REFERAEET A KT 1
Ra7u Y X~v7 (BiETHBEZ)
(B354 - %4 hA— 4 SR 100 mg)
~HHARS Y UNE~

YR 2 941 1H (FFf44 8 AKET)
JBA S B




SN

1. XLz P2
2. ARANIOFHH. 1EHEF P3
3. ERIRAGE P4
4, FERXIZOWT P7
5. BHxtGL e b P9
6. WHIZEL THETRXHIH P10



1. IXC®IC

=S5 DF N « B RMEOREROT-OIZIL, I SCEEIZE S W2 Ee AR D
B, 6T, IEORFEHNOEAIZ LY | FUREIKS 22 & OFHN 72 Hrll/F A%
FFPEIMPARINDH T, 26 DOEHKGZEICHLER BT IR 2 2 L3RR
AR & 7o TR Y RIFMBGER & SO AT #2016 (FRk 28 A2 6 A 2 HEERE)
IZBW T, EHMERLEOFEHORKE(LHEELZ XL Z L LS TnD,

BFORERE ST, SRR 2T 0 7 7 A VRBEFOESKEL & B 5 5
RHZENRDHD, 0D, HMEROLZEMEICET A ERN ST 5 E TORM,
WELEHG O BE LR ZIT 52 EPHIRE SN BFICK L THERT 2 & &bz, BIfE
FDFEEL U= BE 72 kb &2 & D 2 & DS ARE 72— 8 O B &3 7= 9 A B <t F
THIENEETHD,

L7eRoT, KA KT A4 TiE, BIFERES ZNE TITE LN TV A ELIH -
B R EES & | LT ORI O fei 7o 2 HEE T 2880 b B R EE & %
F RO EFHE R~T,

I ARITA RT A %, MSIATBOE NE S RS O, AME AN AR
BRI s . — B AN B ARERIR N E 2 & OB N B AR iR 52 O i ) o
b EERC L T2,

KfG L I HIEIEN - XA M —F S EHE 100mg (— k4% AT e X~vT (Eis
TR %))

R LR DREIHR © B SUTEREME D YA % ) il

MEERDREROHE  @% ., AT, a7 n ) XA~7 (Ealfz) LT 1
[8] 200 mg % 3 W [A]fHIME X131 (5] 400 mg 2 6 fHfEFE T 30 57 fH
DT T RIEFET 5,

3% R 58 ¥ & MSD Rt




2. AFOKHK, 1ERBERF

XA M —H BIEEHE 100mg (—i4 XA 7r ) X~7 GBEFHZ) BUT TR
Fl w5 ,) X, PD-1 (programmed cell death-1) &%= ®d VU %> KT 5H PD-L1 LT PD-
L2 L OfEEZEHERET S, B MEIgG4 £/ 7 v —F AFURTH 5,

PD-1 & F& 1T T FAQ ey BEARRSAE 2> & R 2 72 O I2 03 AUKIB SR 3 2 3 A s 28 il £
AA »F T, PD-1 [, fEFEREBIZEWDCEER T MilgoMia£micgE L, 3%
& I % B Do AR LB TR R 7o S0 RS il 35, 7B, PD-1 (XU H o REfE
ABTHZ LKV HURZRIRCE D v 7 VB EZ AT 228K Th D, PD-LI
DIEFFFIC BT 2HBUTDOT N TH LN, Z<ONRAMIETIE T Mo 2z
HIFEBWMENCFB L TV D, DAKIICEIT D PD-L1 OEFEBIL, B, M.
A . SREE . FE/INRaTE 72 & DRk x e A TTHARRKE - TH D | RWAELFR
& OB HRE STV D,

BED D DRI T4 & PD-L1 FBLOFEEAMEN S, PD-1 & PD-L1 OFfRBKIZAEE
DGR BN T HEERZE A ) Z LR ENTEY | iz N ATEROER &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X OPD-L2 Oilj U T2 ROFERELEST D2 L2k,
W INBRBE Th D IS SO HIE . T U oS ERATEM L S8, HUEE IS 2 FEE L
T 52 & THIEG IR T D,

AHN DR IR 2 5 B DS RISIC £ 5 BHEA S H b, BEUIIEEIC
DR B D, AAOBGHROBGHIIE, BEOBIEE HHIIT0, BEH IR
D BTG AITIE, BB L HGUTIE U B e ik & B8 & FF o R Afl & L Col
U2 RIS 21T\, BB DS RS K 2 BIER 28 Eb 88T IE, RIS R AL
LI OB G SO/ IE 51T 5 LER DD,



3. BREREE
I TEEE MO IR % o U oSO ERIE 23 21T o 7 B R R o
R A R,

[ %hE]

ERRIL[AS T AHEER (KEYNOTE-087 3-5%)

PR T EREYEO E R U o U LoNERSE (210 B, AR A 10 Bl & &Ee) OLLF
D 3OO aR— FEXGIT, AKI200 mg 3 EMFE LT TQ3W] &), ) &5
B O SRS S vz,

- HEGE MBI TRIC, 7Ly F o ~T REF UK DiRREZ T T2 H

#H (ar—1F1)

- HFEBE BB HEIERIS THY . hoT LYo <=T XRF UL DKL

2T EE (2R —h2)

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

ITRAR L FERIEDO—BRE L TOT LY F~T RRF AL DAEHRITE £ 72

V) BT TCOARWEE (adk— R3)

72k, WG R TR BTN D DA, REEIT A2 R TIERDAED Sy
%@%%%Kﬁﬁbfn@%ﬁfdgﬁﬁuhw G CRBETRRDONDHE T
Kﬂ@ﬁﬁ%%ﬁTélkﬁﬁ%kéhkoigﬂﬁﬁﬁﬁ%éﬁﬁé(&ﬂWWG
criteria (2007) (235 < B K 258428 %) (CR) XUXH5ZER) (PR) OFHIE) |
K1DEBY Thotle, 2B, FRNIHKE SNTREERDRIT, WTFnOar— b%
20% CTdH - 7=,

#£1 EOMERE (KEYNOTE-087 3ER)

| aR— k2 2R — 3
(6931) (81451) (60f31))
78740 (CR) 15 (21.7) 18 (22.2) 13 (21.7)
. | #ZE%h (PR) 35 (50.7) 35 (43.2) 27 (45.0)
Bi%K -
(%) %7€ (SD) 13 (18.8) 9 (11.1) 13 (21.7)
17 (PD) 3 (43) 17 (21.0) 7 (11.7)
AN RE 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]
[EI B SL [ 26 1T AHRER  (KEYNOTE-087 i)
AEFRITHBRAM T 202/210 1] (96.2%) (2788 i, EIVEHIX 144/210 4] (68.6%)
IZERD BT, FELRN 5% LORIERIZFR 2D LB ThoT-,

£2 FHREFN 50U EORIER (KEYNOTE-087 38 (M4

PEERIRS¥E (SOC: System Organ Class) @fgﬁ/(f/?zl):

FEAEE (PT: Preferred Term) g 21 OJ{I;IJ
(MedDRA/ ver.20.1) 4 Grade Grade 3-4 Grade 5
2 EIWER 144 (68.6) 23 (11.0) 0
MEF LY v RbEE

I BRI I 11 (5.2) 5 (2.4) 0
PRl ==

B B A REA T i 26 (12.4) 1 (0.5) 0
B IGIEE

T 15 (7.1) 2 (1.0) 0

L 12 (5.7) 0 0
—i% - RHEER OB GEAOREE

5 19 (9.0) 1 (0.5) 0

FEH 22 (10.5) 1 (0.5) 0
PR SRR

R 13 (6.2) 0 0
MR, MaZhds K OMERR RS

NNk 12 (5.7) 1 (0.5) 0
FEIE 8 X OV TRk

5 16 (7.6) 0 0

ek, RVEMERER BT 6 B (2.9%). KGR - EEO FHIT 3 H] (1.4%), FPRpEsE
(7 v« NU—EBEREE) 1 X161 (0.5%) . TFEEREREE I 8 il (3.8%). HIKIEERE
E13 29 B (13.8%) | fh 7% « RS ALEIE 13 2 41 (1.0%) | infusion reaction 1% 17 51 (8.1%) .
SEIFERIZ2H] (1.0%) KODFHRIZ 1A (0.5%) THROLNTZ, o, BEOKE
bR (R RERGIRARAEMERE, ZIALEE, FARRIESE) . FIRAFEREREE, RIBHREEREE, 1
TUPEIRIE ., BARErEE (RAEMEMBRE) . R, HEMBEIIE, MK - Bk, &
P M I IR PSR BN . VA IMAME R I & R ZEEREEIERR O B AL Do 7o, AREIVEF 3B
W EFRS (RAMEMRET L ET) 250EERE T,



(At - HE]

AR OREFEYEETT L EZFIH LIV I 2 —v 3 12k, AHl 200 mg %
Q3W, 400mg % 6 FHMMHE (LT TQeW]) & o5, ) XiX 10mgkg (AHE) % 2 @[
Mk (LT TQ2W) L9, ) TG LZBEOARF oI iE PR ESRG STz, ok
Fe. KL 400 mg & QBW TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 P Mg g (LA
T Cavgss) &9, ) &, AHAlI200mg 2 Q3W TH G- L72FED Cavgss & HHEIT 2 & T
Shiz (F#) . 72, AH400mg & Q6W TG L 7= ARHK D EHIRAEIZ I 1T 5 %
EIEFIRE (PAT [Chaxss) &V ) X, &K 200mg % Q3W THEH: L72EED Craxss
g L CEEZ T E TSNS OO, BARNEFIZE W TERENFHER ST
HHE - HETH 5% 10 mglkg (RE) % Q2W THH LTZERD Craxss & Ll U TIK
EERT TSN (TR) . S0, EERAHEEBHZ X5 AHK] 400mg % Q6W
TEG LA EIERER (KEYNOTE-555 iklik) 1 0 155 7= FEHIMEIC H-S < 3y Ehhe
WRIA=BFT v Ialb—ra Al PRILICEDERE ST A —2 LU (F&R),
Iz T, BEOFEEIZIT 5 EERHABREGE IS D& | AFI DR & & A XL et
& OE#EZ BT DIRESST T VDR S, Al 200 mg 2 Q3W X 400 mg %
Q6W THH L7-BROMEFTE & & AME T L2 L OREIZ O W TIRFT S /R, k
SO A - AEOM THIME L OV IR 2RI 0 &Pl Sz,

£33 AAOEYBE T A —F

- Crax Cag Conin Crxss Cavges Crninss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200 mg Q3W (58.55?;9.7) (27.277-38.1) (17.%32,;.118.3) (91.3?-34.1) (49.58(,);11.0) (30.3;,).3?1.4)
400 mg QoW (12;,2i24) (32.3())?';2.7) (10.%1(,).f0.8) (1461;1?49) (so.i(,)gls) (19.?3(,)'230.9)
40(0%2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:'22,4) NA NA NA
OMGR QW gy | aanass) | unim | Geeesn | s | (93200

$:n=2,993, 100 BN I = L—33 LY BHH N7 % EEO R IE (2.5%,97.5%4) |« Crmax - FIEIH
H#OEEIMIEFIRE, Cag : PIEIR 5% O MIEFRE, Cmin: PIEIRGH% (A 702 EHHD) OfFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ#f(’ﬁgﬁl%”’éﬂzi@m{ﬁqj/%g\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B FeARum i i

I : 56 FIORELEIME (95%(ETHIXH)

§ 1 41 Bl O EEIE  (95%(ETHIX[H)

NA : %7 L




4. FEFRIZDOWT

TR E U CHERBERE (2FFRE) TN TnDZ énb, Uikl 26
UNZERTEZ DA THINERDH DH, DO LT, RKAIOERG N #EY) 2 BE 220 - §F
E L, AFOEGIZI Y EERBWEHZIBL LIRSS T 5 2 &R 72D, LITF
DO~@DT X T & THRICBWTHEHT & Th 5,

O HERRIZOWT

D1 Tid (1) ~ B) OVWTIIEYT IR THD Z &,

(1) BAEFBRENTRET 20 A2 EEHEN SRS EE R ARSI S5 bt
HUIE )N AR B EEHL R, HUE DS ARSI RE e &)

(2) FrEMEERPL

(3) HEM IR ENFEET 203 AHOEEERRE (D AR EWRbL, 23 A2
W IEBE, 3 AR EEHERE B e &)

(4) AHALFIIEEZHE L, SRS SRERZ R | USRI b ke et
2 Ofiig FYEIAR D 21T > TV D ek

(5) PUEEMEREBL AT BN O FE FEHEI AR D 24T > TV D ftiek

D-2 HEAKR T XU X JEOAL SRR R ORIVE R B O 5SS 50 7o ik & 1
Bra R oERT (FEOWTIIIIEYS T DIER) 2. YUZ2FEROARRNZE T 5 1BED
EEHEL L RESINLTWND Z L,

#*

o [EEMFFESE 2 FOUIMIMHEZE T L7212 5 FELL LD D AR DB IRIHE 2
ITHoTWBHZ L, 96, 2L EIX, BATEMEEZ £ & UEERER S OHE 2
IToTWBHZ &,

o [EEMFFEUSE 2 FOUMMHEZE T L7121 4 FFLLEOREREZ A L T D
k., 96, 34EDL R, AR O 23 A S IEE & A el R S OHE
EIToTWnWBH T &,

Q@ PBENOEEBBEREEDOMEHNICONT
PEEMEWRE B F T 2 B EE PR E S, BESEREN L OIFRE D, ﬁ?ﬁJ P - %2
IR RE R OE B NEMEE IR 2 F @R, AEFFRPBE LGS0y
R, ERHLNITAT O A EHINE > TN D Z L,




® EBEWERA~DOXRIRIZOWT
@-1 fEsk Az BE 4 5 B

VMR RS D BB R BIVEA N34 LT2BRIC, 24 FRRIZHIEHIO T, MYakhiak X
EEE R (23T, BB L7 BIEANCS U CABRE HE L O CT O EIEH ORI 24
B EDORERN Y HHRIZE G, EHICKIGC TR AEHINE > TWnWD Z &,

@-2 EENEEEICL 2AFEELNHICHET 2 EH

IS ARSI HE D D B 22 Gk e O RE 2 A T A IR EAE DEER T =42 ) v 7
EHEOIERDOAT V== T EITOERE & HREZ LA TE 5 F— AERIKH 23V
EESNTWAZ L, 2B, BiEHEICHOWT, NABRE EZDOFFEICHSITAmENT
WhHZ L,

@-3 BEHEADZWrox N LT

RIWER (FEMEMEBIZINZ ., KX - Mk - BEO N, BUERZX - A2 - 1T
FERERE S - IF2% - LMERRAE 2. BEREMRE S URMERIEMERRTE) . NowkEE (T
TERPRREFE S . FRIR RIS, RIBRERERETE) . | BUBERIA. 5 D IRK, il 7k - Bk
TIRMEAE . BER, B O EREE (PEMERLZBIERAIE, BRI, Z2A
BE, B RIEIESE) . infusionreaction, AN - BEMEESc, HSEAN M E, MRkES (7 -
AN USRS | DR 2e ., B 70 Mk B (S M il VIR M SR B . ¥ PR I
IREFERES . BEFRRIERIES) . MEREBIEMEE, M%) 1Sk LT, Yikhsx T pEE
JEFSEA DR 2 A3 % AN &l U (RWEH OO IR L THRER OS2 5%
TONAEMICHH L) | EHIZHEEURENTE KGN ESTNDZ L,



5. EXIHRLLRDBE

(B 2h kI BE 3 % Fo]

O B FE MR ARGIE SUIR A O T3 T EHR O iR % U v
/WQ%%_kwfiﬁwﬁhbkﬁxéMTwéo

©@ TREICEEY T 2 BB T D2AF OFRE KL OHERITIEIZ SV TR, KA DA R
MESLSNTELT, AAOHRLGHR LRG0,
o AEFRIERIGRO B,
o MOPUENERELA & OB,

(ZaEICB+ % F])

O TRICHEYT HAEEFIZOVTIEAFOBRENEZ L SN TWNWDHZ Enn, BEE1T
bipnz b
o KA LSBUE DB D & 2 B3

@ IRPEETOFHmIZ I T TR uﬁféﬂ‘é'%% ZOWTIL, AFIOEGITHEE S L2
D, AOIREERPFUL A 2 NG EITIRY | HEICAFZEHT 22 L 2BETE D,
 [MHHE ﬁ%rﬁ@AﬁXi%E®%é$%

o A EE AR A CRE R 258 2 B K ONE B 0 F B i gk 2¢ <0l e M fiti ¢
FEOMMIZRIEMEZE N A BN D BHE

o HORERBOAD, UTEMERZE L IXHEFEMED B CaZ R B OB TR O
b5 BE

o REBME GEMESMIBMEELET) ObbEE

o FEBEORYGSUIB A AT LB

e ECOG Performance Status 3-4 "D

(ED ECOG & Performance Status (PS)

Score | EFE

0 | &<MERIEFEHTE S, BHAT&lFE U HEAERPHRZR AT D,

PRREIZI LUEBNTHIIR S 225, BATAIRE T, BAIEESEE > TOMERITTO LN TE D,
Bl - BEOFE, FHEE

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

BHNTZEHSOHEDEY DZE LATERY, HFD 50%LL EE2 Xy ROz 4,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+ Tl I4,




6. HEICEL THEETREEHE

O  IRASCEREIIINZ ., BEEIRE IS D IRAT 2 BB 1T D & ARHI O Feik & OV E i
MO DI B EFRE + B L T ERT 52 &,

TRIEBRABIC SN D | B UL Z OFEICHINE L OERR M2+ L, [RE 215
ThoEETHZ L,

FRBEERHO~RT A MZONT

@

®

MEMEMERR D LoD 2 EDRHHDT, KO GIZHT=> Tk, WIHE
W (BG0v, PRURIREE Wmkas) OfER & O X MRirds o i, Bz +
SIATO T &, Flo. BELTS U THES CT, MiF~—& —F O/ 2 I+
5k,

infusion reaction 23 & 5 0I5 Z L 3% %, infusionreaction 23728 H AL AT
X, WURREZIT S & &b, JERDEIE T 2 £ CTHRE DR L +/0I8l5
T5HI &,

FURIRSEERE R, PR E K ORIBHREREELNHODONDLZ R H DD
T, RHNOFH-BGET L O G-I IE SN wrssie R4 (TSH, l#Hf
T3, i T4, ACTH, I =L F > —VEDRIE) ZEMET 5 &,

BIERF 2. A4, ITREREREE . TR, S{LHERERNH L DNLZ 0N H D
DT, AHNOEG-FAMERTR O 58 eI iTseEmR & (AST, ALT,
y-GTP, Al-P, B U LE U HOHE) ZEMTHZ &,

SEIEE (MR L T BHEAER 25 T) FOEERIREERNS bbb
ZENHHOT, EFICIROEF OFBEMRT 52 L, £, IROEF N
O BNTHEITIE, HWONICEREEE 22T 5 Lo BEZRETL L,
AR OBEGIZLY | WEOGRERINIERT 5 &5 2 bV EkA I REHE
DHOLLNDZ ERDHDH, BEDPBROONTLEITIE, BB LEFRIIS U
BEPHE 70 itk & AR & B O Rl & s U ClE bl 2 i R W 247\ ot
FOSZ & B BWER R B 2581213 AFIORIESUIH IR, K OREIE RE R
WEVRIOBRGEZEZRT DL, ok, BIERERLVE L OEREIZEDEIE
HOYGENFRD B2 WIGEIZIE, BB B AR VE LSO & i Fl o e hn
LEET DL,

B TR, BORR 5 AfRE L T LEERDBET 22 B3 H 5729,
AFNOEGHETRIZGEWEHOFRBU A ITEET D 2 &,

1 AHERE (BIE 1 BUBE IR 2 5 e) Db bibtv, BERFMES 7 v F—T &
IZELHZERHLHOT, Aig, Fl, EHFOIEROFEELMBEEO R+
SEETDHZ &, 1 EEREASEONTEGE IR EERIEL, AR il
H O 5 ORMY R LEZ1TH 2 &,

AR OEFARRERIZ TN T, BG-GB 12 W Z L IZAMEOFIZ1T> T\ Z
& EBBEI, ARG PITEBICEBRRE THROMEREITI Z &,

10



