meE il HHEE T A N F 1 >
NRAhT7 vl XA<v7 (Bfs 1 z)

(RFE4 © A b—F SEE 20 mg, $A4 bV—F SHEHE 100 mg)
~HH R R ) R fEA~

YR 2 91 1 4 (FFJcH 6 HUGT)
JEAETTEA
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1. ZUoic

=35 DA « L RMEORER DT OIZIEL, IR SCEEIZEE S W2 Ee R D
Bb, EHIT, IWEOREAHMOEAC LV | JUREIRGL 22 & oS H0 7228 R Ve %
JFFERMDPEARBENDLHP T, 20 DOEERMZ IR EF IR 5 2 & AR
R & 7o TR Y RIFMBGEE & SO FEAR T E# 2016 (FAk 28 4F 6 A 2 H MR E)
IZBWTH, EHERLEOHE A ORBELHEEZXS Z L LS TWn5,

FORERRE ST, BB 2T 0 7 7 A VBB OESKEL & 5 it
RHZENRDD, T, HIWELROLZEMICET D HEHMNH0ERET 5 £ TOR,
WMELEIG DO BE LR ZIT 5 2 EPHIR SN BFICK L THERT 2 & &b, BIFE
FDRFE U= BRIC B ekt in g & 5 2 & AIRE /e — & O BF & i 72 37 A% B <
THIENEETHD,

L7eRoT, KAA RTA 2Tl BB I E TILE LN TV DRI -
B R S % | LT OERS O e 2 HEET 2800 b B2 ik & %
FROEEFRHE R~T,

I ARITA RT A %, MSATBUE N E SRR G . AfE AR AR
BRI o . —Mrh B N B ARERIRNEL R 2 K Ot iE N B AR MK 2= O b /) D
b EAERL LT,

KGR L T2 HEIRS - A hV—F SR 20mg, XA b b— & SEFE 100mg (—
x4 a7 n ) X~7 (Bin - z))

MG ERDMBEING - R UTEEMEO H AR X% U Lo fE

MHBEERHAMERORE - . RAIZIX, *a7vnl X<v7 (BaF#H#z) LT, 1
[6] 200 mg % 3 REIFENE T 30 20 M2 AT 5,

& Ik 58 3 & 0 MSD BRGaHt




2. KEIOF. (EHET

XA F—F ST ERE 20 mg XN 100 mg (—%4 - RAT Y X~ T (ER TR
Z). AR TARA uvv9,) 1%, PD-1 (programmed cell death-1) £ ZD VU H > R ThHD
PD-L1 }2 O PD-L2 & OfEA#EHEET S, & Mb1gGs £/ 7 v —F LHETH S,

PD-1 #281E T HE S B AR AE > DI D 72 DI DS AR SR - 2 3= 7 e il 4
AA v F T, PD-1 1L, fEFEZIREEICB WO CRMR T MilgoMiEEmIcEH L, Bt
P I % B o AR B TR R 7 0B SRS 95, 97eb B, PD-1 XV Ho FEfh
ATHZ LKV HFEZRIRCE D v 7B Z AICHIET 2% R IKTH %5, PD-LI
DEFMEBICB T D2RBUT DTN THLD, Z<ONRAMBTIE T MldoE 2z
HIFEWENCFE L TS, DAMIICIIT S PD-L1 O &EFEIL, B, eV .
FEfmAasE. IRBE. FE/ VA7 & Ok 2 2N ATTIFRARRINFTH Y | RWAEFE
& OFBAMENRRE STV S,

BEE DD DGR T# & PD-L1 BEOFBEME. S, PD-1 & PD-L1 O IXIEE
DFPERBRIZ BV CEREEREE 29 Z EARB IR TEY | iR ATRIROER) &
LTHIfF ST 5,

AFANE, PD-1 & PD-L1 X ONPD-L2 Dii U > ROFERZILEST S Z L2k v, g5
W EE T OIS RAMIAEENE T U o SBREZEML S, HUEE s 2 S L
T 52 & THIEG IR EZ T D,

RFNOVE R 35 < MBI D SRIERIGIT & 2 BIERISEN & B L, B XTI |T
B AN b B, AHIO RO EHICIE, BEOBEE HIT, BENR
W BAVE B AT, REHL L7 35T U 7= B PR 22 ik & RRBR % KR TE AT & e L Tl
ORI ATV BIE O RAERSIC & BRI B EbN 258101, RIBHE AL
BV HIOR GO IE & AT 5 BB B B,



3. FEIR R
BRI EHEEO TR O ) URNEOREREICEHME 21T - - E B R RO
g % T,

[ H2hE]

[EIBRILFEZE M AERER (KEYNOTE-087 #iR)

PR O TEREYEO H )R U U oNERRSE (210 B, HARAN 10 Bl & &Ee) OLITF
D 3OO akr— hERGIT, KA 200 mg 3 BEFFEE G- OF MR O MRS
iz,

- HFEE MR GEITRIC, TR~ RNF UL AREEZ TR

#FH (ak—k1)

- HEEMSBMEBREIEESETHY . hOT Ly YFi~T RRF L HIEES

ST BE (ah—R2)

- HFEIE MBI TRIC, T Yo ~wT REF UL D1EE (—RIBEX

IR L FRIRIED —BRE L TOT LY X ~T RRF AL DETEEITE 72

W) EZIT TV RWAE (adk— R3)

B, BHEEHI CTRBEIT R0 BTG AT KRBT 2R 3EIR D380 S /e
F ORI ZE LTV D BHE T, IREILIEOBHEEHi TREET RO LN L ET
KANOEG 232 Z ERAlRe s Sz, FHFEEE TH 52890 (HET IWG
criteria (2007) (ZHS < FIFIEIC & D587 (CR) XUTER D FRZ) (PR) OFIE) 1%
K1 DOEEBY Tholz, Ik, FHANIHRE SNIZBERSRIT, WIFhoari—h
20% ThH -7,

#1 HVERGE (KEYNOTE-087 5R)

ak— k1 ak— k2 ak— R3
(69%31)) (81%31)) (60%1)
5ER7%) (CR) 15 (21.7) 18 (22.2) 13 (21.7)
L | #8575 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
Bil%k -

(%) #ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#17 (PD) 3 (4.3) 17 (21.0) 7 (11.7)

A HE 3 (4.3) 2 (2.5) 0

Fh% (CR+PR) (%) 72.5 65.4 66.7
(95%(1E HE X [#]) (60.4, 82.5) (54.0,75.7) (53.3,78.3)




[Z241E]

[EIFRILEZE M AERER (KEYNOTE-087 #tiR)

HEFELITHBREM T 202/210 1] (96.2%) 1278 B i, EIVEMIX 144/210 1] (68.6%)
IZRRD BT, FBURMN 5%LL EORIWERIZR 2D EBY Tho T,

#2 FHERD 5%UEOFIWERA (KEYNOTE-087 ikbr) (LMt G4 M)

Za B BIK 3% (SOC: System Organ Class) @ﬁj{ﬁ/(j/}jg

FHAGE (PT: Preferred Term) i 21 Oj{;J
(MedDRA/J ver.19.0)  Grade Grades 3DLE
2EIWER 144 (68.6) 23 (11.0)
Mg LY R fEE

I ERIE A IE 11 (5.2) 5 2.4)
R s

BRI BB R T i 26 (12.4) 1 (0.5)
B IEkEE

T 15 (7.1) 2 (1.0)

o 12 (5.7) 0 (0.0)
—i% - 2HEER LU G OREE

T 19 (9.0) 1 (0.5)

FEEL 22 (10.5) 1 (0.5)
TR R PR

B 13 (6.2) 0 (0.0)
Mg, MOERds K ONER R E

K 12 (5.7) 1 (0.5)
B R KO T HRREE

J15 16 (1.6) 0 (0.0)

e, MVEMERERIT 6 B (2.9%). KK « HED NHIL 3 F] (1.4%) ., fhfkkEsE
(72« NU—EERESE) 1216 (0.5%) ., IFHREREEIL 8 B (3.8%) . FUIRAREERERE
E13 29 B (13.8%) | 4% - MU Al ARIE 1T 2 1] (1.0%) | Infusion reaction 1% 17 51 (8.1%) .
SEIERIT 26 (1.0%) KOG ZRIE 1] (0.5%) TR LN, $7-, BEOKE
bt (B RERGISIRAEMERE, SZIALEE, FARRIESE) . FIRMHEREREE . RIBHREEREE. 1
TOPEIRIS, BARerES (RAEMEME RS R, HEMEIIE, MK - Bk, &
PP I B SR B . ER IR I M QR ZEER B LR H Ry o 7=,



4. fgklZ-oWT

RS & LT AR (2FIRE) AT ONTWE Z b, YHE &
YNz 520 C & B itk ‘(a%éz%i#a%é D LT, AAIOEG- D #EY) 72 BE 2 2W - §F
EL, AAOEGIZ X0 EE @%%%ﬁbt% x5 2 B R-D, DL
@~@@#«T%ﬁt#m BOWHHATARETH D,

O fEgkiz oW T

D1 FiEo (1) ~ (5) OWTNNICENT It THDZ L,

(1) JEAETERENEET 203 A2 B IL ST (B E IR DS A2 E L SR B |
g AN A2 B IS ML AR L . U S AL 70 &) (CERK 30 44 H 1 HIFEA : 437
%)

(2) HrEHEREmbT CERL29 42 6 H 1 HERS « 85 Mgk

(3) HSEMRENFENFEET 20 AR (DS AR EWRbL. 23 A2
W IEBE, 23 ARSI EE HEME B e &)

(4) IRALEEEE 28 L, S SRALFREINE 1 USRS EE N 2 Ol sk FEvE
WARD B AIT > T Dfieg (CERK 28 4F 7 H 1 HIRFAL - %m%ﬁ)

(5) PUEMNEEAIL T E IR O IR D B 21T > TV A lEax CEEL 28 4 7
H 1 BEFA 1290 fitigk)

O-2 HIEAR D F U LN DAL RRE M ORI S8 BRI 00 56 IS 140 7 ik & %
BRaFiolEM (FROWTNNITEE T HERM) 25, Y%2RBOAFNIZEE T 5 inK D
HEEH L LTRESA TS Z L,

*

o [ERIGFFEGE 2 FOWMHEZIE T L7212 5 L EDO N AIGIRDEERIHE %
fToTWBHZ &, 96, 28 EIF, BPAEYEEE = & UTZRRESGFONHE %
IToTWVWAHZ L,

o [ERIGFFEGEE 2 FOWMHEZIE T L7212 4 FEL ELOEKRREHRZH L T\ 5D
Z &, 9b, 3L RIT, MmN O 23 A SRR TE A S e iR IR S O WHE
BT TWABIZ &,

@ BEAOERAFHRE HOEHIONT
AR AL I W BT T 2 R DS AL E S v, BUERZED D OIFHRE D, A - &«
VSRR O E B ONERTSE 9 2 Mttt AFFRNRE LB EOMWmE
. FRESDITATONDIEHINE > TN D Z &,




® EWEH~DXIEIZHONT
@-1 FFkAAHNZ B9 5 Bk

VMR B O EEZRBITEA 233 LIZBRIC, 24 BERIIRIRHIO T, Mi%hisk X
EEE R (23BN T, FEEL L 2 BIENCE U CABREHE L O CT & O FIER O BRI 2
FRRAEORERN Y APICELIL, EHICKSTRERAEKH N> TnD Z &,

-2 FERUEFHIC L DA EFEGDISITB T 5 2t

NS ABIRICHE D D BT 72 e O\ RE 2 3 2 BIRIEFRE D EIEl =2 ) 7
EEDIEROA T ) —= 2 7 2TV ERE & FwzE A TE 5 F— AERAH 2R
S TnDZ &, B, BRIKHIZOWT, BABE EZOFEICHIEAmEiT
W5HZ Lk,

@-3 RITEH OZEr-CRHISIZE LT

BIER (RIEMEEEISIN A, KIBK - HEO TH, F#SERE - kgL, &
BERERE S (JRAMEF MR X%) . NowkEE (T RAEKRERES, FIRIEEEREE, &
EHRElEE) | 1 ABEIRIN . 5 E DR, Mgk - BRSO BARIE . EJe . B D REREE (K
FEREREARAE e, ZIALBE, JERMIESE) | infusionreaction, AM7% - HEESS, HAE T M)
JE, MRRREE (F 7 2 - NU—EGRES) . DR, EERMEEE (G M M
DVESEEE . AR L, JRIFERES, MEERIERIESE) . MERERIEGERE, %) 1oxt
LU C. Yeshiak S Tr B FA R O B 2 9 4 Al & s U (RITEH OZWroxt it
B L THELADZEAZ T ONARZMICH D Z &) | EHIZHEY 72 ALEN T X HIKH|
NESTWNWHI L,

—



5. BREARERDEHE
(50 BId 5 FH]
O  HZE MBS HGTE SO O 3 SUTEEIE O H A A o % ) >
FEREIZB WD TAFOARIENR STV D,

@ TRICEEYT 2 BE AT 2 AFOEEG K O HTIECOWTIE, AFIOAZED
MWESLSNTEDLT ., AFNOTRLGHR L RLIR,
o ALFERIERIGROEH,
o OPUENEELA & OHFH,

[“Ze eIz Bd % FI1H]
O TRIZEYTIEFIZOVTEIARIOE G NG L SN TNDH I b, &5 51T
braunz &,
o ARAIORSY IR LIBBEUE DBEERE D & % B3

@ EFEATOFMIZIB W T FRRICIEY T 2 BEITOWTL, AFIORE GITHESE S L7

DS, MOTREERINE DN R NGEIZIRY | HEICAKIZEHAT 52 L 2&ZETE D,

o RMEMMZEEOEI IIMTEOH 5 EHE

o A E R A CHRIE R 2580 5 B K ONE B O FUR Bt 2 <0 g M fiti 2
FEOMMIZRIEMZE R A BN D BE

o HOMBEEROADE XUXEMRZE L IXFREM%EO B CREEEDOBERED
b5 EE

o JEERERIE &M REZ ET) Ob 5B

o FEEBOBENIIEFEEAT L BAE

e ECOG Performance Status 3-4 VD

(ED ECOG @ Performance Status (PS)

Score | T

0 | e<MERIEBTE 5, FWHTElF U HHAESHIRZ AT D,

PREZIE LWEENIHIR S5 28, BATHIRE T, BAFEH > TOEREIITO 2N TE D,
Bl mOFE,

RONTZESDOHEDEY DL LNTEXRY, BHO50%L EE2 Ry R+ Tl 23,

E-SIRVS R R )

E<BHT RV, AGOHFOEIY O Z LFaE TERY, BRIy R fiFTiHId,

BATHRECTH Y OH ORI O Z L 13T X THEEEIMEEII TE R, BHO 50%LL Ly FACiE 29,




6. HHICE L CHETREHIHE

O WMACEFICN A, BERTEES DIRELT 2 BRI 5D E ARF| O e & OV 1IEf#
DT DICBHERERE T CER L CbHAT 52 &,

@ RIRBIBIZHENT D, BE UTZF OFIRICAE DR Ofamit 2 4 L, FE %245
Tho5THZ L,

@ FREWEHO~XT AL MZ2ONT

BRI RN S HOND Z ENH DD T, KFOEEIZHT--> TiE, WIHE
W CEEI L, PRULIREE, BWkaE) OffEE M OMIES X R O S hiss, Blggs -+
FATH 2k, Flo, BEBEIDS U TIES CT, g~ —h —%OMmA % 37
HZ k.

infusion reaction 23&% H I 5D Z £ A% 5, infusionreaction 2358 H VT2 A
L EEIRLE AT O & &b, SERDEIET S £ TREOREL 5 ICBIE
THZ L,

FORIEREREE N H S D Z £ 23 D DT, AFI O 5B AARHT K O 5111
HOEE IR FUR AR BEAR A (TSH. 78 T3, 58 T4 S oWE) #Ehd 5
&,

FFREREREE N B oD 2 &3 d D DT, AHIOF 5 BIGHT M O 5- IR 1%
EHEICITRERERMI A (AST. ALT. y-GTP. Al-P, B U LB D HIE) % FEhi
THZL,

SE IR (AR E I BRI R 25T SOEERIRBEEND bbb
ZENRBLOT, EMIMICIRORFOABEHZET D52 &, o, IROEFN
RO OLNTEEITE, EONCEREEEZ2T 0L ) BEEHFETH &,
AR OFEIZ LY | BEORIEICTER T D L& 2 SN Dk~ IR BCRTE
BHLDLNDZERH D, BRENPROLNT-HGAITIE, BELE-FRIIL U
BEF ) 72 ik & R BR A RO AT & s L CEUIZRERIRE A 1T V), IBE DRk
FOSIT £ B RIWER D S 2355 121E, AFIOREE T 1L, K OEIE B AR
NEVHIOBRGEEZBET L2 L, 2B, BIBKRERVEOREHICLYEITE
R OYEENFRD BV WIGAIZIL, FIE BB R /VE LSO s Al oehn
HLEETDH L,

PG TR, BN O ARB L ThORIERNEERT L Z 8B 5720,
AFNOBHHETHRICORIERORBUZH2ICHEETH Z &,

1 BUBEPRE (BE 1 BUBE IR 25 ) b bbb, HERBEET 73 F—3 &
IZEDZENBHLDT, e, FEl, WIS OFER OF B M E O &2+
EETHZ L, | BERENEDN -SSR G A2 L, A2 Hl
B O 5EDEE 2B ZITH 2 &,

@ AACHRARICI T, LT 5 12 8 7 & (A EOIE (T > Tor 2
L ERBEIC, AR DI EI B A TR ORI = k.,



