e HEE T A R T A
NAh7ul) XA<v7 (Bfs i z)

(W5E4 « A b—F filiE 20 mg, ¥4 bL— & fiilE 100 mg)
~HHAHR R Lo fE~

VR 2 941 1A (BFIocfE 1 2 AR
JEAE T E A
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1. ZUoic

IS OGN < REMEDHEROT- DI, WA STEZEITE SVl E el 23R D
B, 6T, IEORFEHNOMEAIZ LV | FUREIKS 22 & OFHN 72 Frli/F A%
FPESMDPEAB I NDHF T, 2o OEEMLZ BICLERBEITRMET 5 2 L EREO
R L 725 TR RFITBGEE & SO ST #2016 (AL 28 42 6 A 2 H BIFEIRE)
ICBWThH, EHERLEOHHORBEHEEZXS Z LS TWn5,

BFORERE ST, KBRS 2T 0 7 7 A VBB FOESK L & B 5 25
B ENRDHDH, ZOD, HIMEROLEMEICET A ERNH0EMT 5 E TOR,
WMELEHG DO BE LR ZIT 5 2 EPWIRE SN BFICK L THERT 2 & &bz, BIFE
FDFEEBL U= BE 72 kb &2 & D 2 & DS ARE 72— 8 O B &3 7 9 A B < F
THIENEETHD,

L7eRoT, KA RT A4 TiE, BIFERES ZNE TITE LN TV A EFLIH -
B RIS & | LT ORI O e 2 HEET 2880 b B R EE & %
F RO EFHE R~T,

I, ARITA RT A %, MSIATBOE NE S RS O, AMEANR AR
BRI s . — M A B ARERIR N 2 & OB N B AR iR 52 O i ) o
b EERC LT,

KR LR DEIS XA M —Z S EFE 20mg, A B L— & SEETE 100mg (—
W4 s NaTvnl) X~ (G Z))

HELRDMEXTNE « BR ITEREO AR % ) Rl

MNEEBRHOMEROCRE  @%. RAIZIE, a7 el X~7 (GEE7FMBZ) LT 1
[6] 200 mg % 3 JREIEE T 30 23R CAaiEEET 5,

Bl K 5¢ 3 & 0 MSD RSt




2. KRANIOFHE. TEREST

XA ML —& mEERE 20 mg XN 100 mg (—i4 : AT v U X~ (GBS
Z). AR TARA vy ,) 1E, PD-1 (programmed cell death-1) & ZD VU T RTH S
PD-L1 XU PD-L2 & DA EH#AET 5. & Mb1gG4 £/ 7 n—F A HilkTh 5.

PD-1 #2813 T HifE 6o B (A% 2> D ki 5 72 DI DS AR A3 I 5 5 3= 7 S 7 il 4
AA »F T, PD-1 (F, fEFREREBICEWDCEER T MilgoMia£mic BB L, 3%
& i % B o AR LB TR R 7o SE R S & il 35, 7B, PD-1 (XU H o REfE
ATHZ LK VIURZRIRCE D v 7 VB EZ AT 228K Th D, PD-LI
DIEFFMEIZIB T 2B DTN TH LN, Z<ONRAMIBTIE T Miao@ = 2z
DI CEENCIIH L TWD, DAMBIZIIT S PD-L1 O &3S, BN . BENE
A . SREE . FE/INRaTE 72 & DRk A e A TTHARRRKE - TH Y | RWAELFR
& OB HE STV D,

BED D A DEGIRI T4 & PD-L1 FBLOFEEAMEN S PD-1 & PD-L1 OFfREIZEE
DGR BN T HEERREZHE ) Z LR ENTEY | Hime N ATEROFER &
LTHIfFSh T 5,

AANX, PD-1 & PD-L1 X OVPD-L2 Olj U > ROFEREREST S Z Llck v, 5
W NBRBE Th D RS OO HIE A T U o SERA TR L S8, HUEE S 2 FEE L
T 52 & THIEG IR ZFET D,

ARFN DR IR 2 He < BE DS RISIC £ 5 BHEA S ® b, BEUIIE I
DR B D, AAOBGHROBGHIIE, BEOBIEE IO, BEH IR
D BTG AITIE, BB L HGUTIE U B 2 ik & B8R & FF o R Afl & L Col
U7 RIS 21T\, BB DS RS X 2 BIER 28 5b 88T IE, B R AL
LI OB S O RILE 51T 5 LB DD,



3. FEIR RS
R T HEEEYE D IR % U o B O IR ERIFIZ AT 21T o 72 e B R R EBR O
D% - i A

[H2hE]

[EFRIC[FZE M AHER (KEYNOTE-087 #fiR)

B TERIE O H )R U U oNEESE 210 B, HAN 10 Bl & &) OLLT
D 3OO ABR— b EZFRIT, AHK 200 mg 3 M RIFEBES- DA RME R O EMES T S
iz,

- BFE MBS MIRBAEEITZIC, 7L Y Xy ~T XRF AL DIRFEE =T T8

FH (ar—k1)

- BFREMSBMABEIEES THY . O T LY X ~T RRF AL LEEY

ST BE (ah—12)

- HEE MBI TS, 7L YRy ~T RREF UL DB (—RIBEX

R PRED—BRLE L TOT LY X ~wT RNF UL LRMBIEITE 72

V) EEZITTWRWEE (ak— k3)

2B, WG TR ABEITARD LA, RAEIT 2 R TER RO Sk
%wﬁﬁﬁﬁfﬁbfwéﬁﬁfdgﬁﬁuh@ G CTRABETARD LN L E T
Kﬂwﬁﬁ%%ﬁﬁézkﬁﬂ%kéhkoi%ﬂﬁ@ﬁ?%éﬁﬁé(&ﬂIWG
criteria (2007) (28D < PIFEIC & D 5842284 (CR) XUTERDZ%N (PR) OFIE) |
K1 OLBY Tholz, b, FANIRESNBEZRLRIT. WTFhoark— b%
20% CdH o7,
£ 1 HiMERAE (KEYNOTE-087 3X5%)

aR— k1 IR — 2 amR— 3
(69151) (81451) (60f31))
7840 (CR) 15 (21.7) 18 (22.2) 13 (21.7)
. | #2725 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
Bil%K -
(%) “ZiE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
17 (PD) 3 (43) 17 (21.0) 7 (11.7)
A ANRE 3 (43) 2 (2.5) 0
Fh=%= (CR+PR) (%) 72.5 65.4 66.7
(95%{EHE X [#) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Ze 2]
[EFRIC[FZE M AEFER (KEYNOTE-087 #fiR)
AEFRITHBRAM T 202/210 1] (96.2%) 127 v, EIVEHIX 144/210 1 (68.6%)
IZFD BTz, FEBEN 5% EORWERIZER 20 L EBY TH- 7=,

#2 FHERDN 5%LL EORNWEA (KEYNOTE-087 ikbR) (LM S4EM)

ZEBIRS¥E (SOC: System Organ Class) @fggﬁﬁ/}i{

JEAFE (PT: Preferred Term) " 21 Oj{;:'lJ

(MedDRA/J ver.20.1) % Grade Grado 32 Grade 5
RIEH 144 (68.6) 23 (11.0) 0
Mgk KOV >R fmsE

B HR BRI 11 (5.2) 5 (2.4) 0
P53 PR

B B A REAR T i 26 (12.4) 1 (0.5) 0
B MRS

T 15 (7.1) 2 (1.0) 0
L 12 (5.7) 0 0
—i% - BEFEER X OB SENORRE

I 57 19 (9.0) 1 (0.5) 0
FEER 22 (10.5) 1 (0.5) 0
PR R IR E

GHYE 13 (6.2) 0 0
MR ER. MOERES K ONERmPEE

B 12 (5.7) 1 (0.5) 0
FEIE 8 X OV T fbE =

95 16 (7.6) 0 0

ek, RVEMERER BT 6 B (2.9%). KGR - EEO FHIT 3 H] (1.4%) ., FPfRpEE
(7 v« NU—EBEREE) 1 X161 (0.5%) . TFEEREREE I 8 il (3.8%). AIKIEEME
1329 B (13.8%) | 19 « R REIARIE 1 2 B (1.0%) | Infusion reaction (X 17 1] (8.1%) .
SEIFERIZ2H] (1.0%) KODFHRIZ 1A (0.5%) THRO LN, £, BEOKE
b (R RERGIRARAEMERE, ZIALEE, FARRIESE) . FIRMHEREREE, BIBHREEREE, 1
RUPEIRIG ., BAgRerEE (RAEMEMBRE) . R, HEMEIIE, MK - Bk, &
P I IR PSR BN . VA IMAE R I & R ZEEREEIERR O B ALy » 1o, REIVEFZEL
W EFRS (RAMREMRET L ET) 250EIBRETT,



4. FFIZDOWT

KR & LTl AR (2FIRE) AT ON TS Z b, YHE 2
UNZHETE Digk CHOIMERNH H, T D LT, AF OGN @b 7 85 2320 - FF
E L, AERNOBHIZE Y BEERRIERZRB LIRSS T 5 Z &R MERTZD, LIF
DO~BDT R T &G - THXIZB W THEAT XX TH 5,

O MEXIZDOWT

O-1 TRED (1) ~ (5) ONWTNNITHEYT LR THDH Z L,

(1) JEAETERENEET 203 A2 FB LIRS (B IE IS A2 E L SR B
a2 A2 ECEIEIL AR L. Hlgs A2 Bmbe e &) (BRIOCAE 7 A 1 HIREAL @ 436
)

(2) FrErERERbE CPRL 31454 A 1 BERA @ 86 filigk)

(3) HSEM RN ENFEET 20N ABIFEEERRE (DS AR EWRbL. 23 A2
W RBE, 3 AR EEHERE B e &)

(4) I RALFFIEE A FRE L, AR LRI 1 USSR AL RRIEIN R 2 O fisk 57
AR DR AIT > TV Dftiax CERL29 47 H 1 BIREA : 2531 fiigx

(5) PUEMEREG AL & BN R O RE BT R D | 21T > TV D ek (CEAK 29 4 7
H 1 HIRFA : 1287 sk

©-2 Eﬁ%¢?%yuVN@®M$%%&U@W%%%%®%E’+“ﬁﬁﬁkﬁ
BRaFrOE (FROWTIVNISHE T D ERM) 2, k2B ORAN B4 S inE D
HfEAE L LTRESATHD Z L,

*

o [EAIRFFESE 2 FEOMMINME ZE T L721RIZ 5 LU LD AR OERIRIHE 2
ToTnsZ }:o OB, 28U RIE. DAEYREE T L U BRRER - OHE &
ToTWHZ &,

o [EHIGIFEGE 2 EOYHEAE T L21%IC 4 L EOBEKERBREZA L T 5
Z L, 9B, 3FEL R, EMAREMEREL O M A SKY L A B e iR R MR S O HE
BITHoTWAHIZ L,

@ BENOEIEGFHRE ORI DONT

P S G BICAE T 2 BTEE DR E S, RSN D OFRE D, Aok - &2
éﬁ%ﬁé%é@%i&@&ﬁ&zﬁiﬁﬂi 2R DR, AEFEDRAE LGS 0OWE
EH, SEDNESHIATONDIEHIRE S TND Z &,




® BWER~ORHRIZHONWT
-1 fsR ARSIz B3 5 Eif

VPR RS D B A BIVE N R AR LT-BRIC, 24 BRRIZZIRIEHIO T, ik X
VB R 23U T, BB L 2 BIERNCS U CARBREHE L O CT O FIVER O BRI
B EDORERNY HHRIZE G, EHICRHIGC TR AEHINE > TWnWD Z &,

©@-2 EFMNEEHICL DHEEFSHCICET 5 EH:

IS ARSI HE D D B 22 Gk e O RE 2 T A IR EA DNEIER T =42 ) v 7
EHROIERDOAT ) —= T HAITOEIRE & FHZ G TE 5 F— AERIKH 23
iESNTWAZ L, 2B, BiEHEICHOWT, RABRE EZDOFEICHSITAmENT
WhHZ L,

®-3 EIER ORZWr-oxISICE LT
RITER (HEMERRESIN A, RBZ - /NMEJc - BEEO TR, FFHEGEREE - B LIENR

AR, BT URMERELEERE) . WoWEE (FEEEERS. FRIEE
PETE . BIEAERERET) . 1 RUBEIR, S & DR, MRk - MBUTHMRIE, gt BEE DR
JE PR (BRI EWERE . ZIALEE, JERMEIES) | infusionreaction, MM#E - BHEIZ

HIEMEEE, MEPEE (K7 2 - NU—JERESE) . DR, ERRLEES (HE
PRI/ PR DES S . B iR L, AREFERES . BESERIERAES) . MERE AEMRE, &%
BERE) TR LT kbt SUTITBRE R B OB M 2 A4 5 R L dERE L (RITER o
ORI E L THRE A O ZZ T N LRI HH 2 L) | EHITHEE) R LE )
TEDEHINESTND Z &,



5. BEXG LR DEE
[AZEICEEd % F]
O B FE MR ARG SUIR A O TR T EHR O iR o % U v
/WQ%%_kwT$ﬂ®%xwﬂw3éMTwéo

©@ TREICEZU T 2 BB T AR OFREG K OERITIEC OV TR, AFIOAZED
MESLSNTELY, AAOHRLGHR LRG0,
o AEFRIERIGRO B,
o MOPUENERELA & OB,

(ZatEicBd % Fm])

O TRUCHEY T AEREFIZOVWTIEAFOEBRENEZ L SN TWDHZ Enn, BEE1T
bipnz by
o KA LSBUE DBEEED & 2 B3

@ IREETOFHmIZ I\ T TR uﬁféﬂ‘é'%% ZOWTIE, AFIOEGITHEE S L2
D, AOIRFRPFUL A 2 NGEITIRY | HEICAFZEHT 22 L 2BETE D,
 MHHE ﬁ%rE@AﬁXi%E@%éE%

o i EE AR A CRE R 258 2 B K ONE B M 0 F B i st 2% <0 R g M fiti ¢
FEOMMIZRIEMEZE N A BN D BHE

o BHORERBOAD, UXEMERZE L ITHFEMEO B Oz EOBEERE O
b5 BE

o RERBME GEMESMIBMEELET) ObbEE

o FEBEOBYSUIB A AT LB

*  ECOG Performance Status 3-4 "V

GED  ECOG & Performance Status (PS)

Score | EFE

0 | &<MERIEFE TS5, Bl &lFE U HEAERNHRZR AT D,

PRREIZI LUEBNTHIIR S 225, BTAIRE T, BAIEESEE > TOMERITITO LN TE D,
Bl BEOFE, FHEE

TR CHSDOH DRI O Z L 13T N THEELEDERIZTE W, HHD 50%LL BiZ~<y FACiE I,

BHNTZEHSOHEDEY DZE LNTERY, HFD 50%L, EE2Xy RO TiRz1,

AW

ELENT RV, BAOHFOEY O Z L34 TERY, BEICy R+ T4,




6. BHICEEL CHHETREHHE

O  IRFASCEREIIIN A, BEEIREES D IRAET 2 ERFE I -D & AR O FeE K OV Ef#
DT OIZ B HAZ I L TS5 2 &

@ JHREBIARICENL D BE T F OFRICE MR OERMEE oA L, FEE2 S
ThoETHZ L,

@ FEREWERHO~RT AL MMZDOWNT

BEMEMREN D S d Z N D DT, KFOFKGITHT--> T, FIHE
W (B0, PRURIREE, Wmkas) ORER & O X fRiRds o i, BlEz+
TFWATH Tk, Flo, BEITSUTHWE CT, MG~ —7 —%0Ok& % FEhid
HZ &,

infusion reaction 23 & 55 Z L 3B 5, infusionreaction NFRD HILT-HEIZ
E. WURREZIT S & &b, SRR EIE T 2 £ THREDOREZ /0852
THI L,

FORIRBERERR S . T RISAERE X ORIBHEREN L D DbNDL 2 EnHDH D
T, ARFNO B G- BAART & O G-3RI H 3 E RIS N WS RERR A (TSH. bEHf
T3. 8 T4, ACTH, Ifih =AY — 1 SE0llE) #Eiid s 2L,

FFHERERS S, B LIERRE RN H B D Z RS D DT, AEIDOEHBRLART &
OGP E IS REmE (AST. ALT. y-GTP, Al-P, BV /LB %
DORE) & FEhdT 52 L,

SEIFER (IR ICEBRERZET) SOERERBEEND Lbd
ZERBLHOT, EMHNCIRORFOEEEMHZRET D &, 72, IROEFEN
RO LNTHEITIE, HONIEREEL =2 T2 L0 BEBLEETHZ &,
AFNOFEGIZ LY BEOGRERISIZER T 5 &5 2 DL bA IR B RE
NHLONDZENHD, RENROONTHEIZIE, BELEFRIISUTE
B 70 05k & R BR A RO R AT & E s U Cli bl e s R M 21TV B E D5k
FOSZ £ B EWER D S 2355100%, AR ORIETH IR, K ORIE RE A
IWEVARIOBRGEZEZRTDHI L, ok, BIEREARLVE L OERGIZEDETE
R OYGEERFRD IR WIGEIZIE, BB RE AV LISt o Sz il Fl o8
LBEETDH L,

WEHERTH., BEBN OB AREB L COLRIERANRIT L ZENH D720,
AFN OB TRICHRIEHORBUZHSITHEET H 2 &,

1 BOBEPRI (BIE 1 ALBEIRIS 2 &de) 23 Hbtu, BERFMES T v R—v R
IZELZENRBHDHOT, AN, L, EHEOTEROFEHRC M ED L2+
IEBETDHZ L, | R RB A DN IZGA TR G2 RIE L, A A il
F O 55EOME) I LEEITH Z &,

@  AA|OEARRERICINT, BEGHAND 12 1 Z & ITHMMEORHE 217> Tz Z
& EBBEI ARG ITEBICEGRRE THROMER LTI Z &,



