XEERHEETA R4
NRAT7n ) X~v7 (BisTHEEEZ)
(EFE4 1 ¥ A hv— 5 S 20 mg, A hJ— & SR 100 mg)
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1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIEL, I SCEFIZEE S W2 Ee R D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frlil/F A%
FPIESEMDPEB I NDHF T, 2o OEEMLZ BICHLERBEIRMET 5 2 L REO
AR L 72 o TR REITBGEE & S o ST #2016 (AL 28 42 6 A 2 H BIFEIRE)
IZBWThH, EHERLEOHHORBHEEZXS Z LS TWD,

BFORERBE ST, B ERCLZ 2T 0 7 7 A VRBEFOESK AL & B 5 25
B ENRDHDH, ZOD, HIMEROLEMEICET S ERNH0EMT 5 E TORM,
WMELEIG O BE LML ZIT 52 EPWIRE SN D BFICK L THERT 2 & &bz, BIfE
FDFEBL U= BE 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7= 9 A B < fd A
THZENEETHD,

LTeBRoT, KAA RTA 2 TlE, BIFEEC 2L E TILE LTV A EFIREN -
B RIS & | LT ORI O 7o i H 2 HEE T 2880 b B R EE & %
F RO EFHE R~T,

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

KB LI B EIE - A F—F SEHE 20 Mg, A R L—Z SEEHE 100mg (—
Wt s NaTvn ) X~ (GBI Z))

REERDMENTHNR « T TR MED HHA AR O % U Rl

MNEERHREROCHE - %, AR, a7 el X~v7 (Ealfaz) LT 1
[6] 200 mg % 3 A EIEE T 30 232 CREEET 5,

3 IR 58 ¥ F : MSD Bt




2. AANOKK. 1ERBERF

XA ML —F mEERE 20 mg V100 mg (—i4 : XA v U X~ T (GBS
Z). LAF TARAl £v9,) 1%, PD-1 (programmed cell death-1) L ZD U B KTH
% PD-L1 )y O'PD-L2 & Dft A2 EHEET 5.8 MEIgG4E / 7 v —F LR TH b,

PD-1 #R#5 1L T AHAE S B A% 2> Dk 2 72 D12 28 ARBBE SR 3 2 = 72 Sz il 4E
AA w»F T, PD-1 1%, fEFEZRREBICR W CEMER T MilgoMia£mic BB L, 3%
P i % B o AR LB TR R 7o S0 B S il 35, 7B, PD-1 XU H o REfRE
ATHZ LK VHURZRIRCE D v 7 VBsERZAICHIBET 228K Th D, PD-L1
DIEFFICB T 28BUT DTN TH LN L OB AMBTIX T Mldofx 2z 5
I ERENCREBLL TV D, BAMIIEICEIT D PD-L1 OERIBIL, B, P,
A . SREE . FE/INRaTE 72 & DRk x e A TTHARRKE - TH D | RWAELFR
& OB HE STV D,

B DD DERIRI) T & PD-L1 FBLOFHBIMED  PD-1 & PD-L1 O FE XL D
PR B W CEERRE ZHH ) Z AR EINTEBY Hi- 208 ARROER L L
TSN TV 5,

AANL, PD-1 & PD-L1 X ONPD-L2 Olj U > ROFERELEST S Z Llck v, 5
1 NBR B R D B AR =N T U S ER A TE ML & & FUE %0 & ML
52 L THMEEN R AR D,

ARHNONEFIREIFIC IS BIEOSIERISIC & 5 BIERS2 B b bh., B XIS
EH AN D D, AAORSG PROLGHIIT, BEOBRETHIT, RENRE
D BTG AITIE, BB L2 HUIE U B 2 ik & B8R & FE oAl & L Col
GBI AT, BEO ISR X B BIEMAEDN WAL, BRI
AN DR E ORI AT O WERD B,



3. ERPRRE

B SUTEAME O B AR U3 2 U VYl O GRREIZ G 21T - 72 T 72 iR

AR 2 7T

(A 2hE]

[EIBRIEIRIH TARRAER (KEYNOTE-087 i)
PR SUSHEIAME O LR 2% v U IR (210 61,
TD 3OO R— M EXRIT, A 200 mg 3 BAFE S OAMEROZ LMD

iz,

- BRI i e R A A T

# (mdR— R

- HFEEMSBHABHEIEE S THY . o7 LYo ~T RRF UL BIEESY

2 TeEE (28— 12)

- B M a1 T 1% (2

RN BT TRV EE (adk— R3)

728, ERETN TR BIET TN
%®%%%K§ELTV5%%T@;&@HM@ G RTAl C EBAES T 38
EEaNT, FEFEEE TH D EME (WET IWG
7% (CR) XUEERsr 2% (PR) OFIE)
IFR1DELEBY Tholz, 2B, FANIHRE SNTREERRIT, WThoars—

ARAN DT G- 2 ki § 5 Z & M ATHE
(CES S FRHEICL DR

criteria (2007)

2D LT

BT 2 R R SR

HAN 10 Bl zEiTe) DL

202, LR~ T RRNF AL BIBEEZZIT -8B

LR T RRINF UK BIEE (—IRIBE
VITRIRAL SR IED— B E L TOT LYo~ RRF AL AENEEITE £

20% T - 7=,
#1 HHHERE (KEYNOTE-087 38k

akR— K apR— h2 a7 — K3

(69%1) (8141) (601)
727 %) (CR) 15 (21.7) 18 (22.2) 13 (21.7)
.| T FEH (PR) 35 (50.7) 35 (43.2) 27 (45.0)

B3 s

(%) %Z7E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#17 (PD) 3 (43 17 (21.0) 7 (11.7)

PR A HE 3 (43 2 (25) 0

Z5h% (CR+PR) (%) 725 65.4 66.7
(95%(E #EH X [#]) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)

N ONSY AWALA
BOLNDHET




[Zpt]

[EIBR [ AR ER (KEYNOTE-087 #5R)
B EFELRITFEBR KT 202/210 41 (96.2%) (2589 5 v, BIEAIX 144/210 5] (68.6%)
WD bIT-, BERN 5L FORWERIZE 2D LB TH-o 7=,

K2 FEBRY 5% EORIER (REMMITIREM)

IRERIRSHE (SOC: System Organ Class)

B1%% (%)

FHAGEE (PT: Preferred Term) %itjlﬁoé{;ﬁ&
(MedDRA/ ver.19.0) 4> Grade Grades 324 I
2FIER 144 (68.6) 23 (11.0)
MRE LY S REE

I ER A I 11 (5.2) 5 (2.4)
N Wbl

RO B A REA T i 26 (12.4) 1 (0.5)
HEEE

T 15 (7.1) 2 (1.0)

L 12 (5.7) 0 (0.0)
— % - EFEER X OREEALOIRAE

P 19 (9.0) 1 (0.5)

FEER 22 (10.5) 1 (0.5)
R R IR

I 13 (6.2) 0 (0.0)
R 2R, MERIs K OERmiEE

Nk 12 (5.7) 1 (0.5)
FERGF K OE Pk

JE5 16 (7.6) 0 (0.0)

¥, RVEPEREEIL 6 B (2.9%) . K% -
(X7« NU—EERES) 131 61 (05%)., AFHgREREEIE 8 5l (3.8%). HIRERE&HE
b5 1% 29 f51] (13.8%) | 75 4% « B l#E 1 2 451 (1.0%) . Infusion reaction 1% 17 5] (8.1%) .
SEIMERIT 2 B (1.0%) KOVLMFERIE 16 (05%) TROOLNT-, /2, HEDK
JEbREE (R REREIEIRIE R, ZIPRLEE, JERIESS) . FIRAHREERRE ., BB RERmE,
1 RUHEPRYE . EREREREE (RAIE MR &%) . MR, HEMEIE, MR

HEOTHIL 3 6 (1.4%), (PRepEE

Ge VR RIS PESRBER . LR i M OREFERIE 13588 b 7pin-o T,

- BRI |



4. FERIZDOWT

RS & U T AGERE (SFIFHE) AEohnTnd 2 b, Yikiid 2
UNCER T Dk THHIMLERND D, O LT, KE OGN EY 2R EE 220 - 5
E L, AANOEGIZ X0 BEZBEMRZREL LIBRICRHET 2 2 EB3nEER /=, LU
DO~@DFT X TENWIZTHXIZBWTHHT A RETH D,

O mEFITHOWVT

D1 FiEo (1) ~ (B5) OWVWTNNTENT I THDZ L,

(1) BAEFBRENET 20 AV2EEHEN SRS EE R AR L SR P
23 AR EERIL SR IE . MU ARSI 7 &) PRk 29 4 4 A 1 HIREA - 434
i7%)

(2) HpEHERERPE (K 29 4E 6 H 1 HIFA ¢ 85 fifink)

(3) HEM IR ENFEET 203 A HOEEEFRE (DA EWRbL. 23 A2
W IEBE, 3 ARSI EEHERE B e &)

(4) ARACFHIEEZHE L, SRR 1 SUISSRAL 2B 2 Ol s 5L 1E
AR DB AIT > T Dliiag (CFRk 28 4- 7 H 1 HIRFAL - %mﬁ@

(5) PUEMEMER AL & EINE O s EEIAR D M A 1T > T\ D litiax (CERk 28 4 7
A 1 BEEA ;1290 fitigk

®-2 HWERTF Y ‘//\"H%@M?Eﬁf&@‘ﬁlﬁ’ﬁﬂﬂ%%%%%H#@iﬂi N S RA I g
BRaFrOEM (FROWTIVNICHE T D ERM) 2, L2 R ORANI B4 S inE 0
HfEAE L LTRESATHD Z L,

*

o [ERNEFFEISH 2 FEOWIIINHE 28 T L7 2 S A LLE DD ATRIE D BEIRNHE 21T
STWAHZ L, 96, 2L EiF. DAL Z & LRSS FOWHE 217
TpoTWAZ L,

o [EHithIFEUEH 2 EDOPHIHME 28 T L7212 I 44ELL EORRRRERZH L T\ D Z
Lo 9 b, 34EL R, S ARENENEE O )S A SRS &S e R IR iR O WHE &
IToTWVWbHZ &,

Q@ PBENOEEBEREEDOMEHNICOWNT

EEGEREFRICEE T D TEDEE S, BESENSOEFRE D, AN - &
é‘@%%ﬁ%é@%i&@ﬁ@ﬁ&(ﬁiﬁﬂi 2R DR, AEFEDRAE LGS OWE
RS, BERHESODIITOI D IEHRFE S TWD Z L,




@ EBHWERA~DOXIRIZOWT
@-1 fEsk Az BE 4 5 B

VR MR R D BB 7R BIEF 3 9842 LT2BRIC, 24 BERESIRIAHIO T, Mi%hiak X
VB R (23T BB L 2 BERCS U CABRREHE L O CT Z O FIVER O BRI
B EDORERNY HHICE G, EHICRHIGS TR AEHI N E > TWnD Z &,

@-2 EERNEEEICL H2AFELRMNHICHET 2 EH,

IS ARSI D B 22 ek e O RE 2§ A IR E A DNEIER T =42 ) v 7
EHEOIERDOAY ) —= T EHATOEIRE & FlZ G TE 5 F— AEFRIKH 23
ESNTNWAZ L, B, BiEHEICHOWT, RABRE EZDOFEICHSITAmENT
WhHZ L,

@-3 BIER DOZMTCRISITE LT

BIVER (RVEMERIRBICINZ ., KBS - EED TR, IFHERERE, BRERERE (R
EIVEMER RS . Nk (FIRRARERERE, FUIRIRMERERE . RIRMaERE), 1
BIPEIRIG, 5 E 9 WK, Ak - BERUHRARIE, Pk, BEEOREEE (R ERBRARE @
RE. ZIBALEE, BERBIES) . infusion reaction, JX7¢ - MR, FIEMFEESGE, #hRkEE
(X T NUEREREE) . L. SRR RO PEEEBER . IR L, AR
TFERBEE) 1P L C, Yakitiay I B BB O B MVE A G 5 AT & EHE L (RIFE
R OZWHISICE L TREL OKEEZ T ONI&MECHH L) | BEHITEy R
BN TEDEEINESTNDEZ &,

puus) )
o

4,

fes
&= AE

5 &



5. REXIBLLRDBE
[ZzVEICBE 4 2 F1A]
O TRIZEYTIBEFIZOVTEIARFIOERG NG L SN TNDL I b, &5 51T
bz &,
o KRHIDRSTIZHR LIRBEUE OB ERE D & 2 B

@ TRERTOFMICB VT FRRICE Y T 2 BF IOV T, AFIOB G ITHELE S 7z

DS, MOTERGRPUR A 72 VIGAEITRY | HEICAFEZHERT 22 2BETE D,

o MEMMZEEROEI IITEOH 5 BHE

o A E R A CHRIE R 258 2 B K ONE B M 0 KU Bt 2 <o R g ME fiti 2%
EOMICRIEVEZEN B DD BE

o HORBEHEROEO, XUHIEMERE L < IFZFERMEO B O i EOREERE D
b o HEE

o EZMEHEE GEMmESMIBREZ GTe) Ob 5 EE

+  ECOG Performance Status 3-4 ™ 3

(G2 Bd 5 $1H]
O  HF&E Mg IR SUTARME O F 5 ST RO H AR Y% U
MNEBEIZBWTAFIOFRMEN RIS TN D,

©@ TREICEZY T 2 BB T AR OFREG K OERITIEZ OV TR, AFIOFZIED
WL SN TELT, AFIDERGHIR LB,
o AEFRIERIGRO B,
o MOPUENERELA & OHFH,

D ECOG o Performance Status (PS)

Score T

0 | <ML IEBTE 5, MLl U HHEAEESHRZ AT D,

PRBCE LUEBNIHIR S 525, BITATRE T, BAESEEE > TOMREITIT O LN TE 5,
Bl BOFE, GFEE

[y

BATARECH D OF ORI O Z 13T X CTREEZIMEEILTE 22, A0 50%LL Ly R cil =9,

RBoNTZEHSOHEOEY OZ L LHTERY, AFO 0% EE Xy R+ TiaZ 7,

AlwnN

2LET RV, BHOHOEID O LT TERY, BRIy FRFTHEId,




6. BMEICEL THEETREFE

O IRASCEF TN Z, BLEREES D IRAET 2 ERFE T -D & AR O FeE K& OV E 4
DT OIZ B HE + oI L TR 5 2 &

@ JRWBALAICIENL D B ULE OFIEICH IR a2 +oait L, [E 215
ThoETHZ L,

@ FERBMEAO~HT AL MZONT

MEMERREN D 5D ZENH D DT, KFOFEI2HT= - Tk, WIHE
W CEBEIFL, PRULIREE, k) ORER & OMIER X R o S hi s, Blggs+
FATH Z &, Fio, LEIGE U THWES CT, i~ —7 —FOMmAE % Fhti 3
HZk,

infusion reaction 3% H oI5 Z &3 H 5, infusion reaction 2358 L= H AT
(X, EEARALE AT O & &b, IERDEET 2 £ TREOREL 010 Bl5
THZ L,

FORISHSREREE N B Do b Z L 03 D DT, KA DB 5B/ M O 51 1]
HOFE RIS BRI se A (TSH, 07 T3, EHE T4 S0 E) £ 5
&,

FFHRERERS E N B Db D Z &3 5 DT, AF| O EBIERT &K O G- T
EHIHNCHTHERERR A (AST. ALT, y-GTP. AI-P, B U LBV EDHEIE) % FEif
THZL,

SEIER ACERE IR B 2 ET) SOEERIRBEEND S b
ZEWHHOT, EMNCIROBRFEOFEEZMERT 52 &, £7o, IROEFEN
RO ONTEHEITIE, BWONICEREEEZZ2 T L) BELRETHZ &,
AFNIOBEHIZ X0 | BEORIERIGICER T % &5 2 5N DEk A ek BN e
NHLOLNDZERDHD, BRENRBOOLNTHAICIE, BELEFRITS U
BEFREY 22 ek & R 2 B O R AT & U Cl bl 2B A TV, B EE Dy
FOSE £ B RIWER D SN 2355101E, AFIORIE T I, K OEIE RE R
NECRIOBRGEEEBET L L, 2B, MBRERLVEOEEIZLYETE
R OYGEERGRD IR WIGAIZIL, B BB R /VE LA O s il o8 n
bERETHZ L,

PR T, oA O ARE L ThORIERNREERT L Z 0570,
AR OEHHETHIZ B REWEHORBUC IR T2 2 &,

1 RUBERS  (BIE 1 BB RIE 2 & de) 23 Hbh, PR, F 7V R—2 2
ICEDHZENBHLOT, OE, L, EHEEOIEROFESCMEE O EFIz+
TEET DI, L ABERES DN TGS IR S 2RI L, AR )
R OGO EY) 2B EZITH Z L,

@ AHNOEERRBRICBWN T, FERRBS 12 2 L ICHEIMEDOF M 21T > Tz 2
L EBSEIT, AFEGHILEHICEBRRE CHROMEREITY Z &,



