% (27— k3)

tcia @{%Hﬁrﬁ%@ﬁﬁa esbB:m‘_ &, ﬁ%@ﬁ&w#fﬁm &br‘ohr‘;w
FORMERINCEE L T 5 BE Tk, KESEOH GFM TREBEETHEROONEET
KR OBE G2 oL NTAREE SR, FEFMEE THAEDE T WG
criteria (2007} IZE-S FRPEIC L D5%LEY (CR) ITHHES (PR) OFIE)
HE1OLBY Tholo B, FRICHREINAZBEESEDRE. wWFhoak—1+
20% THoTo,

#£1 APMERS (KEYNOTE-087 &)

2iR— M1 aR— b2 IR~ k3

(695) (814 (6041)

5e2%% (CR) 15 (21.7) 18 (22.2) 13 (21.7)

p_— War#EE (PR) 35 (50.7) 35 (43.2) 27 (45.0)
(%) ZE (SD) 13 (18.8) 9 (11.1) 13 21.7)
ST (PD) 3 (4.3) 17 (21.0) 7 (1.7

I A 3 (4.3) 2 (2.5) 0

EZ% (CR+PR) (%) 72.5 65.4 66.7

(95%fEHE X ) (604, 82.5) (54.0,75.7) (53.3,78.3)




[Zep]
EREFS T HAR (KEYNOTE-087 3R&) . . T
CHEESIFRBEAT 202210 # (96.2%) IZFRB Ll BIFER L 144/210 71 (68.6%)
WZE BT, FRIRBER %LU LOBHERITE 20 LB Thot,

K2 RIER SULLORIER (ELMAIERER)

FERKSE (80C: System Organ Class) ﬁ%ﬁ% g/;zq)‘i

FEA5E (PT: Preferred Term) 2104
(MedDRA/T ver.19.0) % Grade Grades 30LL
=R - 44 (686) . | 23 . (110)

2, RIEMEIERIT 6 01 (2.9%). KIB% - BEOTHNE 3 #1 (1.4%) . whEiEE
(X7 AL—EFERES) 13161 (0.5%). FFEREREER 8 6 (3.8%). FIRREGEE
MEE 13 29 11 (13.8%) | f5 2% - BB AR RAARAE 12 2 441 (1.0%) . Infusion reaction 13 17 %1 (8.1%) .
BESELIT 2 B (1.0%) BRI 1 # (05%) TREYLAE, £/, BEEOK
RElEE (RRERSIRIRERRE, 208, EREES), TEHRRERES. BB REEE,
1 BER . BHEEE (ROTMEERRS). Bk, EEGEE,. k- bRk,
SofEE f AR I PR SE R - B R R USREFERES IIRED bh o e,



4. FERRIZ-DWT AU
ARG E UTHANGERE (&ffE) SR Tna 2 ehh YEEHELHE
MEERTEOIHERTHILERH D, TOLT, KR OZE DB EBE BN - &
L, FFOREIZL D EELTEWEAZ R LRSS 2 2 EBSER70, BT
®®~®®Tﬁf%%timﬂmﬁwfﬁﬁﬁé&%f&éo

O HERITONT : ' L
O-1 TgEo 1) ~ ) @b\"ﬁ’m YT AR ThHD L,

(H BAESBAE ST 5 A DR SR e GERE FT RS ARSI R AR e

MRS ARSI I R 5)«:\ HOIR AR/ &) (R 29 854 A 1 H R 1434
HaER

(2) HFTEHERRIREE (k2046 A 1 EHF’%E 85 HiEY) -

(3) FEREMENEET AP ARIIIERR (A REOERLE EWT. mbﬂ%@ﬁ
AT, 2 ASIRERHEER R &)

@ SREFREELRE L. ARERIENE | 3B BIEINE 2 OHEgh L
IR DR EFIT> T DHEEY (CER 2847 A 1 BFEA @ 2540 FER)

() PEMEIEBRL T ERME O ERICR D BINET > TV AR (R 28 4 7
A1 HEEA - 1290 Y ' |

®-2 Eﬁ%%V%VUyﬂﬁ@k%ﬁ&&ﬁ@ﬁ%%ﬁ%bﬁfﬁ+ﬁtﬂ%&ﬁ
BRE RN (FEOWTRMIENST 3 ENM 25, YHBRE OARICET 5880
WIEF L THEIRTWAZ &,

*

. EERTIA 2 E O HTHE ST LItz 5 L O3 AR O B FHE 54T
STWBZ L, 95, 24 R, PAEYFRER2 X & LEBERESSOVTHELTT
o TWBI L, -

o ERGIFREGH 2FEOUIHMMER R T LERIC4FLU LOBREREE LTS D
L. 5h, 34EL RIT. ERSEEMEEONAESERE LSRR ESOFES
FToTWBI &, '

@ BRHNOEEMEBREBROEHICONT

EXEMMEFRETHRIIEETOIMIENEE SN, BESENLOBREQ, At - &
EMEEENEROTERVEMSINT 2 FRIEMS. FEELNRLE LIBE0RE
LT, ERFLHIITORAEHINE-THB I &,




@ EHERA~O®ITIZ 2T

-1 Higtfmliz B3 A8 BATR
MEEHERESEOEERBERNSREA LB, 24 BRREAROT, HMEMHEHRX
FREHERERICBWT, BRLUABWERIS U TAREERLD CT H£08IER &R &
ELRECEEFHAPILE LI, ESICRHEFERFHIE-STNDI L,

@2 ERUHEFICLIFEERNISICET 284

BABEICEDLIEMMLRABRECEREE T AEFRKEEENRERT=# Y
FEDEEROAI V- FEITOERE L ERELEF TE 5T — AEFEEK A E
HERTWA I &, A8, BEGHIISDVWT, BABE L Z0FERICHHICAMENT
WhHhIZ L, o

@-3 BMEROBEPRICELT o

BIVEA (BEESEEINL., RB% - BEOTH, FFEEES, BREEE R
SRR RE), NOWEE (FEASEES, TRIMSERS, BIBBERS) . 1
TR, Y5, Y - BEUTTEARE. Bk, BEOREEE (RS
P, SREE. EHXEIES) . infusion reaction. AM#E - §ElEX ., HEMBEE, HRE
E (X7 - SAU—ERRS) . OB%. REER/MRRA SRR, BAEER, &
HIREEE) TR LT, SR ULEBESRE O M T A EM LR L (@E
AOBERHSICE L TR UOEE L 2T b &HCH D 2 L) | b IEge
ERTEBEHIE-TVWA DL, - .
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[tk B+ 25 %IE]

© TRICEHTIBEFZ OV TRARORENER L ENTNE I b, BEET
PRWI &, -
. K%@ﬁ‘ﬁ%t@@ﬁ®%@ﬁ®%é%ﬁ

@ %%@&ﬁ_kwTTﬂ_ % B B VT, AR ST S0

. MOBFERES R WEEICRY, EEICAMZER T L 2EETE D,

« MEEMRAOSHUIBIEOH D BE

« BRMEGRE CEHEREER w5$%&0ﬁ@%®m%ﬁﬁmﬂ%ﬁﬁﬁwﬁ
FEDOMICREEEBIZ OIS BE

v HRAEREOED. XEMNLE L IEREO B CREEROEEED
@5*%

R %ﬁﬁ(ﬁm%m%%mﬁ%an)w%éﬁﬁ

. ECOGPaﬁrmmmeSmms}4(&”mﬁ“§

[l B 2 HIE] | o o
@ B SRS RS X TR A O B S A O Frihi AR D% v Y o
Nﬁ%ﬁg%wrﬁ%mﬁ%@ﬁ%énrwéo

@ TRIZZHTIBFHATIFHORERCERAFIEC W TIE, AFIOFHIEHR
B ENTEL T, FHOREHRE LB,
»  (RFEERIGEOBE,
s {hOFUERMESA L O,

@D BCOG O Performance Status (PS)
Score e

0 | 2<HEREETED, BANERUEEERIR2TAS,

FMEAGIZ B LWETEFIIR SN 58, FRITAHET, BEENE- TORERT I 8 TE 5,
Bl BRWETR, BEEE

BITTETHSOEOEY G LT TREESEERTER, AHRO S0%EL LT~y FATEIYT,

RENEEOORORIOI L LTERY, BROS0%LL EEXy i+ TR I,

LS RFER 8.8 ]

S TR, GH0H0RYOI FRETERY, B2y FhETFTRIT,




6. BEIBLUTHETEEE

O #@A3ESCmL., BERGEETNER T 2 EREFICESEXFO /MR UEIERE
Ao DIt LB REREY TSI EBE L ThbERTZZ L,

RRBIAIC B b, BELE ORRICHHERUERER oML, FERE
ThbEsTaoz s,

ERBMER ORI A MI2T

@

@

BEEMEREHLDLNLALZ EBHDOT, BRHOREIHT»Tit, FHIFE
W (BB, FRREEE, Z%) ORREUNE X SREOERSE, gL+
SFITH I &, Eio, LEIGUTER CT. I~ —A—F0ORELRT
5Tk,

infusion reaction 3% L35 Z & B 5, infusion reaction 38 bR AEHE A
. WERAEEZIT O & &bz, ERBEET S E CREORKEL DI EE

BT,

HURBSREIEE R S b D I E R B0 T, AKIOE 5 EMEET R U 53157
L ERROIC AR (TSH., BEBE T3, B T4 S0BIE) &1 3
P

AHSHEIEE R 5 b D = L b5 0T, AFIOR 5 EEATE C S M+
EMRNTFHEEIREE (AST, ALT. y-GTP, Al-P, B UL ZHORIE) 5
TAHI L,

FES B IHARVIEESEELET) S0EERRBEERLLDNRD
IENRHEOT, FEHHCROBREORELHSET AL, . BOREHR
B LRSS, EPHCERBEY SR T L) REREE TSI L,
AFIOBEIC LY BEORERISICRET S & B2 bk nEBESRE
RbbbhdZ Lihs, RESRDLNESAIE, BRLESRISUE
HEFA 7 HIEE b IREA B E o [E AT & S L OB A ERIRE AT BEORE
RIS LB RIERRSEDN A BAICIE, ARIOERETRE, RUBEEE
NEVRIOBRSERZEETL L, B, BIBREFLEOREICEDEIE
FOBENED S VEAITIE, BT B AR DS S s F o
LEETAZE,

TEETE. ZRBHOHEIABREL COHLENERRERT I LBH DD,

FHOFEGHTRICHEEAORRIIHSICEETH T &,

1R RS (BHE 1 BUEERRIBE 2 8T0) bbb, BERFEMES 7 F—3 X
WEDERHDHOT, A, B, IBEEOEROERCMAED LI+
SEBRTLHZ & T RERFAEDRCGSIIIREEPEL, A2 ) A3
RlokESO@EURNEZITY Z L,

FHRIOERFRIZE T, #ERBE»S 12 #H IS ICAMEOFHEZIT > Tz Z
EEBEIL, ARBRSTEIENNICERRE CHROERETIZ &,



