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&5 LD, DD, BYMERCEZLEICET A ERN T2 %FT%ET@%
| UHERROBEERBIZT DI LAPFINSBEICHLTERTD & LB, BIE
%m%ﬁtt%kz%&ﬂm%ké & DSETEE & E@%#%ﬁtf&ﬁ%%fﬁm
THILENREETH D, o

LT, BHA KFA Tl BARELESC Z VE Tl qaﬂ‘onfb\élz%%%éﬁ
Flag Rl TEOX, UTOEERSOEESERLHETZBANONERER, B2
FROBEFEELTT, ,

BB BTA FT A 03, ISATBIEANERMEFRBRRAEE, ABREEEABAR
EELRIEE S — Mt EA B AR AR ES R O —RAFEA B AMRERFE 0%
J1DH EER LT, ‘

KB ERAERED ¥ A PA—F STEFHE 20mg, ¥4 M—F REEE 100 mg (—
s Ravu ) X (BETHEEZ)) '
HELRBPRENEIDE  BAACEIRIERITHEE U RIAURTE 2R RE LB
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2. AHNORKE, ERBF
FA P FREFHFE 20 mg R 100 mg (—i4 : AT r ) X7 (EisTHE
)« BT TA#) & 9,) it. PD-1 (programmed cell death-1) X DY H¥ FTh
5 PD-L1 RUFPD-L2 & DA% EEHET 5. b MLIgG4 T/ 7 0 —F AHUETh B,
PD-1 /R B&I T HEMSaE AR D 53K 5 72 DI S A MR 2SR R 3 5 =70 e A8 480
AA v FT, PD-1 1%, BERREBICBOTESRE T MEOMIREAEICREAL, A
BRI @O RNBLEXIER R AERIGEHET 2, T7hbb, PD-1 VT RE#
BT LI IV RRSAKIC L BV MEER AICHIET 32 Bk ThH D, PD-LI
DEFEBICBIT 2RBBIIDLTHTHEIB, Z OBPAMRTIEI THROB E 22 5
FEBRICREL TV D, BAMIICZET 2 PD-L1 ORRBHRIT. BRlE. WS,
FrHpRE. IRELR. FE/ RIS 72 & Dk~ RBATTFREAREFTHY . BNEFE
L OMBEASEE STV,
@ﬁ@#h@ﬁ%%%&&ﬂnJ%ﬁmﬁ%@maPDl&HMA@ﬁ%iE%@
S S AN kb\fi%tﬁ&ﬂ%ﬁﬁ 52 <‘: DRBENTEY | 2B ARERDOERN L L
THRFEIhTWA,
KﬂiIml&HMA&UHMQ@W)ﬁx%@FA%mifé Lizky, @%
WANRED OIEERHROMREEET U S REEH L S8, FUEE RS BiEtEk
B L THEES R RET D,

AH DVEFHEFICES GBEDRERGIC & ABHERZR S b bh., EEXIIETIC
ELRREER DD, AFOBREFRCEELITIT, BEOBEELTHITITV. BREAR
D BLNEEAITIE. BB L BRI U BRI % R A o ER b LR
HREHNBIH LT, BECLERIGIC L 3EHERSRDON S HAIIT. BIBREHIL
EVHIOBREEDENRRBET ) BERDH B,
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EpRFEEMARER (KEYNOTE-045 35%)

75 FF KR S TLFRER" 28T 5 BETETHEX iﬁﬂg PED R LR RE
542 il (BARN 52 Bl ade) ZRBIT, A% 200 mg 3 BEFREESOFEIERNZE
MeAs, LR (X7 ) %, FEHFE/AXT vinflunine) ?ZBE LTRES
N, 2B, EEIHMETHRBETAED ShizBaic, KEEFERTERIED bR
ROWEDBERIICEE LT3 BE T, REUEOEGFE CREBETHIREDLOND
 ECARRIOBREEMEET D Z LAWREE Shic, ZEMEEEB IXEEFHR (08) &
CUMEREAFHIM (PFS) & &h. K%’Jbﬂb%ﬁ{ikﬂzﬁ LT, OS %ﬁ’” TiER LTz
FI1EVCHELD ,

o ST REE SR (KIS RIEBETE RO EE, ROT T FIRAR ST

(LRI & B I - AT REMLERIER 12 0 B BNICER L BESEB AN,
*Q #?K;C“li vinflunine IIRABTHBED, IV FZFEALUTIREZFELOWTIMAEERL
7o



#1 KEYNOTE-O45 ?ﬁiﬁﬁ@ﬁsﬁl‘iﬁiﬁ

A# 200 mg (#==2-87 5
Q3w
_ ' (270 1) (272 &)
os' FyfE [A] 10.3 74
(95%(EME X ) (8.0,11.8) (6.1,8.3)
NP— R 0.73
(95%fEHEIX ) (0.59,0.91) =
p fi¢ 0.002
PFS™ hkfE [A] 2.1 33
’ (95%EHEXR) (2.0,2.2) (2.3,3.5)
NP — R 0.98 -
(95%(E#E X ) (0.81,1.19) -
 pEs 0.416

iE BRSO — & 1 20164E9R8 THA v b A7
b BRI Cox el — REFAIC X B35 & Ok

S BRe ST o RE

I RECIST H A K5 A > 1.1 BRICE-S < Jlsr e duf e

Q3w : 3 BRIRIRREL S

100 7
90
80
70

- PR
]

M’M-u

0

at riskfy
Z#200mg QIW
LemE

TITRYT

2 4 6 8 10

L a0 LK LAEL JRL SAL LAPE ARL EALI AL AL AREL E2A RN BRI AESS ZIEALL T]

12 14 16 18 20 22 24

Srm(A)

270226 194 169 147 131 87 54 27 13 4
272232171 138109 89 55 27 14 3 0

1 OS ® Kaplan-Meier #iff (KEYNOTE-045 3X5k)

0 o
0 O
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EIER IR MERER (KEYNOTE-045 3R5%)
BEERITAHINE 248266 B (93.2%) R UMLFIRIERE 250/255 6] (98.0%) |

. BIFERIZTFNFR 162/266 Bl (60.9%) K UMbS5REERE 230/255 61 (90.2%)
b, A TRBEEN SUULOBWERIITRDO LBY ThoTe,

:50
— >
Iz

o))
B

$2 FEER 5% EOBIER (RN RER)

SERKSHE (SOC: System Organ Class) - Wiﬁﬁu(;;z)
HAFE (PT: Preferred Term) ' ' .
{MedDRA ver.19.0) 2668 '
: e 4 Grade Grades 324k
) 162

—ZBIEA

22 8.3)

¥, AFEC, BEA L LCREMMERIX106] (3.8%) . KIBX - EEOTH
X7 B (2.6%) . HIREE (XT2 - SU—ERRE) 1316 (04%) | AFHREREE
X 14 41 (53%) . FURIREEAEREEIL 23 f1 (8.6%) . BIBHEREREEIZ 1 41 (0.4%) .
EHSEEREE (RMEMEERAS) i 1 %1 (0.4%) K O* Infusion reaction iZ 1 %1 (0.4%)
WERb b, ¥z, EEORBEREE (REHERERE. SWAKR. EXEES) |
TERAEERES, | BUERRA. KX, %3& - AU RARE. BEEMEE. LK. KN
%6 BEREZ. BP0 B, St/ MRS MESSEER . WM AER LR ORI BRI 15

Lot
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BERR)
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() FERRMENEET DV AZRESERR (BADRESEREERE. 1AZRES
B, 2 AD ORISR )

(4 L EREEER %L,%%m%ﬁﬁm%lxi%%m%ﬁﬁm%zmm RV
WARD B EZT> T 2hEak (PR 28427 A 1 BReR ¢ 2540 MEER)

(5) DUBRAMEEEAIL T EEANE DRk %ﬁuﬁé@&%ﬁofwém (R 28 8 7
, HIEB#'E 1290 Hag% )

®-2 E&%J:&Em[:%%(f&U%M’EFH%ﬁH#@ﬂFJk-l— fi%ﬂi‘éﬁkﬁﬁﬁ%ﬁ’)ﬁﬁﬂi
 (FROWThNICHY T BEM) 2. YZ2EBORFICET A RRO/EEL L
TEBIShTWsZ L, o
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-_E%ﬁ#ﬁ %2¢®EWWV%%TLt” 5@%t®#h%§®ﬁﬁﬁ%%ﬁ
S2TWBHZE, 9b, 251:—14_1: i DAEDEEY £ L LTBEREBEREOMEET
BRoTWHTZ &,

. Eﬁﬂiﬁ*’l‘ﬂ%%?’ﬁ 2EOPIFHER KT Lt” T AELL L OWREBFLF DOERRIFHE &
ToTEY., b, 2FUEIT. RE LEEONAEMRIE L G ATRROERR
FHEZIT-o-TWDH T L ,

@ BADERRFREROEKMHICOVT

EEMLFRERIEFTIEEEPERES L. RECENLOFERED, A - &
SHEEFOFROFEE CEMSIC T 2 HRBMH, FEERBRE LEHEORE
EH. EREOHITITONLIEHIE TS L,
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@-1 RERR ikl B 5 B
BEMREBEDEELRBIERANREE LB, 24 FERIZREROT. MUEEHRX

FOESHERIC BT, BB LZEERICE U TAREER U CT S 0BHER OB

ERREOBRESY A FICB LN, ELICHSTER2EHNIE-TWEZ L,

@-2 ERUELIC X I AFEENSICET 3B

BABEICHED MM R MERROEEY ET 5 ERREENBIERE=Z ) v/
FEDIERORA Y Y —=r P RITOEIEE & 1EH % I0H T& 5F — AERIKH N E
BENTVBZ &, 28, BEEREICOVT, RABE L ZOFERICHSICAMENT
nwsZk, , . :

@-3 BIfER OB xS ICBIL T -

B (MEMREBICIL, KBk - BEOTH, IFSERE, BHERS (RE
ERIENERS) . NOWESE (FTEEEEEE, FRIBKERS. BITRERS). |
BSERR. 520 Bk, Mk - BIHRARE. Mk, BEORBEE (REHEIRER
B, ZABE. FFEEE). Infusion reaction, MM - BEMI%. EERFEEEE. AhiEEE
E(FF  AUERES) . DHR. REEI/IMORD SRR, WAL, K
SERRBE) ok LT, SR UTEBERSEORM T 5 E L EE L @l
FOBECRRICE L THREROFE LRI bNARMHICH D 2 L) | EbICETRL
BRTEBEHBIBE-TVHT L, '
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([Z2MicET 52$H]

@ TREIcE é?%*%uﬁ%fiﬁﬂ@&%#mukéﬂfwé N &E%H
bhirnwz L,
o FRIDRLS hﬁbﬁﬂf@%ﬁﬁ@&é%ﬁ

© MO T FRICHS S5 BE oV T, AR S R E L

A, M OBFERBES R2VBAICRY . MEICAHZERT S L 2EETE 5,

o MEMBEBOANIEEOHLBE |

o EMEGRE CRER LR 5 BE R OVEBME OB SRS Rk i 4
LOMICSIERTBH DN 2 BE |

©  BHEAERBOAH LBMHRRE L IXERED H CRERBOEERED
b5 BE |

e REBEE GELSMMBEELSD) ObHBE
« ECOG Performance Status 3.4 EVDEmE

- [HEhEIC %#5%@1 :
@ 77f+§ﬂ%a@m%ﬁm@&ﬁféﬁw@ﬁ@xw&§i@ﬁ%t&ﬁ@%
FITRNTHRAOEIESRIE S LTV D,

@ FTRICHYT B BEIHT 2AFRORER OFEAFEIC OV TIE, A OHZHHEA
BTSN TELT. FFORENR LR B2,
o IIFFEFESTERIEIC L ABREBORVERE,
. B OMBLEERE,
o MOFEMEER & OHEH,

&) ECOG ™ Performance Status (PS)

Score EHE

0 é<ﬁ%&<ﬁﬁf%éa%ﬁ%&@uaﬁiﬁﬁﬁ@&(ﬁiéo

AEEIZE LWEBNIHIR SN 525, SITHRRT, BIERERE S TOEREIIITI Z LN TE S,

Ul g s, s5eg

BITARECEBROFDEY O L XX CRIEEEREZILTE RV, AP D 50%LL Eix~y FATEIZT,

BRONEBODEORID DI & ULMNTERY, BHODS50%LLEE A~y RO CRIT,

Slwin

é<ﬁﬁ&w°Eﬁ@%@@b@:&ﬂé<véﬁwo%éKNmeﬁ%f@S¢°




6. BECELTHEET &Y

D WACEZICMZ, %ﬁ%ﬁ%ﬁﬁmwféﬁﬁ%:Edgxﬁwﬁﬁﬁwﬁmﬁ
DT DI HERERY FOCER LT ERTA L,

) %%ﬁﬁu%i% %%x&%w%#_ﬁﬁﬁﬁoﬁ@ﬁ%+ﬂmwb RE %5
THhbRETHI L,

® EREWERAD<RI AL MZDNT

BRI B 5 b LB = & 8 B D C. ARIOBEI b o Tit.
%(awn W%ﬁﬁ\%W%)@%%&U%%Xﬁ&ﬁ@%ﬁ%\ﬁé%+
SWZATHZ &, Fim, LEIS U THEE CT, ME~—V—E0OREZERKET
A&, ' ’ '
Infusion reaction 3% H B Z & 23 H B, Infusion r_eactionr BED LNTEEIC
X, W RMEERITO & L bic, ERAEET S E TREORESHYICEIR
TZ} : k o L : ‘ .
FORBHEAEREE DR BN D 2 L33 5D T, RFI DR ERBMETIR O\ 5 8/

L ERRIC FR B AR A (TSH., E%T3ﬁ%@M%@ME)%%ﬁT5

NP

FFISEEREE 2> b DB = & 33 B 00T AN B 5 BRI R O 5 1
MBI ATHERERE (AST, ALT. y-GTP. Al-P. YU EEQRE) %X
Bl |

CSEOER WRRERCUBERERZED) SOEBRIREESH bR D

:2:75‘5%50)1 EHCROREDHELHRRBETHZ L, it iR B EH R
BOOLNTZHEITIT, BPNICERBEZZ2 5L 5BEFLEETLIZ &,

ﬁﬁ@&ﬁmib BEDORERGICER T3 LB X bh e REBRIE

BHobhdZLBbd, REFBOONILHEAIIE. BRLEEFRIG UL
%W%&ﬂ%kﬂﬁ%ﬁOE%&@%LT@@ﬁ%% SEFE ATV, BEDRE
EIGic XL 5 BIER SR ON A BAITIE., AFIOKRE TPk, ROBIBEE R
NELVHIOBES2ERBTDHZ L, 0B, BIBRERNVEOBREIZXVEIHE
RDWEPRD bNRWEEIZIE, @%&ETw%/u%wﬁrmﬂﬁoﬁm
LERETDHI &,

WEKTH, BORR»OE I ARE L CHLEWERARRBE T EBH D7D,
FHRDOHBERTRICOBIERORERICHTICERETDH I &, '

1 BUgERR (BUE 1 BUERFB 2 &) Bbobbh, BREES FT Y F—v X
WKWEBRZ ENRHDOT, OB, B, E%%@Fﬁ@%ﬁ%ﬂ%ﬁ@iﬁ’

SEETHIZ L, 1 BERFESRDON GBS EPEL, AR ) B
FOBEEDOBEGDRULBEITO Z &,

@ FHOBKRERIZBNT, RERHEDD 9 BE. ThURIIREHB?:G 1 FHIT
6 EEHIRE. & 55 E» 5 1 FLEIT 12 BRFMB CEMMEDFMEEITo TVl &
EBEIC, FRREGHIIEHNICEGRE TOHROMEREZITI Z L,

10



BEEREETA F5A
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T2 9E2 A (PR2 941 2 AKET)
B



B

Rl

T UBIZ

ERIOFE. 1EREF

B R AR

HERIZHOWT

BrEXIHR LR DHBE
BEICB L TEETNEFIE

P2
P3
P4
P10
P12
P14



1. XL

EERDEDNE - REMOHED L DITIT, T TESITE SV CEERERIRD
bd, SBIT, IEFEOREEHOESRIC LY | FUEKEZRM R & OEFRY 2 FRE RS
FEERIEBINSGHT, ThbOERM P EICKELBEICRIT 2 2 & AEED
BB L 2o TR REMBOEY & WEOEAT S 2016 (PR 28 £ 6 A 2 BMIERE)
KBV TH, EFWERLEOEAORBLHEELZRD ZL L& TVD,
FHIERBFEERIT, EEERAREER T 7 7 A VBEFOERR LA LNICE
RBZEBDD, 20D, FHEROCRZLEICET2HERPTHERT 5 TOM,
UHEERBROBELBZT D LPFSNIBFICH L TEATS L L bic, BlfE
 ARRBE LB LERRSE LD ENARER—EOES . TERSE TER
FTHLLNEETHD, | ,
Lo, AHA KT Tl BRBHRINE TIoB bh T 5 B -
B RHICESE | UTOERSORERERZHET BN LLRBERESE, B2
FROBEEELRT,

RB. EAA BT A %, BIATHIEAEERERBSRGAHME, ARAMEA AR
BRARERYS. —RAEEA B ABENBES, HEFEFEHEA B RHEERRD
—fRAEEEA B AR SRR OB A Db & ER LT,

WM ERDERR ¥4 P—F JFEEHE 20 mg, ¥ M —F JE#FE 100 mg (—

‘ o B RAT e Y XvT (BrFHEEEZ))

HE L RAPRTIBE : PD-L1 B OYIRTREE AR EST - BFRE O/ NI

NBERIRERVCHE : 8%, ﬁfc_)\b:li\ Roa7u ) X< (EFEBELZ) LT
[E] 200mg % 3 WG T 30 R0 T TABRET 5,

Bl ¥ BT % % % : MSD Bk '




2. AF|O%E. FRBF
XA M —F EERE 20 mg RN100 mg (—iE4 : RAaTu ) Xv7 (EEETFHRER
Z). BT TA#HF) &v5,) 1%, PD-1 (programmed cell death-1) DY H 2 FTH
% PD-L1 RU'PD-L2 & DA #EHEEET 5. & Mbigbs &/ 7 u—F AHiETH 5,

PD-1 R ¥&I3 T MRS EE R AE 2> D R B 72 DI S AR R 3 2 £ R e sl
A v F T, PD-1 1%, EELREBICEBWTEERR T HROMBRER CRAL, BO®
ERSE SR ABEDBR 2SR G2 H#8T5, T72bb, PD-1 BV F U FLE
AT B LI VRESEEICED VI NMEERRICHET 525 AETH D, PD-LI
DEFHBICBIT E2RBRIZIDOTHTHEIN. L OBRAMIBTIITHROBX2MZ S
I CERICRE L TWVWS, BAMIICHKIT S PD-L1 OEERIL. BHEIE. MRS,
FFAaRafE., SPEE. J/ NIRRT : & D% RBATTFRARET TH Y | EVAEFE
L OFBEERHE TN,

%’Eﬂ;&@zw@%‘uﬂiéﬁ%ﬁ’zk PD-L1 B OB S PD-1 & PD-L1 O iﬂi%@
IEERHC BWTEHERREIZHE D 2 ENRBINTEY  FileRBABREOEN L L
THR/FEINTWD,:

AFKIZ, PD-1 & PD-L1 X UPD-L2 D& Y H > % @F/\%Bﬂ—%fré ik, EE
HUNBED OEESRIGREESET U /o BRE2FEE L S8 UIEESE 2 BEELT
52 L CHERESDRERET D,

AFIOEREAFICE S BEDRERINIC L 2BEASR S bbh, ERIXIIETIC
%57%%7»&)6 FHOBREHRRERICIT, BEOBEZTHITTVY. REFE
D ONIHEICIE. R LEERIG L BRI M s BR e FOEMEEE L THE
@J&%E'J?%lﬁ?%ﬁb\ BEDORERIGIZ L DEHERABREDN 5EEITIL, BB BB
EVRIOREEDHEYZLBEITIMLERH D,



3. EERER |
WS 2 1T - 7= £ EBERR

PD-L1 BB O YIBRTFRE721ETT - B3 O I/ NHERITHE D 7&RR
Eﬁ@ﬁiﬁﬁ%ﬂ“?
[F%hi]

OEB LR F MARER (KEYNOTE-024 HER)
{LEHIERE D72\ EGFR & FERBEME, ALK ﬁﬂAﬁ{x%l&;r&&U PD-L1 4% (PD-L1
PRELEEERS 5D 5EE (LT TPS) &1 5,) =50%) "OHIRARRERET -
BROIE/PRRMESRE 30561, BAA 40 Bl2ET) 28I, AK 200 mg 3 BRI
MR 5 OEMMER RSN, 7F F 8% 5 TEEm yEsE (UF rsoc) &
WH,) ERBELTRMENZ, 2B, BRTMCREETIEDbNEBAI, B
BET 2R TERPRD bR VEDOBERIICEE LT3 BE T, KEILKEOES
Tl CRBEITIRD bILD ETARORE 2T 5 2 & BARE L &z, TEFME
I B EA IR (BT TPFS) 2 9,), BIREHMEE B i3 248 (BLTF Tos)
WD) L& AENLT S F AR S TEERE L R LT, PFS, &U 0s (#
RN REBERLE, -
*auR=FUBHEK S U TRISERFEASR & TV B PD-LI THC 22C3 pharmDsx [Fa)] #HWTHR

Eahik,
#z1 AHHERE (KEYNOTE-024 RER)
= 1 A ’
AFl 200 mg Q3W 77 fff%ﬁjj% =i
(154 f31) foiis
(151 1)
g [A] . 103 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS” N — R 0.50°
: (95%CI) (0.37, 0.68) —
P g™ <0.001
PRfE (A NE NE
(95%CI) (NE, NE) (9.4, NE)
os™ e 0.60
(95%CI) - (0.41, 0.89) —
p g™ 0.005

Cl: 8. NE : #EERF], *1 : RECIST VA KT A4 > 1.1 BRIZE-S < ST dufi| g, *2
JBR Cox (BN — FEFMI X 575 F A2 S L BRIEL O-E, *3: BRIn S

T IRRE.

4 ;. HRRITEE DT — % 1 2016 E5S A9 BH v AT




— AR200mg QIW
v F52 3 RRE SCPIEE

¥ l.%‘
T

e
“_
L IR

at risk¥X
AR200mg Q3W 154
TSFFHNFAESOIERE 151

T

15

: 6 9 12

BRI (5]

104 89 44 22 3
99 70 18 9 1 0

18

-—b

FRILRITEIC & 5 PRSOMMARSTR OKaplan-Meiertif (PD-LIBHE (250%) DBEME)

100 7
90 7]
80 |
70
L 60 1
¥ 50
%40‘_
30 |
20
10

"'\-.\1

\M
o

R
‘ Pttt

—— E200mg Q3W
e IS FF REVEBOILERE

0
0

at risk#¥
##1200mg Q3W
FSFIERESUILEEE 151

154

9 12
SEFEMA]
82 39
64 34

3 6 15 18 21

o

136
123

121
106

11
7

OSO HMARITER D Kaplan-MeierBi#R (PD-L1EBE (250%) OBEHEM)



QHEERLRIE O /MR (KEYNOTE-010 #ER)
75 FFEH ST ERIER 2 F 7% PD-L1 Btk (TPS= 1%) ? O YIBRREE /R 1T -
BEROF/MERIERE (1,033 4, BAAI flEEE) 2XHRIC, AH 2 mgkg3@
RIS RO 10 mg/kg 3 BRIFREEOFER VRSN, N XA KH
- (AT TpoC) &v5,) 2B E L TR S, 2B, EEFHE TRBETHRD
S BAIC, FERET 2 RTERBED b ARWVEOBRIICERE LT\ 5 BHE T,
YR IEILA B D B 0 ST CRE B HEAT SR B B E TARID B ERG S TRe L Shiz, B
SEAGIE B ik OS R UCPFS & i, A#iE DOC & Bk LT, 0S8 2 ARICEE Lz,
*1:EGFR BEFERBMENIT ALK ARG FBEOBE TR, 775 T RHAZ ETLEREBIC LD
BREEICMZ.. ZHhZh EGFR JAE/ER Xk ALK FLEER 28T 2 ABMIEEAIC L 216%E
2ETABEMER AN LRI, ’ : :
“*2 : PD-L1 IHC 22C3 pharmDx (%=1 OREX v b2 HAVTRE S,

£2 AHPMRE (KEYNOTE-010 308)

#H 2 me/kg AE 0mghg | FEZXEL

Q3w Q3W
(344 ) (346 %) (343 f51])
oS | il [H]. 10.4 127 - 8.5
' (95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
NP — R 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P fE" <0.001 <0.001

Cl: E8EEXRE. *1: BB Cox kBl — REFMIZ LD KX XL EDHE, 2 BRI
g rS U IRE '

90 - ——— 3% 2mg/kg QIW
80 e ZP10mg/kg QIW
70 - —— FesTel
& 60- -
E ig N H”mm’”mlml L10E 1 . B
] IE N NU TR
30
20 - T
10 1 \
0 “Hrrrrrrrererree SR——— SR S —— R—
0 5 10 15 20
at risk2% - EEERA
3 2mg/kg Q3W 344 259 115 49 12
FR10mg/kg Q3W 346 255 124 56 6
ReEgFEI 343 212 79 33 1

0S ORAMARNTRED Kaplan-Meier fi#2 (PD-L1 BiE (Z1%) ©OBEFEH)
6




[Z2tk]
OEBRILF 5 MFE A5 (KEYNOTE-024 35#)
HEERIIAHEE 148/154 £ (96.1%) KT8 SOC BE 145/150 Bl (96.7%) 1HBH b,
EBRELORNREEGEREETERVWEEERIT. ThEh 113/154 il (73.4%) RO
135/150 5] (90.0%) IZF®H 62%710 WPENPOBECRBEDR s%LL EOBIHERIZTTED

LBV Thot,
#3 WP O TREEN 5% EOBWER (Z2MRIT xS KL )
SERIREE (SOC: System B (%)
Organ Class) AFHIEE . SOC B
-+ FEAEE (PT: Preferred Term) 15441 : 15041
(MedDRA ver.19.0) 4 Grade Grade 3L 1= £ Grade Grade 3Lk E
2BIER 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
MR LY 3REE : .
=il _ 8 (52 3 1.9) 66 (44.0) 29 (19.3)
- A M Bk E 1 0.6) 0 8 . (5.3) 2 1.3
F R EREA S 1 (0.6) 0 - - 34 (227 20 (13.3)
/MR fE 0 0 17 (11.3) 8 (53)
NDWREE :
© R R RE TUEAE 11 a.n v 0 0 0
FR AR BRI TE 12 (7.8) 0 1 0.7) 0
BiaREE S
&% : "6 (3.9) 0 17 11.3) ' 0
T 22 14.3) 6 (3.9) 20 (13.3) 2 13
L ED : 15 .7 0 65 (43.3) 3 2.0) ~
‘Al 4 2:6) 0 18 12.0) 2 1.3)
gt ' 4 (2:6) 1 (0.6) 30 (200) 1 0.7)
—f% - 2FEEL X U&Erﬁm@w& ' ' _
'R 3:2) 1 (0.6) 11 (1.3) 2 (1.3)
S 16 (10.4) 2 1.3 - 43 (28.7) 5 (3.3)
ek 1 (0.6) 0 9 6.0) 0
FE 16 (10.4) 0 8 (5.3) 0
FRRRRE - . _
TS =rTISRTIUR 10 6.5 0 7 @.7 0
7 = 7 —EHgi )
TANGHEUBET I/ b 8 52 2 1.3) 5 (3.3) 0
FURT 2T —BHEm
7 V7FmEm 3 1.9y . 0 15 (10.0) 1 0.7
P ER BB 0 0 20 . (13.3) 6 (4.0)
/R &R A 0 0 18 (12.0) 9 (6.0)
B M Bk g8 1 (0.6) 0 16 (10.7) 3 (2.0)
KRR L CREEE ’
BAKEGR 14 9.1) 0 39 (26.0) 4 @.7
e SRV FN ki3 1 (0.6) 0 9 (6.0) 0
BEHRRE L OESREES
BEIE 13 (8.4) 0 4 Q.7 0
HRRESE '
KRR 1 (0.6) 0 15 (10.0) 0
K= = —n/F— 2 (1.3) 0 9 (6.0 1 0.7)
PR ES. MERE X UNERRREE
L0 8 (5.2) 4 (2.6) 1 0.7) 1 0.7
R XUV THRRREE »
B ESE 0 0 12 (8.0) 0
i 12 8 (5.2) 0 1 0.7) 0
% 9 FERE 12 (7.8) 0 3 (2.0 0
b33 11 (7.1) 1 (0.6) 3 (2.0) . 0




ks, AFIBECRIEMERERIZ O 6 (5.8%) . KBk - BEOTRIT 8 #l (52%) .
PREEE (¥T7 2 - NUERES) 13268 (1.3%) . ARSI 22 61 (14.3%) |
FORIRMSEERE =13 21 B (13.6%) . TEAMEEREEIX 161 (0.6%) . | BUFERFIL 1 61
(0.6%) . BiEEREE RREHEEERSE) 1214 (0.6%) . BELIZ 1] (0.6%) .
Bk - BRI RRARAE LS 1 61 (0.6%) KU infusion reaction i3 5 ] (3.2%) TR LT, -
¥, BEOKBEE (REHERERE., SHAK. BEXEES) . BIEHEES.
EREMEE, B - B, BEO Bk, DK, SEMEL/MEEROEERER, B
PR ORFRBIIRBO b2 ho Tz, : . '

Q@EERE O/MERE (KEYNOTE-010 3ER) . .
HEFSIT 2 mg/kg Q3W B 331/339 il (97.6%) . 10 mg/kg Q3W B 330/343 £ (96.2%)
KU DOC # 297/309 £ (96.1%) IZ@Bd o, IFRE L ODERRBERPBETERVEE
ERIT, ThTh 215339 6 (63.4%) . 226/343 il (65.9%) K TF 251/309 £ (81.2%)

CRRD LN, WPROORETREEREN 5% LORERIITRO L BY Thol,



£4 VThLORTRERN S%IUEOBHER (R RER)

#ERKRSE (SOC: System Bl (%)
Organ Class) 2 mg/kg Q3W 10 mg/kg Q3W B¢ DOC
FAEE (PT: Preferred Term) 33945 3434 3094
“(MedDRA ver.18.0) 4 Grade Grade3Pllt £ Grade Grade3Lit £ Grade Grade3LitE
2EIER 215 (63.4) 43 (12.7) 226 (65.9) 55. (16.0) 251 (81.2) 109 (35.3)
MR LV o REE , ’ )
#if : 10 29 3 (09 14 @) 1 (03) 40 (129 5 (1.6)
P ERBAE 1 (0.3) 0 1 03 . 0 44 (142) 38 (12.3)
Ao ke E .
FRBSRETE 25 (7.4) 0 23 67 0 1 (03) 0
HiBMEE » ,
TH# 24 (7.1) 2 (06 22 (64 - 0 56 (18.1) 7 (2.3)
=i ' 37 (109) 1 (0.3)° 31 (9.0) 2 .(0.6) 45 (146) 1 (0.3)
AR 13 (3.8) 0 7 (20) 1 (03) 43 (139 3 (1.0
I 12 (3.5) 0 13 (38) 1 (03) 24 (78) "2 (0.6
— % - EHFEER LORSHAOKE ; ‘
48 7 5iE : 20 (59) 1 (03) 19 (55 2 (0.6) 35 (113) 6 (1.9
%] 46 (13.6) 4 ~(1.2) 49 (143) 6 (17 76 (246) 11 (3.6
KIEMERE 5 (1.5 0 4 (1.2) 0 21 (6.8) 0
FE 100 29 1 (03) 14 @D 0 17 (55 1 (03)
FERRE :
P EREOE 0 0 2 (0.6) 0 24 (7.8) 19 (6.1)
Shikze e 0 "0 3 (0.9 0. 16 (52) 10 (3.2)
Rt L USRERESE =
RARELE 46 (13.6) 3 (09 33 (96 1 (03) 49 (159 3 (1.0
HEERRBIUVEAEEES _
BE & 13 (3.8) 0 19 (55 2 (0.6 18 (58). 0
At 9 @7 0 10 (2.9 0 29  (9.4) 0
IR REE . ‘ :
RERE 4 (12 0 7 (2.0) 0 16 (5.2) 0
C R a2 m T 2 (0.6) 0 3 (0.9 0 28 O 1 (0.3)
GERE 3 (0.9) 0 309 0 17 (5.5) 0
HEBXUE THEERES :
i EAE 3 (0.9) 0 2 (0.6) 0 101 (32.7) 2 (0.6)
& O BEIE 25 (74) 0 32 (93) 0 5 (1.6) 1 (03)
=5 . 29 (86) 1 (03) 44 (12.8) 1  (0.3) 14 (4.5 0

728, 2 mgkg Q3W FER TN 10 mg/kg Q3W B TEN T, MEMHMERIT 15 6 (4.4%)
B4 60 (41%) . KIBK - BEEOTRAILS G (1.5%) KU286 (0.6%) . EEORK
JEFEE (REHEIRERER. 2AK. ERAEES) 13161 (0.3%) RU141 (03%) .

PIRFEE (FT7 2 - NU—EERS) X2 6] (0.6%) KO3 F (09%) . AFHREREE
1323 ) (6.8%) BTN 22 ] (6.4%) . FRIRAREREREE 13 32 41 (9.4%) K T*35 #] (10.2%)

TEABEEEIZ 16 (03%) RO1H6 (03%) . BIESEEREEIZ 26 0.6%) BROI
B (0.3%) . 1 BIFERFIZ 18] (03%) RU24 (0.6%) . BHEREE (REEMESE
BRE) 1344 (1.2%) KOO0 G, BERIZ1 6 (03%) B0 G, fHE - BEFRE
FEVE 161 (03%) KO0 #l. infusion reaction iZ 2 ] (0.6%) K16 #l (1.7%) TFBY
bz, £, HEGENE. MK - BER, SEHBE, Uik, St/ Mgl

PEERBEIR . AILER M K OTRFERBFIRD bh o7z,



4, W|IZHOWNT

m*#&LTﬁﬁﬁﬁﬁE(éWﬁﬁ)ﬂ&%%ﬂfmé Enb, BEFAELEY
CEBCTE MR CTHILERDH D, T0OLET, REORENEH 2 EE LD - 1BE
L\ﬁﬂ@&5K;D§%&@¢ﬁ%%ﬁbt WRIGET 5 2 L BURBERTD, UT@
O~QDFT TR kwfﬁmﬁé«%f&é

)] ﬁﬁw_owc

@®-1 Tﬂ@(nnvs)wwfn#_méfém XTHBHT L,

(1) BEEZBREREETIHAD %@%Mﬁﬁh%tﬁﬁﬁ%mh 2R HE L R PR,

' Hi A3 A PRSI SRR . RIS A2 %ﬁh&b($ﬁw&nﬂ15ﬁﬁ4w
i E5)

Q)ﬁi%%ﬁh($&mﬂ%ﬂlﬁﬁ5 85 M)

(3) EEFRMESIEET DB ABRELERE (BADRBEEEERRE. BSADRES
Wb, BABEREEREERBER L)

4) HRACFFRIEEZRE L. S RILFRENE 1 Xiﬁ#ﬁéﬂs%}?/ﬂuﬁz DhEs% HUE
WRBEHEIT> TWAHEER (PR 2847 A 1 HERRR 2540 Mgk

(5) PUEMEIBEAIL S B EME O MR REVEIARDEHEIT > TV DI (ERR 28 & 7
A1 HERA 1290 FEER) |

D2 FEOLERERCBERREREOMNIGIC T+ 72508 L RBR 2 FESEM (FED
WTNLINCEE ST B ERD) 25, élnxu/ﬁﬂ@ii%ﬂ CETAIEEOBEFEL LTEREESN

TWBZ L, |
% |

o [EMGHRISE QEOMYFHEEL KT LiBIC SEULORABRDOBERIHME 21T
STWBZE, 5b, 2L I, mhﬁ%ﬁ&%z&btﬁ%ﬁ%%mﬁ%%
RoTWNWARI &,

s ERRFIUSR 2FOMMTHEZ KT L/t{féh_ 4/&5»)}:@%@%@5&%7& LTW3Z
Lo 9B, 3FELULLR, FEOBARMIEL BUHRBRFEORKIHEEIT - T
AT

@ BENDERRFHREBOMKHIZONT

EEMLFRERINEET 5FEEFPEB S, RECENLOERED. Aok - B2
HERZHEROTERVEMEICST 5 HRIER,. AEERPREELLEEOREE
B, ERESHIITONLGHIBESTND T &,

10




® BHER~DORFIGIZONT

- @-1 HERAREIICEIT 5 B

EMMEREDEEREWERSRAE LM, 24 BRRZEERH O T, YR
EEHERICBWT, BELZBERISCTA *'M‘-i_ﬂi&t» CT %@@H’E}ﬁ@%ﬁmz%
fxﬁﬁ@ﬁ%zxé HHIZE LI, BEHICHSTRERERHNE-TWNE T L,

@2 ERpEBEICL Z)’ﬁ‘%$§?ﬁ“kﬂ§‘?‘6§# :
BABRICEDDSEMNRAEBRUEEE AT OEREEEVEIERE=2) 7%
BOLEFRBDAY V== 72TV ERE L FRE F TE 5 F — 2 EREH P EH

S EhTWBZ L, B, BEEHICOWT, b)h*%‘k%wﬁﬁ" AHSIZEmEN T

5T ¢,

@-3 A OB RICE LT ,
BIVER (FIEMMRBICIMA, KB - EEOTH. IFRERE, BigERE (Reg
BEMEEAS), WOWEE (TEREKEEE, FRRgERE, BIgERE), 18
BERR. S0 5. 5 - BEUGRARE ., ek, BEEOREEE (BB IEIRE R,
gﬁ?ﬂﬁf\ F|REIESL) . infusion reaction, AN#E - BEIEA ., EEMFEE, HREE (¥

C NUERREE) | DAYE. REMER/IMRIBAESEEERS . IR, AR
%) xR LT, MEER UM ERSEOEME LT 3 ER L EE L GEEROR
PRSI B L CHE B R UK B R 2T DN A& H 52 L) | EbICENALERT
X BEEINESTVSB I L, |

11



5. BBENRLLRDBE
[Z&HICBET5%HE] -
@ T£uﬁé?éﬁﬁkomTM$ﬁ®&$ﬁ§%kéhfwé:E#B\E%%ﬁ
binwZ &,
o AKFIORSITH LIRBUEDBEER O H 5 BE

@ WHEROFMICIE N T FRICHKY T3 BREFIC OV, AR OB SiTHE SR
B, M OBFEERFE D RVBRAICRY . EEICAREZFEATHI L E2ERTE S,
. BEMHRBOAHXIIEAOHLBE |
. EESRE CREE YR wa%%&oﬁﬁ&@m%ﬁ%w&%m%@%ﬁ

LD EEELD R b B BE

. HEGERBDOAH. Xi@i%&ﬁb<iﬁ%%@ﬁﬁﬁfﬁ%@%ﬁ@@
. hBBRE | |
o BEBHERE (aﬁmﬁm@@m@%@m DHHBE
e ECOG Performance Status 3-4 EV DERE

[FabtticBId2%FE]
O TROBEFBVWTAROFEHERRIES LTS,
o {LFWEEORV, EGFR BIEFERBEM, ALK @A BETERMER T PD-LI
BtE (TPS=50%) DYIBRTRERIEST - BR O/ NHIFEEE
o FIFFREEELCERIEREEZ AT S PD-L1 B (TPS=1%) OHIRTRER
ST - BROFERMERE (2B, EGFR EEFERBM XL ALK #a
BETHEOBETIL. ThZh EGFR F1 % —¥HEA T ALK F
oLyt —CHERORRELZE T2 8%)
7B, TPSIIAT B Y X+ (REETE#EZ) D= =  BEE (KR4
PD-L1IHC 22C3 pharmDx [#' =] ) #HWTHET S Z &,

@ TRICHEYT 5BEICHT E2EFOBERMERFEICOWTIE, AFOFZE
ﬁiénrkgf AEIDBEIR L 2B,
o IBREBLERRE,
o OFEMEEER L OB,

@D EGOG @ Performance Status (PS)

Score EE

0

S BBERLBEHTE D, BAEFILFELBELEESFIRRITXS,

1

PHARIZ B LVVEBNIRIIR SN D25, BITARE T, BAEERE > TOMRERIITI 2R TE 5.
Bl BOFEE, FHEE

Hlwirno

BoON-BELODEOEIVDZ L LMLTERY, BRD50%LL 2~y FPABRFTBIT,

£LETR, BODEDEY D Lige TERV, B2y FIEFTRITT,

12

FTARECESOHDOE ) DT LT~ TARREAERIZTER, BFD 50%LL EIF~y FATBI T,




@ MEZESA K74 (BARMETSRm 128V T, ECOG Performance Status 0~1

- @D 75 #%0l k. X% ECOG Performance Status 2 &V 0 BF TiX, £3 HAHE

H (FeZxeL%E) OBFBREMHERINTREY ., 77 F T RBAOERHEREX

BWEdER SN2 —2A13h 5, LERERZETIRECERTIHE. 7

T FFRBIORHTEEN R EHE3 Tﬁﬁ?"’ﬁ%ﬂﬁ%ﬂf 0)(“%@’2%‘?‘5 BEIZBW
T, ﬁ%ﬂ@&"%%%‘)ﬁ’(?—? B,

13



6. BERBELTEETREHFE

@

)

®

TRATSUEEIT N % . BEARFEEE SR T 5 R 35 & ARF O R OSE E B

RO DI HERIERE T+ HCBE L THLERTI L, | |

BRI ET D, BEIZORRICEDEROEREL +HHF L. AELSE

ThbRETEHIL, o B o

ERBUERO=R VAL MTONT

o MEMREBEHLDNDZ LRHEOT, FFOREIZH > T, FIHE
R O(BEIh., PR, ) ORERE O X SREOERS, BlEr+
STATH T &, ETo. MBS UTHE CT. Mik~—h—S0RELEH+
5k,

s  infusion reaction 233% L ¥ 5 Z L A3 2, infusion reaction HFRD HILZHFAIT
i, EERAEET ) & & bic, ERVEET 5 E CREORER +ICRE
T5Z L, -

o FRBEEEERDLDND I ERHBEDT, AFIORSHERIR RSB
FIXEHIRIC PRI AR ET (TSH., ERE T3, B T4 S0RIE) 2EHET 5
k.

o FEEEBENRLLLNEZ LBHBDOT, FHORERENROEES R DX
EHHIITHEEERE (AST. ALT. y-GTP, AP, VAL VEDORIE) 2 £
TBz &,

« CREOES WERARMLEESEALSD) SOEERREERD bR

Il RHBOT, EHMICROREOHERRR TS L, 2. RORER
BOONEFEITIL. FEOLCEFREEL 2T L5 BELET2 L,

o FHOHBEIZLY, BEOCHKERGICERT 3 & &1 bhatEx RRBSRE
BhobhdZeBbd, RESEDONAHEICIL, BRLEELSLE
HFR A2 b IR R RO R AT & L CE 2RI 21TV B DR

 RIC X BEERSEDN B EAIIL, AFOKE TR, KOEIBRE
NELVRORES R ERTE L, 2B, BIBRERVELOREICLVEIE.
FIOWESRD LRVEAIIE, BIBEERLVE VP OREMEIFIOEM
LERETHI L, \

o BEKTH. BER»LEY ARB LT LEWERRRRT 22 L 0ib B0,
AF| OB EH T %I HBHERORBIC DI EE TS 2 &,

o 1 BUBERIE (BUE 1 BUERBE S D) Bbhbbil, BRFEES FT Y F—U R
WCEDZLERHDHDOT, 0E, Bl BEHREOEROERESSHFEHED ERIZ+
SEBTHI L. | ERFARDUHAICIIRELTIEL, VR VB
KD EEOBRRNERITI 2L, |

AFOBERRBRICIE T, BERED OEA, ZHLEIE., BE5HENS 1 £/

13 EIREGHT Z LA OB 217> T 2 & 2 BB, REUE P ITE

MR E CHROMRLITH Z &, |

14



BERETA FTA
. Ravr)Xv7 (EETEHRZ)
(RFA : %A bv—¥ REHE 20 mg, %4 bA— KBEHE 100 mg)
~EERAE~

YRk 2 9428 (FRk2 941 2 AET)
| B EE



B

AN LW -

XUBIZ
AHEIORR,. TERBT
B PR SR
HERIZ DWW T

BRERBLRDBE

BRECBRLTEETR&EHE

P2
P3
P4

CPIL
P13

P14



1. IXC®IZ :
ERR DA - BRMEORREO DI, TR XESICESWEERERBRD
BB, &5, IEDREEMOEAIC L 1 | PIEERS 2 & OBEH FE e
FEESAERRSNLIF T, hbOEER P EICLERBEFICRMET S 2 L BIBED
ML o TEY BFMBOEE L REDOEARTTE 2016 (ERK 28 £ 6 A 2 ABRRE)

KBWThH, EFNEELEOHEAOREIMMELRD - L LERTNS,

FRAERFERRL, BREASREMT 1 7 7 A VBB OERSE L H b 1IR
RBZLBDHD, ZDD, BIEROLELIE %?5hﬁ#+ﬂgﬁ¢5ifmﬁ
UHERLOBELR T D LAPHSNIBECH LTERATZL L bIC, BIE
FIBER LI BIC RERHITE & B 2 & SRR —E DB & M ERME T
THZENEETH B, :

LEMoT, BKAA T4 0 Tik, BRERESCINE TIE LN TS EREZH -
B A S & uthﬁmwﬁﬁ&ﬁm%%&?5%&#62%&%@ 2
FROBESEEY T,

BB, AHA KT A 0%, M TBIENEEREFEERAHE. AREMEARA
BRIEEES ~%HE$AEK%%WﬂE%&U“E&E&AEﬁ&%ﬂ Y
Db EERR LT,

WL RBERLE XA M—F REFE 20mg, ¥4 ML—%F Eﬁ*%fi 100 mg (—
g RaT7ul) X7 (BiEFHEERR))
RNEERDPENIPE  RIFUIRTEREERAE o
HELLARERCHE @, RAIIE, "o ) X< (BEFHEEZ) LT, 1
" | 2mg/kg (fAE) % 3 BEREIFMRT 30 2T CTRREFHFET 5.
& R 5t ¥ & - MSD At




2. A O, wmwﬁ
%4%»—55E%&mmg&0mmm( &%-aA7m)xv7(ﬁh%mm'
Z). BT T&# &v5,) iE. PD-1 (programmed cell death-1) & ZDY H K Th
. BPDLI RUPD-L2 & ORA R EEMET 5. b MbIgGs T/ 7 o —F AHKTH B,
PD-1 R R&13 T MARS R BN 5N 2 72 DI AR SRR 2 B hle
AA v F T, PD-113, BERREBICBOTESR T MROHKREEICEEL, HER
BRSSO TRLE LSRR 2 GERIS L HET 5, TRbb, PD-1 12U Y ML
ATB LIV RERARC LD VT MEERAICHET 52X B/ TH S, PD-LI
DIEFHBICBIT DRETDTHTH LB, L OBAMIBTIE T RIBOEHE 21X 5
IEEBRICRBE L TWD, BAMICEITS PD-L1 OFEFBHRIL. BHIRE. BiRE.
FFHERRE. REEE, B/ MR E DO 2 RBALTFERERFTHY . BVEFRL
OFEREENRHE I TWS,
@ﬁ@#h@ﬁﬁ%%ﬁ&mnA%ﬁwm%&mBPDl&HHA@ﬁ%iE%@
FEERCRSVTERRREIZHES Z L RTRREIN TR Y Filc B ARROEN & L
THIfRF SN TV 5,
KﬁiIDIkHHA&UHHJ@ﬁ)ﬁ/F@FA%m$T6 Lok, EE
ﬁm#&@wﬁﬁﬁimﬁﬁéiiT)/Aﬁ%%ﬁﬁéﬁﬂ#ﬁ%ﬁﬁ%ﬁ%ﬁm?
5z &Tf@%@%%%ﬁ#é

$ﬁ®¢ﬁ%$k%d<@ﬁ@ﬁ§ﬁm X BEHERSZ RS bbh, BEXIIRTIC
ELAREMN DB, FAORGFROBSHITIT. BEOREETHITM. RENSR
B BB AT, BB U EAITS Ul PR 72 ik & RBR 3 K5 DIEAT & s L O
BI72ERZW 21TV, BEDORERIGIZ L 2BEIER S GRDLN A HEIZI. BIBRERNLV
ELRIDBEEOEY LB EIT D BERD B, :



3. BRERRU
BIGTIBRTRE L EERAEORATRICTMI 21T~ ERBRBROFE L =T,

[EohtE]
OENE 1b 8 (KEYNOTE-041 38)
{ERERDORNWITA Y A~T (BaFH#Ez) LUUTF A1) <) rn3,)
EEERV2 LUACETCOLERIERZE T HRIBURTREZESERGERE 42 4]
(HEhHERRATRIZR 37 ) ZXRIC, AFI2 mygkg 3 BRME (BT Q3w) &\ 5,)
BEOEMER LSRRI S, 28, BEIHE CRBETARD bhi e,
BT B R TERPRD bR VEOBRIICEE L T2 BE T, REUBOE
B CRBETEBOOND X THADORE LM D Z L3 FREE Shvic, EEFT
i B & 5 FHE[RECIST HA N T A LUBICES < PIRHAEIC X 5582F% (CR)
CXGEERSES (PR)] L. 24% (9S%EHEXM : 12~41) Thotz, KB, FACRE
Ul BEIE 10%Tdhote, | | -

@S M HEHER (KEYNOTE-002 3R5%) |

A EY LTI L BERELET HRIBIRTRELEEBOEREZN5IC, &4 2
mg/kg Q3W 5 R (X 10 mgkg QW 5 DAMER LSRN, (L2HBE (F AN
VTR RIK, AVRTFFY, NIV S XEARBEYART TF o+ 57 Y 5%
B, BT TICC B} &0 D,) EXEBE LTRSS, 28, BRI CRBETT
RIS BN BEI RBETERTERERED b AVEOREMICEZE LTV 5B
&Ik, KELEOE GG CREBETARD DN D T CREDREEHET 5 = LA
AREL Shiz, EEFMER IZLEFEHRN (08) RUEHMELLEHM (PFS) & Sh,
AHNIRRIE L B L C, PFS 2 EEICHER L7z,

#1 FHMERE (KEYNOTE-002 3ER)

A 2 mg/kg A% 10 mg/kg o233
Q3w QAW
(180 1) (181 i) (179 By
0S | #dufE [AH] 13.4 14.7 11.0
(95%CI). (11.0, 16.4) (11.3, 19.5) (8.9,13.8)
AP — R 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) -
pfE" 0.1173 0.0106
PFS" | HrdefE [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8) -
ANF— R 0.57 0.50
(95%CI) (0.45, 0.73) (0.39, 0.64) -
p{E" <0.0001 <0.0001

Cl ZBXME. *1: RECIST 71 F5 1> 11 BRICESL AR ER CEEEMEC & 5 5Hi.
*) - BRI Cox tbBINF— FEFTNMIZ L DL ZFEELORE:, 3 . BRIn /S 7BRE

4




T T ] T T T T srm———y
0 3 6 9 12 15 18 21 24 27 30 33 36

at Fiskiy S R |
#M2mg/kgQ3W 180 131 95 70 61 1 0
Z810mg/kg Q3W 181 138 99 79 67 12 0
{LeNeE 179 115 80 60 48 9 0
OS @ Kaplan-Meier B ,
at riska¥ ﬁuﬂwmﬁ_! (Al
. FM2mg/kg QW 180 153 74 53 26 9 4 2
- F10mg/kg Q3W 181 158 82 55 39 15 5 1
{LPHEE 179 128 43 22 15 4 2 1

PFS @ Kaplan-Meier B



Qs EMFERER (KEYNOTE-006 35R)
A Y AT TICEBIBREORVXIZIAEY AT E2EERN 1 LIALETORE
FIEREEE T 2 RIGURTRELZEHERAERE 2 X421, A4 10 mgkg Q3W 5K
10 mg/kg 2 BRIRRE (AT TQaw) &\ 35.) BEOEMERVEEMN, A Y h<
TEXMBE LR SN, 2B, BRFHETREETIRD bNIHEIT, REET

BRTEERATED IRV EOBRRIICERE LT\ 5 BE Tk, KELKEO B ©
FEEITHARD b S E TAROREZMET 5 2 LA Shie, TEFEEE T
éiﬁ@ﬁ(%?ﬂmjkwo)&UME%ET%HQIFWHJ&wo)kéﬂ
AFNIACY b7 L HEE LT, OS RU'PFS 2B EICER LT,

#z2 AhERE (KEYNOTE-006 3REk)

ZF 10 mg/kg - AHAl 10 mg/kg AEY b=
QW . Q2w .
(277 #1) (279 #1)) (278 )
oS | g [H] - NE NE NE
- (95%CI) (NE, NE) (NE,NE) (13, NE)
NP — K7 0.69 0.63
(95%CI) -~ (0.52, 0.90) (0.47,0.83) —
pE" 0.00358 0.00052
PFS™ | thfig [A] 4.1 5.5 2.8
-2 (95%CI) (2.9, 6.9) (3.4, 6.9) (2.8,2.9)
NP — FH™ 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) -
P fi™ <0.00001 <0.00001

: PRIEFROT —F (201543 838y bEAT, 22 B

Cl: 28R, NE : #EFRT,
Bl Cox bBINY— FETFT NI LB A Y AvT L DR, *3:BRIa 75 7 BIE. *4: RECIST
HA K542 11 BRI ES <ML U R SRHE R OCIBBEMEIC X H5E. *5 : PRI O
F—% (014 9F3AH Y kA7) '



307 ——— Fmiomg/kg QW

20 ]~~~ Fwt0mgkg W

10 —— qevnws

0 e T [T e isaisias ey prrererrer [Ty
‘ 0 2 4 6 8 100 12 14 16 18
at risk¥¥ _ _ HFmmLA] :
F@0mg/kg Q2W 279 266 248 233 219 212 177 67 19 0
ZA10mg/kg Q3W 277 266 251 238 215 202 158 71 18 O

0o

ATEVLRT . 278 242 212 188 169 157 117 51 17

OS ? Kaplan-Meier EifR

TR ()

at risk#% ‘
ZM10mg/kg Q2w 279 231 147 98 49 7

FH10mg/kg Q3W 277 235 133 95 53 7 1
AEULTT 278 186 88 42 18 2 0

o =0

PFS O Kaplan-Meier Bt



[Z4£tE]
OENE 1b 838 (KEYNOTE-041 3RER)
HETRIZ, 41/42 6] (97.6%) IZRD b, IERE L OREERSEETERVEE

BT, 34/42 B (81.0%) L_?J\&) bivic, FEHFEN s%LL EORHER ;tTi%@ LBy T
29)07‘\_0

%3 RBAER S%LUEOBIER (REEMTHREN)

BiE (%
SBEBIASE  (SOC: System Organ Class) )
£ (PT: Preferred Term) ' 2 mg/lzszz {%3W3¥
(MedDRA ver.18.0)
: . “£Grades -Grades 3 LA L
2EIER 34 (81.0) 8 (19.0)

FRISEETE 43 0 (0.0)

SR e Loedsn LS e B s S e S 520 =
% 5 FEIE 6 (14.3) .0 (0.0)
BOR EBRE B 6 (14.3) 0 0.0)
SEEAE 3 7.1 0 (0.0)

 7pds. FEMERRE L H (24%) . KBk - EEOTHI2 61 (4.8%) . FFEREREE
B (7.1%) . FERAHLEEREE 2 5] (4.8%) . FIRIRHEREREE 6 5] (14.3%) | infusion reaction
16 (2.4%) &053‘85}1;*!%1% (24%) THEOOLN, Tz, HEEE (¥72 -8
UERERS) | BREREE (REEREEERS) | BIREE. 1 BERA. EEOD
R EkEE (&J%*ﬁﬂﬁﬁﬁﬁﬁﬁ\ STHCHE. FERREL) | Bk, B - RAUT BARAE

~EEGESRE. WM - SIS, DA, eI MR SRR P MR i K OVR
FEBIIRD DN 0T,

O E N HEFAE (KEYNOTE-002 35R)

BHEFELRIT.2 mgkg Q3W BE 172/178 11 (96.6%) . 10 mg/kg Q3W # 178/179 11 (99.4%)
EOVICC B 167/171 B (97.7%) @R b, IBREL OREBEHEAEETERWVEE
5%& I, FNER 1217178 B (68.0%) . 133/179 5] (74.3%) K U* 138/171 % (80.7%)

123D b, WTRAORETRELER 5% EDORITEA ETROEBY TH o7z,



F4 WTHOLOETRARYE SRIULOBWER (R&MERITHRER)

FEBIK S (SOC: System Organ Class) S gkg W : : = %j( ((.;‘;)Wﬁ e
&y : mg/kg mg/kg
ﬁfjmﬁ:r et red Tem) | ® i 1756 St
T “2Grades Grades 324 E “£Grades Grades 30 £ £Grades ° Grades 3L E
2BIER 121 133 (743) 25 (14.0) 138  (80.7)

35 (205 9

- B EREAME X 14 (82 6,
B P ERBAE 1 0.0) 14 (82 6
lhn /NI - 16 (94) 4

14 (82)
1 06 56 (327
26 (152)

10 (8 I
(36.3)
4.7

(0.0) i (0.6)

el
BEE 5 2.8)

0 0 00 35 (205 1 0.6)
REER ' 9 (1) o 0.0) 9 (50 o0 0.0) 2 (12) 0. (0.0)
% S HEE , 37 (208 0 00) -4 (235 0 00). 6 (35 0 (0.0)
B2 » ' 21 (118) © (0.0) 18 (101) 0 (0.0 8 (@7 o (0.0)
MR EZREE . . 5. (28 1 0.6) 10 . (56) 1 (0.6) ] 00) o0 (0.0)
SEEAE ' 10 (56) 0 0.0) 9 (500 0 (0.0) 2 (12) 0 (0.0)

7238.2 mg/kg Q3W BER N 10 mg/kg Q3W BEIZ W\ TN -E i, BB MERZE 22 1 61 (0.6%)
RO 48] (22%) . KEGZK - BEEOTH 1 (0.6%) KU 6l (3.4%) . FHREE (¥
7 v S U REREEE) 2 51 (1.1%) R TN O 4, APHERERE S 13 81 (7.3%) KU 15 41 (8.4%)
BHREEE (RUEREERAE) 16 (0.6%) EU1H6 (0.6%) . FTEAEERE1
1 (0.6%) BT3Bl (1.7%) . FRIBHEEIEE 14 61 (7.9%) K15 i (8.4%) . infusion
reaction 2B (1.1%) RO B (1.7%) . EEOKEEE (REEERERR, 27
BE. BRAESE) 161 (0.6%) RU1H1 (0.6%) . Bk 161 (0.6%) RUN0 B, HFER
S 0 IR B (0.6%) | st - BEREZ 0 BTN 1 B (0.6%) . WNTEE HE
ROFRO 24 (1.1%) THERHOLN, Fiz, BIBEE. | BERK. 54 - BUGE
FRIE .. (DR, SeE ML MRS RSB . MRS M1 R ORI bR -
7



01

I CYFUGD @RI IO W T W MBS T [ R B
‘TOOWHTNE VYR CUUIREDY (%P0) 18 LW (%) 18 € WM C 2N
I~ (%'0) 4 10N Ng 0 EHEE - X3 ") 00 (%V0) 4 | T¥SWETEIGE - %Y
S (%Y'0) 8 1A (%0) 4 1 3¢ S (%'0) g 104 0 (S BBCEE "B 2 "3
I HE ) BB FOFE G 0NY (%r0) 4 [ MR 1 ° (W8'1) 4 S2
W (%ST) fig L UONIBII UOISIYUL * (%L0) 8 T (%¥0) 4| 2HEIE ° (%6'11)
4 €€ W (%1°01) [ 8T SBUFAHYkeh ° (%V'0) 4 1QW (%¥0) [4 | £HZEFY
FEl C (%Y0) 910N (%L0) T (HYEHEHIMRY) SR © (%e'8) ¢
ETNW (%1°S) 4 v1 SHBEFH " 0N (%L0) 4T (HFHATW—1y0 - LL¥)
EET (L) 4 €10 (%9€) [4 01 M QFE - KXY C (%0) 4 1 NH
(%¥'1) i) ¥ BT B [ U 2 2 DSk 2158 MTO B/BW 01 2 37 3 MED FN/Bw 01 “ef ¥

o) o G % o o (& sz (oo o ) 1¢ MEHREE
(g0 ¢ Qv: Le 89 0 A:: 14 88 0 @m: Le ) “H

@D @Sy e ©0 0 (600 8 GO 1 (6D s i
(80) €9 91 (0) Gz @) o @ 1f - Sn

) o 9 ¥ o 1 (g o1 . (0 o . (5D S FuH

o) 1 (o) < (o o (o0 8t 0 | S /8 § O 2 £ Qg

(00) 0 o I o o (@v ot (©0) 0 (0w 11 | T

(re) 8 (o 8 (o L 9D v QD ¢ v ov i

€9 o1 GO 6 GD v GO v B s (67 3 WY
. o . 0 . 0 .

(661) 15 (oeL) S“_ (X9 R Q.mc. 1zz (o) 8z (6TL) 20T , . HWES

TYAE SopelD  SopeIDE T YAESpRI)  SApRIDE. YA€ S9peID SOpRINT (081994 VEGPOFD
957 @ LT , o .
_ME mmam_%@_\we or #MED Sy/Bw o (uaL paudpald ‘1) #HFE

(sse1d ueS10 waisAS :D0S) HELY g HEe

(%) ¥4
(EESHAHRTE) Em_\x_mgqj._\em WRERLHROQULN SE

U@ (3 OEL HMANEOTA%S UEWHLHOC UL "YU R

20 (%0°€L) 4 9STILBL QH (%S'6L) [ig) 8LT/ITT * (%6'TL) [ LLTTOT U WX “EIE

EEHFNL RS PRI 2 FEETL U @D (%'€6) 19 9ST/6ET 3 1dI LW
(%6°86) 14 8LT/SLT 4 MTO BA/BW 01 (%E'S6) [ LLTVYIT ¢ MED BIBW 01 ‘RIg 8 B

(¥&¥2 900-HLONATY) ¥EYLBYMIHAGH©




4. HEERIZOWT : _
AREM L LTHEARERAE (RFHEZE) SEBEELNTVAZ Ehb, YkEE % E
CERTE AR CTHALERD D, 0 LT, BROBESE 2 BE LB - 16
L. ARIOBEIC L EEARBERERER LIBICHET 5 2 L SRERE D, ST
D~QDFTRTEHETHRICBVWCERT 2R&ThH 3, ’

D HERIZHOWVT

®-1 T?®(D’v6)®%anCﬁé¢6w X THhB L,

6} E%@tﬁm&ﬁﬁémhﬂﬁéﬁm,F&%(%ﬁﬂ%ﬂhﬂ%@%mﬁrh\

RS AR LA, ﬂﬁmh ﬁf&&&)($ﬁ2w¢4ﬂjaﬁﬁ.
434 JEa%k)

(2) FrEHERERBE (CERL294 6 A 1 FEEA : 85 HEFR)

() FENESESEET 20 ADFCEERI (B ADICESEISERb. 254D
WAFRE, MSARIREEERIRR )

M)%%m%ﬁﬁi% RE L., S R(bSERIEINE 1 I35 e(b B BEME 2 OfEik %@

_ AR BB EIT > TV BHER CER 28487 A 1 BERA : 2540 8RR | ,

(6) TEEEEALFERME OB EEIBRIBEHEZIT-o O oiEeR (K 28 £ 7
A1 BEER ;1290 HEE%) : ‘

02 BHEEEEOLPRERCBIERRER ORI Rk L B8R4 O ER
 (FROVTHDICRYT B EM) 25, YHBIBORAICHET HIBROBEZ L LT
BEEINLTWAZ &, ,

R

o ERiRIFRES 2 EOTBPHEER KT LI2§BIC S ELU OB ABRDBERTHE %
ﬁof%égkoDB\2$Uii\#A%%%%%i&btﬁﬁﬁ%%@ﬁ@
BT oTWnWAI e, ‘

S BRI 2 FOTE T LG S ED Lo R R DR O |
REBREAELTNAZ &

@ %W@E%nnﬁﬁﬁ;EOﬁiﬁﬂ ik g
EEREREBINETIEEERRBE SN, MESCENLOFERED, HHE - 2
HEEFVFROFERVEMEIC T 2 FRIZH. FEERBRBELEAOREE
B, ERECHIITONIBHIPE-STND Z L,
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® BHER~DRIIZONT

®-1 BERARBER OXISERIIZBET 2 B4
PEMEREDEERBIERNEE LZBIZ, 24 BEZEEHOT, YEER
BEERRRIZE T, %ﬁbtﬁﬁ%:EDTA&Aﬁ&UCTéwﬂﬁ%wﬁ%;\g
fﬂﬁﬁo)rr’k%mé BHRIZEOGN., ELIZHIGFIRERERISE S TWH T L, '

®-2 Eaiﬁé%%‘h_ LA HEERANSICET S EE

BABRICEED 2 BN 2B R CRELE T2 EREEENBIERT=2 ) v 7%
BORERDOAY V== 7 RITVERE L ERE A TE 5 F — AEREH SR
ENTVBZ &, 2k, BRI ZONT, BABE L ZOFRICHNICAS SR T
5T &, .

@aﬂﬁﬁ@»ﬁ%ﬁmhﬁbr
BIVER (RVEMEMRBICME . K%k - EEDOTA. H@%Ei EgREEE (R
RIEMEBALZ) . NWHOWEE (TEABEREZE, FIRIBEEREE, BISMEREE) | 1
BURERRIS . 5 &0 Bk, % - ﬁﬁ%@ﬁr\%&\igw&%@%(&%ﬁﬁmﬁ@
B SIBHIBE. FERHIEY) | infusion reaction, N4 - BEREZS. EIEMEE. HRE
= (XT L NU—ERRE) | UK. REEEN/REAHERRE. BOERMD, 7R
L) 1R LT, SRR ULEBERSB ORI E A 5 B & L @I
HAOBECRRICE L THRERUXELZ T bR EEICH D L) | EbICEERN
EBRTEABENPESTNE L, , :
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5. #ENRLIRDBE
- [Z2MicBEd 3 EE] , ,
@® Tﬂuvé?5$%kowfiﬁﬁwﬁﬁﬂ BLEINTWBZ NG, BEEIT

©

binze,
. 21:§1J DRSS LIBBIEDBEERE D H 5 8%

TERRATORHEIC IV T TR M T B BEIT OV T, AR OB EITHE S LR

B3, {&ODYA%@RHi?bﬁxb\%ALBE v, EEI JIE%'J’%EFQTZD LEBRTED,

+ MEEMREBOESIHIIBEEOH DBE

s MHEGRECHREEZZROIBERED ﬁ@iz‘ﬂtﬁi‘ﬁﬁﬂiﬂﬁﬁ?ﬁ% i %
FEOMICRIERELBHOND BE

. BEABREOAD. ULBNRE L IZEEMEO E DAESOBEED

HOBE.
o BBBHEGELSMRBHERELET) OhbBE
*  ECOG Performance Status 3-4 & 0 #B#H

BRI 5 =E]

@

1E%¢?¥£Vﬂe®fxb\%ﬁ‘&vﬂﬁ%ﬁ(ﬁ}ﬁ®&pé BEICBWTEAHOFER TE?)»T =h

T3,

2B, mmrﬁh%%%%ﬁfé%%kkwri MMFmEﬂ WX BERGER
*TZ)J:

T@k&%?éﬁﬁoﬁﬁﬁvﬁ%ﬁ&kowfi:Kﬂwﬁﬁéﬁﬁiéhfk
5T, AHO\ERR LR,

o iERBEELRE,

o MOFEMEES & O,

@D ECOG @ Performance Status (PS)

Score

EE

| < HEARLSESTED, BREALAFEEFEIHIRZRIAITRD,

REEICE LVEBNIRIR S 545, HITHEET, BEERE > TOMERIITI LB TED,
Bl BOWRE, FBHEX

BITAEETASOFOEY O LT+ XTHREEMELZILITE LY, BFD 50%LL Eix~y K4
TR/, ' i -

BoniEBSOEOEYDZ L LTERY, BHRO 0% EE Xy FABFTRIT,

;T\, HOOHFDOREDOIZ L2 TERVY, B2y FIBRFTBIT,
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6. BEBLTEETREYEE \

O WRASCEBSICML, BEREEESMRET 5 WHHEIC LS & AR O R R OSEIER
DD LEREREHHICEBR L THLERATE I L,

@ WEBMBICEY D, BEXIITOFBRICEDERVAEBRIELZ +ARAL, RE2E
TheBETHIE, o

@ FEFRBEWERAD<=RXT AL MIZOWNT

R RN H 5 bIE 2 EBHEDT, AFIOBEIH T - Tk, YIHIE
K (BETh, PEIREEE, W) ORERR OIS X BREOERS, Bttt
SIZIFH 2k, Fn. BEIS UTHEE CT. Mi~—b—Z0RELEHT
BT, | - '
infusion reaction 23% &% Z L 433 B, infusion reaction 23FBW LN IZHEIC
T, EEI LB AT O & L b, ERASEET B E TREOREY 45 ICBE
+BZ L, -
FRIRHASIEE S b b N D 2 L 353 5 DT, AHI O 5 BIMAETR U 551
FRILTE R FOR SRR A (TSH. 0EE T3, WERE T4 H0RIE) 2 EWT S
k. -

TSRS E R S DI = L R B0 T, AFIDR 5 BEMENR U5 T 1T
EEARIC FFHSBERRZE (AST. ALT. y-GTP. AP, BV LYV E0RIE) % £
F5I L, | |

BEOBEE (IIPARMIEESEGEAEED) SOBERBEEERD DR
DEBHEOT, EHOICROREOHELHRT 5 L, T, ROBYEN
BOLNEHEITIL, EONERKELSZ2T5 L) BELEETI L,
AFOBEIC LY BEORERISICER T2 &£ 2 bhoiEx REBORE

 BhbbhAIENbD, BESROLNLBEAICE, BRLEFRIS L.

B A I & BRI AT & M L ORI BRI R T BE DR
RiSIc X 2 BHER REPN A B AL, AFOKEIFIE. RUBIBEES
NEVEIOBREEEERT S L, 2B, BIBRERLEL OREIC LY BIfE
HADKENPRD DNRWBEIZE. BIBERE AT LA O &l 0B im
bEETBIL, |

B TH, FoRMLED BB L ThLEERRRET 22 L 8B,
AR OB EETHICHEWERORBIC i nETA o b,

| BUERRA (B 1 BUERR 2 B Bdh b, EREES F T F— 2
KEAZLBHHOT, OB, Bb, EHEOEROREELMIEMED EHIC+
SEBTB L, | BERRAEDNEBAIIIREYHIEL, AR Y L
HI OB EEDOHEN 2 MBEITO Z L, -

AR OBHRRBICIBN T, BEBEBHS 3 » AR, FRUER. BE5EEND 1

ERIT 6 M Z L ICHSMEOFE R 1T > TV Z L 2 B8EI, RFAREPITEYH
IR OMEREZITD Z &,
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REEHBEETA K714

Rra7n) Xv7 (RETFHREZ)
(RFEA © %A PA—5 RIEHE 20 mg, %A bA—F RIGHE 100 mg)

 ~HBEHRTF Y VRE~

T2 91 1A (FR2 941 2 AN
LA 3



B &

A

XTI '

AEI DK, TEREF

BR PR FRAR

FEERIZ DT

BExtG L b BE
BEIZEL CTHEETREHE

P2
P3
P4
P6

P8

Po



1. XL . .

C EEROEDHE - BRMOHBROT DI, T CESICESWOEERERNRD
bhb, &b, EEOHRFEMOEHRIC LY, FIIEEIER 2 & OEERI 2 FHRIEFRS
FEERNERSNEGPT, ThODOERRFEICKHERBEICRMT S 2 L NHED
ML 2o TR Y RERBOEY L R OEAS #2016 (TR 2845 6 A 2 AMBRRE)
ICBWTh., BHMEERRLEOEHOEEEERYRSE L ah TV, -
 FHERBFEERRIT BRERCEAR 0 7 A VRBEFEOERR LB b2 E
RBZERHD, ZDRD, HPER R ET 2 ERS BT 5 COR,
UHERSOBEELRZTT I LAYFSNAIBEICH LTERAT S L L b BIE
FNRE LI BRERRNE & 50 & SRR —E DB & 7 T EREE o R
TBELLREETHD,

LIeBo T, AHA FTA TR BREERLINETIE/BON TV ZEFEERH -
BEMRAMICESE, UTOEERRORE A EALHET 2BAPDLERER, £
FROBEEEYFT, | | ,

BB, BHA BT 4 03, MATBIEAEE R ERESRAAHENE, ABHREARE
BRRIEE S, — Mk A B ARBRNBELS R O—RHEMEA B ALEEROWH D
b EERL LTz, o '

| MR LI BPERR . A M —F REHE 20 mg, XA b/b—F AiHEF#E 100 mg (—
B4 RaT ) XwT GREFHEERZ))
ANBERDWEXIHR  BRIUIEEBMEOHHA AT X ) Vo
HBLRAPERVARE  BE. RAKKIE. o7 v ) X< (BFHE#z) L LT, 1
[E] 200 mg % 3 AR T 30 ST TRERET 5,
B 7 K 5% ¥ & . MSD %R &t




2. FHIO®KEK. (ERBF , |

¥A M—F BFF#FE20mg RO 100 mg (—f4% - Xa7ul) X< (BEFE#
Z) BT TAA) & 5,) 1%, PD-1 (programmed cell death-1) L ZDYHY FTH
% PD-L1 RUSPD-L2 & ORA X EHEMET 5.t MulgGs £/ 7 u—F Ak Th D,

PD-1 #& I3 T AERASRE BEAREAE > 53k B 72 DIZ S AR FI A § 5 £ 2 e Hl
A4 yF T, PD-113. RERRIBICEV TEER T MROMAREICRRL. BER
BERG 2SR LEILRR AR AERSEHET 2, T72bb, PD-1 YV FERE
BTH LI VHRRRBRICL DV /T EERAICHET 2% AR TH D, PD-LI
DEFHBRCBITHREBITDTHLTH IR L ORAHMIRTIE THIROBE 2R 2
IZUBRENCEE L TS, BAMKICHIT S PD-L1 OBRFERIT. BHME, Mg,
FFHRRGRE. SRELHE. #mwm%ﬁ&E@%ﬁ&ﬁbv%ﬁxﬁw%f&w\ﬁw¢ﬁ$
& OFBEERHE XL TV D

@ﬁ@»h@ﬁ%%%&kﬂnA%ﬁwﬁ%@#BPblamnjmﬁ%iﬁﬁw
- SREEREICRSVWTERERREIZE D Z LBTRRENTEY | FeRBABROERN L L
- THiREESRh TS,
| KﬁiImleHnAﬁomnaoﬁ)ﬁ/L@FA%mi?é LTk, B
W NRER OBBRENOMISEEET U V ReEEL S ¥ ERRE L FEE LT
BT THEEIRERET S,

- AR OERBFICESBEDRERIGIC L 2BIER%ER S b bh, EBXIRCIC
EHAREERDH D, FRIOBREFRCEERIZIL, BEOBEL 7TV, Z2EBFR
D BbRIB AT FE L EEIS U BRI Mk L R 5 1O L L (i
IR ERZE 21TV, BEOARBERISICE HEIERABRLILAGEICIE. BIBRRERLV
FUHRIOBREEOBURNBEITOILENH D, .



3. EREREiR _, ,
 BERIBSMOE AR VX U vl ORKRE I I 21T o 72 R ERR RO

AR ZRT,

[A%hiE]

@%AH%HW%ﬁ(mwmnEmTﬁ%)

R UIBRMEOHRIOF VX ) L NEBE 210 I, BAN 10 kR OB
TD3 DDA b ERBRIZ, A 200 mg 3 BRFRER S OF MR CREESRET
- &z, : . -
- BRI DS HIBERITEZIC. 7VVV%V¢fNF%yKi5%ﬁ%§Ht%
#F (afk—1h1)- ' ,
- BFEMBARBHEIEEISTH Y. 7b=07 LY RIS REFUINZLBIREE
ZTeBE (ak—12) : ‘

- BEREOBMRBERETRIC, 7Ly YFv~T RRFUCLBIBER (—RIAR

IR FREO—RLLTODT LY FI<wT N F%/kiéﬁu(é‘ﬁ iai '
20Y) %’ﬁ’b‘fl]\f;b\%% (2R— F3) - _ ,

&ﬁ\E@ﬂﬁfﬁ%@ﬁ# b b %*@ﬁ%ﬁ?ﬁﬁ# 0 B
ZOBMKMIZEE L TN DBETI \&Euﬁwﬁﬁﬁﬁfﬁéﬁnm RO OLNBHET
A OB LRSS ENHREE Shiz, FEFMEEE THhLEDE (KT IWG
criteria (2007) ZE-3< FRHEEIZ X 55%E2FES (CR) . XiFHm5ES (PR) OFIE)
IR DLBY Thole, B, FANCRE SHBEEDFL, WThoar—1+b
20%TH o7z, o
£1 APPSR (KEYNOTE-087 HBR)

ag—hk1 af—h2 | 3F—FH3

| o (69%1) ) (60%1)
TEEH (CR) | 15 (21.7) 18 (222) | 13 (21.7)

BM%Q 5ZE%h (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)

A RE '3 (4.3) 2 (25) . 0

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




(2]
ERRIL [R5 8558k (KEYNOTE-087 &%)
HFEES :tfﬂtﬁﬁéﬁ:f 202/210 f5l (96.2%) (258 Hav, BITERIL 144/210 #i (68 6%)

IR b, SEHBEN 5%L L DBHERIZR 2D LBV Thotz,
%2 RERRNS%IUEOBER (BT SRER)

BEBIKDE (SOC: System Organ Class) z;{f%g/gg
FAFE (PT: Preferred Term) = - o
(MedDRA/J ver.19.0) : o N
144 (68.6) 23 (10)

BN

eB, FIRMRREL 6 5 (2.9%). K% - BEEOTHIE 3 Fl (1.4%). #HRESE
(352 - SNU—FEREREE) 131 4] (0.5%). FREEREEIT 8 4 (3.8%). FUIRARMAE
BEE X 29 61 (13.8%) . 4% - BAAU A AR AE 122 7 (1.0%) . Infusion reaction 13 17 %1 (8.1%) |
BE AT 2 B (1.0%) BOLEHEIE 16 (0.5%) TRHOIE, £, BEDK
ERE (&E*ﬁﬂ%ﬂﬁrfﬁﬁ LA, FRBEES)., TEAMERE. BIE#RES.
» *”ﬂ*‘ﬁr\ EHREREE (RAEEMEEBSRS). Bk, EREMEE. KX - SRR,
S M I/ MR "i;{f:b(ﬂ" BImEE Mk OCFRIFERBFIIRD bk o7,



4, makowf
%#&Lfﬁ%mﬁﬁﬁ(é%ﬁﬁ)b&ﬁ%hfwé Ehbh, YHAEEE
i %mféém R THIVERD D, TOLT, AFIOBRESEE 2 BE LI - &
E L. RAIOEEIC ;Dﬁﬁﬁﬁﬁm%%ﬁbtﬁgﬂmié & BBBERTD, BT
DOO~QDFT T &M T hEsR kwrﬁﬁ#éméf%é :

€)) ﬁﬁ%k’bb\f

®-1 T@@(UA«G)wan#_Méféw Y THHI L,

(1) EAEFBREFEET 58 ABRESLAFRS @EFRPAR %ﬁ#mﬁrh\
ﬂﬁ#bﬁ%@%%ﬁr&:ﬂ@mhﬁﬁrh&a(imw&MHlaﬁﬁAm

- HEER) :

(2) FeEMEE Bl (PR 20466 A 1 BREA - ww )

(3) FEREMESRET 2PALRELERR (AR ER. mb %Lk
BAREBE. A ABREEE R &)

(4) SMRALEMIEE L RE L, SMRICEHEME 1 I ERENE 2 OfEs e

. KRDEHETo TV DMER (FEL28 47 A 1 BERR @ 2540 HEER)

(5> MEMEEALS EEMEORRERIR I BHEZTo COOVH R (EK 28 £ 7
A 1 B : 1290 MEER) ‘ :

O-2 HHHKEDFY ‘//\“Hi@ﬂﬁ#???ﬁ&(ﬁ@”’ﬁﬂi%ﬁﬁODS?TFE e fi%ﬂ%c‘:ﬁ
REZFFOEM (TROWTINIIEL T HEM) 25, Mu/f?ﬂ@ZliﬁﬂkﬁgTéf“%@
BEEFELLTEEShTWSZ L,

*

s [ERIRFFREHE 2 ﬁ@mﬂﬁﬁV%fﬁkT L72RIT 5 FELL LD ATBRDERIRFHE 2 1T
S2TNBZE, 95, 26U, PAERMEES T L Lﬁ_ﬁﬁiﬂﬁig%@ﬁﬂ“%ﬁ
RoTNBHT L, 3

o [ERIAIFEA %2@@@@5}{%%%"7 L7zt 4ﬂ5ut@ﬁﬁﬂfﬁ@%7ﬁ LTWsZ
L. b, 3FELUEIIR, ﬁ[ﬁlaﬁﬁﬁﬂﬁ%@m/u%%%{f%E.UEEHEI&].{&‘%@BHP‘%
ToTWARZ L,

@ BRADCERMFREHEOKHITOVT ;

EEDERETRINHETIELENRBEN, MELCENOOERED, HME - &
EMERFVHFROEER CEME ’ij‘*rérai&?%ﬁi REFRDPREL L7L G OHE
. ENEH J?bhéﬁﬁﬁ']?bs%ofb\é L,




@ BHER~DRIGIZOWNT

@-1 RERERICET 28
BEEMEBREOEEREWERANRE LEIC, 24 BEIZEEHOT. Y

IREERERIC BV T, BB L-BERICKE U TAREER O CT Z0RIER OERI ;44

E&ﬁﬁ®%%ﬁ%ﬁ*:ﬁ6n\EBK%Eﬂ%&W%%%oTwézh

@JEﬁﬁgﬁkléﬁ%gﬁﬁmkﬁféﬁﬁ

L RABRCHEDIEMN AR OCRESYET S EREEE SRS Y VY
%abtﬁf@Xﬁ)— YT RITOVERE L BREIHETE 5F — LEREHI1NE
fEEShTWBHZ &, 2B, %ﬁﬁﬁif‘ﬁﬂ ZONWT, BABE L EZORBICESITAMENT
WnHZ&,

®-3 BHWER ORZEr-oRS B LT ,

BI{EH (FﬁEriﬂﬂia’j%%&:buz\ KGR - EEDOTH., FFEERE, BHEREE (R
TRIEMBTRSE)., NoWEE (TEAEERESE., FIRIREEREES, BIER®REED . 1
RIBERE, 5 & 9Bk, ﬁ’%ﬁé FEBURARIE, R, EEOKREEE (KEHEIREE
B, gjﬁ%ﬁlﬁf\ EREHES) . infusion reaction, HN#¢ - BARESS. EIEMEAE. FRERE
E(FT v - NU—EERS) . OFR. SEEn/IMRIBEERER, BnEEMn, R
FEBE) 1o LT, YRR UIEREREBOEMM LT 2R LS L @EE
- A OZWrORIGIZ RS L’C#b%&()‘iiﬁéﬁ'ﬁ"oﬂéxﬁ: HHT L) BEHICET N
BRTEXREERESTNEE L, - '



5. B#EXNRL2HBE

(&t B 5 5E] | . -

@ T@uM%76$%LOWTiﬁ%@&gmﬁékénTW5:&W6\E5%ﬁ
SbRnz e, :
. KH@&“’%L@MF@%EW@%%%%

@ TBEFIOFEMICB W T TRIZEY T3 BFIC OV T, $ﬂ®&5iﬁﬁén&w
4NN ﬁﬁODl“%@RHir):f;b\%AMﬂE D, BEIAREZERATIZLE2EBRTE D,

o HMEMMRBOAHIIREDH S BE |
o JEEGRE CRIEE 2R B BE R UTEEINE OSBRI R G ME i
 BORICREEETERA LN BE

e HOSAEREBROAHE x&@ﬁmmgb<iﬁ%ﬁ@aaﬁﬁﬁﬁwﬁﬁﬁ@

HoBE

. ﬁﬁ%ﬁﬁ(ﬁm%ﬁ%%ﬁﬁ%ab)o%é$%
*  ECOG Performance Status 3-4 EDpEE

(T 5 5E) e |
O BREMSERBEICETE I TRE OB R UIBE O G REROF )
- NERECBV THAOHEBENT STV B,

C)TEKK%?%*%kﬁ?é$ﬂ@&5&0ﬁﬁﬁ&kowfi AR DD
%4én1kei AAIOEEXH LR DIR,
o LEEIERIGREDOBE,
o fhFEMIEER L DA,

@D ECOG ¢ Performance Status (PS)

Score _ ' TEH

0 | &<HEREETE D, EHaL R L AFEEERELHREATX D,

PHERIZI LWOIEBNEHIRR S 2 23, SITAIRE T, BIEERE - TOEEIITI Z &N TE S,
Bl . BVWRE, FHEX ’

BATHERE TR DHDEY O L i3+ TREZHSERIITERY, AFO 50%L EiZ~y FA4TBRIT,

Boh-ASOHEOEYOIELMATERY, AP S0%LLEESy FOKEFTBRIT,

BlwWina]| —

2TV, BHODOEOED DI LIZEL TERY, BRIy FOBFTRIT,




6. BEBLTHETREYH |
O WHATLCESINZ ., BREIRTR EHE PR 2 WEHE IS & RHI DR R O IESE
ORI BERERE IR L THOERT I &, | |
© TRIRBIMAIC NI L. BE I OFBICH IR ORI L +ARE L. AELS

ThLBRETRE, “
@ EREUWEAO<R TV AL MZOWNT

MEMREB R H b D Z L BH D DT, FRDREITH o Tid, MIFHE
K (B0, FPREEE, RH%E) ORERR O X RREOCEES, 52+
AT Y Tk Eio, BEIELTHE CT. MiE~—7 —E0OBREY EilT
5T L, . ‘

infusion reaction 234 H 4L 5 Z & A3 B, infusion reaction 338 HALZFHIC
X, BEEIRABERIT O & & biC, ERPEET 5 TREOKREE +4ITBE
THZ L, v
FRBHEEERH bbh 3 Z LAH 20T, A OB EERBIKR OS54/
T EHIAIC FIRRIERERRE (TSH. 28 T3, HEBE T4 EORE) 2EMET 5
e, '

FFEREREE D & 6D Z L 235 5O T, AFI O 5 BRIERT R U5 HIH F i

EHIRNCAFEERZE (AST. ALT. y-GTP, Al-P, VULV EVEDRE) % £
T5ZL, S '

SEOBER WERROIMEEREREED) SOEERREESHLDND
ZENBBEOT, EMMCROREOEELHRT S L, E, RORHEMS

 RBOLNIEHEITIE, BN ERER2ZZZTILOBELZEETLI L,

FRIOHBEIZEY | BEORBERIGCICERT 5 & E X b D kx RRESHE
RbbbNdZLBbo, BENSBOONLHAIE. BRLEERITE L,
BP0 72 AN & R & RO IR AT & L ISR ER BT A 4T\ B DS
RS & B EWER MR EDN 3 HE101t, AR ORE T HRIE, & OB RE R
NEVRIDBREEZERTDHZ L, 2B, BIBREFRNVEL OREIZLYEIE
FOBENRRD SNRVEEICIE. BIBEERLE L S OS2 i o8
bEETAIE, \ | |
BERTH, AP OB ARB L THLEHWERBRETZZENLD D,
FEOBEXRTRZICHEERORRICHFRICEETDHZ &,

| BERR (B 1 BUEIRIB 2B Tr) 355 bbb, BRIFIES T Y F—v R
WEDZERHZ0T, OB, B, BHEZEOEROREECMIEE D LA+
SEBTB L, | BERRARDLBAIEREEHIEL, AR Y VB
OB EEDBEE 2B EITH Z &,

AR OREERRBRICINT, RERKE,D 12 i@:“&Kﬁ?d]‘fiﬂ)ﬂﬁﬁ%ﬁofb\f::

(L EBEIC, AFREFITIESICERRE CHREORRFITOIZ L,






