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I EIR G O A O FoEbHEEEZ XD Z ENEVIAENT L 2T T,
B =S & BB R B IR T B 7= D IS Rl HHEE D A R4 v & 1E
Tz LTVET,

A%, NATr ) X+ GREFHELZ) UK (R5E4 - F A b—F i
T 100mg) (22T, RS MM ISR B Mifa U o Nl L CfE 3 2B
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O FE AL [E 5 MAEEER  (KEYNOTE-204 3X5R)
H Z & MG T2 IS s . UT B S s

B OIS E 72570, 1 LY AL o

PRIEIE 22 A4 % 55 SUTEBTEO Ry A V% o U

v \JEEF 304 ] (HAN 16 plaate) ZXdBRIC,
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. BERIZ. £ 110/148 #il (74.3%) KO
117/152 1] (77.0%) IZ#@BH N2, WIT I DORET
TN 59, EORWERIZFR 4D LB THhotz,
x4 WINDORETRIERDN 5% EORIEH
(KEYNOTE-204 #XER) (LMt L)

(F& 1)
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K BEOTHILIH] (2.0%) , fHfREE (X5 -
N —JEERESE) 13 3 B (2. 0%) . BIEAFLR - A4 -
FERSRERE = - AF28 - mE{LPEREAE 250 12 61 (8. 1%) .
HDR R RERE 22 1% 25 1] (16. 9%) . BIIBMERERE =T 1
B (0.7%) . EHEREREE RAIE M EMHEE R, SRERIK
AR 1F 2 B (1.4%) ., BERIE 1 B (0.7%) AR -
RSO R X 1 B (0. 7%) . 28 - BEEZS IR 1
(0.7%) . S &5 BEHRIT 16 (0.7%) . CohRIE 2
(1.4%) . infusion reaction I% 6 f (4.1%) K OVE
B mikbEE (Ve MR PSR BES . IR I
2, AREFEREE . METERIERIESE) X3 1 (2.0%) T
WO, T, BEEOREREE (PamthkpE
SERMARNE . BRAEIRARSE R . ZIPHLEE, SRR
). FEEABEREREE . 1 BUREIRE . T A ST
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1. IXL®ic

EHEGLOBFE - BEMEOFHEROT=DIZ1E, U SCESITESW -l B AR RO Hh
Do IS, IEFEORFHEM ORI LV | FURESL LR & OEF0 70 Frsil Ve r = 3K 5
WAGREINDH T, 2D DERNZEIZMNE R BE RS 5 2 L BARBOMEE 72> TH
0. BFRTBOER L OO A TT$12016 (CFR284E6 H 2 H BEEE) I2BW T H ., HHmEK
nEOMEH ORELHEEEZ XD = & & Eh T b,

BHE BT EER L, EKEERSL SN T 0 7 7 A VISBEEDESK S, L B SN % 2
EMBHD, T, BIIMEROLEMICET A ERD ST 2 TOM, YKEKLO
BEZMSZT D ENMFSNDBEICH LTHEMAT S &L bic, BIERANIH LRI
MBIkt E & D Z LN AE e — EOEM A TR THER T A I ENEETH D,

L7eRo T, RIA RTA T, BARBEBELZNE TIH LTV S EFETH) - %
W RIS & LU O EIR G O il 726 2 T 28l D B e 20k 3 2 5 KO
BEREEERT,

¥, RITA RTA 0%, SATBOENEIE SRS O, AR ENEAN B AR
JEEF2, — AR B AREERNBHE S K O fFEEE N BARIMIE S O 1D & VERR L
77

KGR DHEIEM - A MA— X EAREHEL0 Mg (—#k4 AT e Y X7 (B
%))

J5ERDMETNR « T S TG M O R PHEAERR ORI fa R B U > N

MG LRAMEROAE - B, BRAICIX, RA7r U Xv7 (HEar#fiz) LT 1
[F1200 mg % 336 1 e X 131151400 mg % 638 i s 3053 ff 23T T
RIEEET 2,

B & 78 ¥k #  MSDIRA £




2. AEIDORK, {ERBF

FA b—F ETEEREIOOMg (—%4 - AT ) X~ T (Ein L) . T TRE &
V9, ) I, PD-1 (programmed cell death-1) & Z DU 4> R CToHHPD-LILUPD-L2 L DfES %
EHELET S, & MEigGeTt /) 7 o —F AHURTH 5.

PD-1#% 3% 13 THE N 50 22 B LA 7> S AL 2 72 D12 28 AR 23 R 4 2 3 22 S0 2 Il 48 &
v FC, PD-LIE, EFZREICEWOEHERTHEOMEEZmIZREL L, A REGEE
T ARME TR 72 0 SR T 5, T7205, PD-LIXV H U REFAETHZ LK
DIURSZRRIC L D 7 T V@ AICHIE T 22K TH S, PD-LIOIEFMKRIZIBIT 5
BHITDOTNTH LN, 2L OBAHIETIITHROME 22 21F L@BREICEHR LTV D,
DS ARIZ 351 HPD-L1D m s B, BMAwE, el . A, DREE . FE/ KR s
R EDEA R NATTHRARK T TH Y | IRWAEFE L OMBEMERHE S TWD,

FEELD 3 v DERIRA) T 1% & PD-LIREBLOFARINED & . PD-1 & PD-L1D#R I VL NEIG; D ez B
WECIBWCTHEEARFE 2 Z LAVRIBESNTRY , i ARBOER & LTRSS
T3,

AANX, PD-1EPD-LIKUPD-L20D0 U > ROFESELET S Z L1k v, EERK/ RS
T O JEIS R B AAE ENET U VS ER A TR M L S8, PO % 2 e (L35 2 & CTHiE
R A FIET D,

KA DOVERBE I HA BEDREFISIC X DEWERMENH o, HEXIIFETIZED
AREMED & Do AR DG T R O 5ZIZIE, BE OB Z o210, REDPHEO LN
BrenlZid, JEBL L 72 RIS U7 B 20 sk & RBR 2 5 IR & digfs U Cuilabl e il 22 W 4
TV, BEORESIS X DEWEM NSO 2581213, BT BE R VE CFORGE DT
UL AVE 21T 5 MRS D



3. ERIRBGE
B ST VR M 0 JRE MERERR ] R BA AT U o /B D A GREF IR &2 17 o 72 B 72 IR
RO Z T,

(B %hit]
OEWNE 1 B (KEYNOTE-A337ER)
FEFE T EETE M D S MERERE SR BHIIL U o BEAREED (TH]) Z %512, AHI200 mg
JEMME (LUK TQ3W) L), ) BHEDOAIER OZEMENRET Sz,
TEIAGEE T DR [WETIWG criteria (2007) (2K < ey E1C X % 5222850
(CR) XIE#Em23%h (PR) OEIG] 1L, 1D LBV Thote,

H1) (1) BFELSMEBEEICHERENRD b BE, (i) BFRENHMRBAE%E0
HLUPNIZCRAE L < PR LR o T2 B, 303 (i) B Z0E M B AR SRk <
bHo%E. U EORTRRE 252, B L UREL ORI Lo B

#1 B3RS (KEYNOTE-A33:ER)

7451

742785 (CR) 1 (14.3)

Bk %ﬁa % (PR) 2 (28.6)
(%) & (SD) 1 (14.3)
ﬁﬁ (PD) 3 (42.9)

F5h=%= (CR+PR) (%) 429
(95%{5HH X ) (9.9, 81.6)




@/ T HHFER (KEYNOTE-17073K5%)
P ST TR ME O RS PERERS ] MR R Bl AL U o BB (B3f1]) Zxtgic, AHAl
200 mg Q3WH 5- DA Je V2 B VEA R S Tz,
FEFAMEE Th 5% [WETIWG criteria (2007) (255 < i @1 L 2 55427850
(CR) XUEi#mn%Ezh (PR) OFIG] 1%, K220 LEBY ThoT,

H2) (i) AFREMEBMRBREZICHEENRO b EE. (i) BFEE MBI E
60 H LANIZCRE L < IFPRMBE L N2 no 72 B, XU (i) B 5 M i Al | 2 i 4%
Th DA, 2EL EORNEEZ =T, B3 L <IXETOIRFEGICHER Lz BE

#2 HHMEE (KEYNOTE-170345)

5345
5E48728%) (CR) 10 (18.9)
il %Kia:ij*ﬁ (PR) 14 (26.4)
%) ZIE (SD) 5 (9.4)
#1T (PD) 13 (24.5)
AN GE 11 (20.8)
=% (CR+PR) (%) 45.3
(95%fZ HE X ft]) (31.6, 59.6)




[z 2]
OEMNH 1 3B (KEYNOTE-A33:ER)
HEFGILBR AR TTTH] (100.0%) 12585 S, BIEAISTH] (71.4%) (23D Hiiz,
BIERIZFID LB ThoT-,
#3 Bt (KEYNOTE-A33RER) (LMt saE)

FEEBIRSE (SOC: System Organ Class) FEAGE mj%g%l
(PT: Preferred Term) ! “7@”

(MedDRA/] ver.25.0) 4 Grade Grade 3-4 Grade 5
2RIEM 5 (71.4) 2 (28.6) 0
MEE LY R bEE

FEENEAT BRI iE 1 (14.3) 1 (14.3) 0

T BRI S 2 (28.6) 2 (28.6) 0
PR B

SHTR 1 (14.3) 0 0
ME g, HaElds K OERRRE

K 1 (14.3) 0 0
FERE 35 OV T ik s

FIBE 1 (14.3) 0 0
—i% - REREER X OGN O R EE

FEEN 2 (28.6) 0 0
AR A

TI=UT I b T AT =T — BN 2 (28.6) 0

TANRTGX T I ) NI AT =7 —EH# 2 (28.6) 0 0

¥, ITHEREREEIT2( (28.6%) TR HITZ, £7-. MUEMEMZEE, KIBK « /K -
HEO TR, BEielES RME BB R, SRR RE) . NWoWwmEE (N ERAERERS
FRARFSRERE S . FIBEAEREE) | 1RUBEIRI, S DM, ik - BUBUHRMRIE, e, fifk
B (7 v« NU—JEERES) . BEEORERSE (DR LB RARIE,. FREREEIRE
ERE, ZIALEE, JERRIES) . IR - B, FIEM M E, O, EE L Ml
(e ME i R PR SR B . IR MM i, AREFERE;, MEERIERES) . HEOH K, MmEk
BRIEMERE, infusion reaction } OFERZIZFR O SR o T2, ARIWEFA BRI IT R EES
(RS E 25 Tr) 28R RE R,



@/ T HHFER (KEYNOTE-17073K5%)
HEFER TR IR T50/5361 (94.3%) (2588 Hiv, BIFEAIE305341 (56.6%) (278 B
7o FEBLRDBNLL EDOENWERIZRAD L0 TH o7z,
K4 FBHEEN WL EOEWER (KEYNOTE-1703RB) (R REM)

p—
#EBIR 3 %E (SOC: System Organ Class) @fé;/g’;g
FAFE (PT: Preferred Term) g 53 i
(MedDRA/J ver.25.0) 4 Grade Grade 3-4 Grade 5
ERIVEH] 30 (56.6) 12 (22.6) 0
MiKE LD > REEE
i R ERIRE 10 (18.9) 7 (13.2) 0
N3 AR
FRR I REAR TE 4 (7.5) 0 0
— i - REREER X OGO RRE
) RE 5 (9.4) 1 (1.9) 0
57 3 (5.7) 0 0
FEEN 3 (5.7) 0 0

72k, NPREREREEI3AM] (7.5%) . MWl (TEREAKEERS, FUIRIMERERE, I
RERESE) 13561 (9.4%) R UMWHRIEE (FF 2 « N L—IEERES) 1361 (1.9%) TR b7,
F7o. MEMEMEER, KK - /DGE - EEO TR, BHERERE (RS REMER &, KER
RBRE) . VRBERIN, 5 & BER, Mk - BBUHRIE, Bk, EEORERE (hE:EE
F L EEIERMRE . R G REERRAE SR . SIRALEE, JRRIESE) . e - BlEJc. BIEREE S
fiE, DA, BB MRS (Ve MRS MESREER . iR L, JRIFERE, Rk
BRIESS) . HEEOFHK, MERERIEMRE, infusion reaction s ONEAZIZFRD B -T2, AR
TERZEBURI X B F 5 (BRRMAERE 2 5) 25 OEHHERE =T,
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AHNOREMREYEREET LV EFHA LIV I 2L —3 3 025k AKHKI200 mgz Q3W,
400 mg a6 MMM (LT TQBWI & 95, ) XIiX10 mglkg (IAE) Z2HEEFRR (BLF

QW] &9, ) TEE LIZEORAO MG FIRENSEF S L, TO/RR. KAl
400 mg% QW CTH#t 5 L 7B OARF O & HIRIBICH T 2 EHMiEFIE (LU [Cags) &V
9. ) 1. AHI200 mgEQIW T LTZBEDCagss L FRIT 5 & TS (FHE) . £7-.
AF400 mgzQEW THe - L 1= B DOAKI O E HIRREICH 1T B e @ LG T IE (LLT T Craxss!
LWV, ) X AHI200 mgaQ3W TH G L7-FRDCraxss & bl L T A R & FISNTZ
DD, BAANBEICBO CERMENHER SN THDHE - HETH 547110 mg/kg (ARH)
QW TG LTZBRDCraxss & LB L TIRE 2 /n ¢ & FHIS 2 (FH) ., & 62, MR
OfIE RS & KT RICARAN400 mgz QW CTHEH- L 7-HEs 55 1 #HaklR (KEYNOTE-555545%) L ¥
BONTFERMEIC LS EYEhE T A—2E, V2 2 b— 3 ATk Pl L7z EhRe <
FA=Z LRI LT (FR), AT, #EOEEICRT 5 EARREBRARRIC IS & | ARAI DO
5 B & AR ST RN L OBEZ G BB SN T T LB S L, ARFHI1200 mg A
Q3W X (3400 mg% Q6W Tt - L 7= B DOURE & & A ME T L aME & ORI OV TRRET S
IR, R Mk - HREOM THEIER ONZEMICHME R 2R IT W & TRIS T,

K5 FHDOEYEENT A —F

P - B Crax Cavyg Chin Crax,ss Cavg,ss Chin,ss
(ug/mL) (ng/mL) (pg/mL) (ug/mL) (ug/mL) (pg/mL)

200 mg Q3W! (582?&97) (27§Z§81) (17%3%83) (9123g41) (4928éi0) (3028?14)

400 mg QEW! (12%??24) (32.362,'g2.7) (10.%1(,)?0.8) (14(13?249) (50.51(,)';1.3) (19.%3(,)20.9)

40(0%%%6)\,\/ (1351.:633(,5{)3:6.4) NA (14.1:'22.4) NA NA NA

10 mg/kg Q2W' (21§?223) (14%?145) (11%?221) (423??33) (2727282) (192?200)

T:n=2993, 100 [HD ¥ I =2 b —3 3 A K Bl S o BT ESEO P ARfE (25%.5, 97.5%5) |
Cnax : PNEIFE 14 O e @ IfIE PR EE . Cavg @ FIEIHE G- OSEENMIE I, Cmin : PIEH 5% (YA 712
B 57 ORARMIEFIEE, Craxss 1 EFIRIEIZI T D EmIMIEFRE. Cags : EFARIEIZIIT 2 FH0M
THEFIREE, Cminss : T HIRREICIS 1T B ALK ML i

T 1 56 Il OB AIME (95%(EHH X [H)

§ 1 41 DA LEME (95%1FHH X )

NA : %7 L



4, FEFRIZTHOWT

RS Y A 7 EHEE (RMP) (232X REIOEKNLSMEEGISTEN A~ W K2 &
Hiek T o T, AFIOEGNHEYREEZZW - fFFE L, AFOELIZ XY BEELEIEM
ZRBL LTRSS T 5 2 &g lod . L TFOO~@D 3 T & /o 3 hiak i3\ Tl
HT2a_&Ths,

O HRIZOWT

DO-1 Tied (1) ~ B) OWVWTINICEYT LR THDH T &,

(1) BEAEGEREDEET 205 ABHEEENLSRBEE  (FE A RS A2 ROEEEIL R T, H
sk S AR HOE SRR T, B LSRR R &)

(2) FrEtrEmbE

(3) HBENFRINENFEET D AREELE L (DS A RHEEEIE ERPE. 23 A2 REE /)
JRBE. 3 AR FOEEEHEMER 22 &)

(4) AFALFHEIER 23 U, SRR b RE2 R L S I SRR A2 R R D it
R IEVEICAR D R AT 5 TV D itk

(5) HrEEME RS AL A BN O % B4R D Ji| H 21T - T D%

D-2  JFIEMERERE A RIBHIAG U B DAL SR A K OVRIE S BLRE O %S IS 443 72 0
ik & REBR A FFOBERT (TROWTNMIEETDERM) 25, YR ORANCE T o167
DEEE L L TRESLTND Z &,

*

o [EAIRFFIRER2ZEDOHMINHE ZE T LI IZSELL LD M ATERDERIRHHE 217> T
WHZ e, 96, 28U LT, PAEYREE EL LEERRIESEOIHEZ T > TV
o .

o EMGIHFERGR2EDOHWINHEZET LI RITAFEL EORBRBERZ A L TN Z L,
o b, MELLRIE, EMAEIEIELE O 25 A SEMIERE 2 & CRIK IR OHME 217> T
o !

@ BENOEEMFEREHRDMEHIZONT

PR3 HE BRI E T D BEE DS E S, REBFEN O OFREBE D, AN - 28t
EIFREROE L ONEME IS T D IERE, AHEFEDRE LS OREEE, F
DR INAT O D IEFIDRE S TNDH Z &,

ilty



@ BIER~DRIZDONWT
@-1 sk I B3 5 B

MR MR B O EE R BIERNIA LBRIC, 4R REAEH O T, HekhEsk X3
MR 12 B\, B L2 RIERIZIE U CABEE B L O'CTE O BIER O8N 4 B2 A
DOFERDY HAHIZE LI, B HBITKIN A REZ2 RN E > TWnWA Z &

@2 BERUEFFICLI2EEFTSNICETIEM

DA D D MM e i M OB 2 A 3 2 BRI EE NENEHT =4V v 7 %5
WIEEROAY V== T HATWEIRE LM EZ LG TE 2 F — LERIKGI S ST
WHZ E, 2B, BRI OWT, BARBE EZOFBICSEAmI TS 2k,

@-3 BIVEA O ZMroR i icBE LT

BIVER (BVEMEMERICIN X, KIBK - DMK - BEOTHL, BIETFR « FAAE - IFH6E
P - Pk - RPN 2, EHEREREE RMERIEMEB R, REREBERE) . NowkEE
(FEEAHEERS T, FURIREEREREE . RIRREREREE) | LAUBEIRIF, S5 & D IER. ik - ST
RMRSE, WER, BEEORERES (PEIERAEIEIAE, FEREIREERE, A,
KIEIES) | infusion reaction, Jixd7c - Bl EAEANIESE, FPREFER (7 2 - N L—JEE
BESE) . s, BEERIMPEEE (AR OB SRR, EIntER I, JRIFERE, M
TRIERESE) . EEDOH K, MIKERIEGERE, HX%) 1Ok LT, Mz U Bi e
BADO MM A9 5 KA & L (BIERAORZWEHexHSICBE L THRER X EEZZ T bNnD
FHECHDHZ L) | BEHICETIREN TE HEFNESTWDHZ &,
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5. J'EXMRLIRDEE
(A2 RE 9% FH]

@

[%
@

TRUCES T2 BE BN TARBIOFENER REN TN D

s HEEMEMABHREZ ICHRENRD b BE

o HEE MBI 60 B ANIZCRIUIPRMG B AL Do 1o B

o HEEMHMIBALIC NG CTh 5356, 2B EORNERE =T, Mo L<
(XET OIREL I8 LI B

TREICEE S T A B OV TIE, AFIOFIMERHESL SN TE LT, ARl S
KR E T2 B IR0,

o AbFHRIERIBEDORE

o fOFUEM RS & OHFH

e N ES e pPR: 1)

TRICEY T HEFIZOWVWTIEIAROR ENEDE SN TWEZ b, BEE2ITDR
WZ &,

o AHNDRSTIT R LIRBUE OBEEIE D & 5 B

TRIRATOFARIC BV T FREICEE S T2 BE IOV TL, AFIOFGIIHELE S 203,

L DIERERIRE D 2 NG IR Y | EEICAHIZEHT 52 L 2BETE 5,

 HHE @mrﬁ@A%Xiﬁﬁ®%5$%

o JES AR A CRVE R 258 0 5 B K ONE B oD U R itk 28 <0 S e M ili
KM@%LKfTWMﬂﬁ%ﬂéﬁﬁ

o HOMERBOGOE U L < IXFHMED B Cn)E R B OB TR
Db % BE

o BB D H LB (A FE M iR E 2 Fr < )

o ORI AT DB

»  ECOG Performance Status 3-4"0 g4

(=D ECOG o Performance Status (PS)

Score | T

0 | &<MERIEHTE 5, FFAIE R U HFEENHIRZ AT D,

PREIICI LWEENEHIBR ST 523, BTARE T, BAEERHE > TOMEEITATO 2 LN TE D,
AN S

1
2
3 [BoNTESOHEDOEYDZ L LNTEXRY, HEO 50%LL FE~Xy RT3,
4

ALENT RV, BOOHFOREY O Z Ei3e TERY, BRIy RMR+TilId,

11

HBATRBET A OE DB O Z L3 TN TREEEBEEIX TE 22, B O 50%LL EiF~y R Ccild 2,




6. WEITBR L THETREFH
O WCEFMA, WGERFEHES RS L GRS TS & K O Rk M OVl IE o

728

WL BERERZ B L T T2 &,

@ JRIEBLEICAEST S, BRE NITFOFHEICAEIMER et 2503 L. FEE5EC
MO ETHZ L,
® FREWEHDO~XIY AL MIONT

MEMEMEENS DONDZ ENHDLDT, REOFKGIZHT--> Tk, WIHEIR
(EGldu, MR REE, k) ORI O XFAR A O i %, Blgt % +01247
22k, Fo, MEIL U THECT, Mig~— 0 —F0OMmELEmT 5 &,
infusion reaction?23& 545 Z &3 dH 5, infusion reaction 358 H L= 5 E 121,
WO 7R E 21T 9 & &b, JERMPEET 2 £ CREDREZ +0ICBlEd 52 L,
ORI EEIE T, T RAEREEE X ORIEEREREENL DN ENHHD T,
AHN O 5-BRMGET M O G- 8 I E AN isskre A (TSH, EBET3, iE
HET4, ACTH, =Ly —VEDORE) ZFET 22 &,

BIER 26, A, HHEREREE . TR, B{EMERERDH LD Z LR HDHDT,
AHN OB - BRbA T M OG- IR R I E I IR RER A (AST. ALT. y-GTP, Al-
P, BEUNEVEDORIE) 2FEMTHI &,
SEIEREOHEERIREERN L LDONLAZ ENHHOT, EMMICIRORE Of
MAfERT D2 L, £o, IROBENEO NI, EO0NICEREEREZ =
CTAHOROBEERET DL L,

AENOREAZ LY | WEOREEFISITERT 5 & &2 b kR4 RRECHEN H 5
o Z bbb, BENRDONTGEITIT, BB LCFRITS U H R 722 %
ik & RRER A RO PR Al & U CE O BRI A1 TV WO RE RN X D REIE
DD D5EIIE, AFIORETH IR, R ORIERERVE CRlORG%EE
EETHZ L, B, BIBRERLVEOREIC X BWEROWENZD b
BralZld, B RE AR VE DA OSEIRFIOBEMbLEE ST 52 &,

BT, B OED ARRE L T LEWERD BT ENH D70, AH
DFEEHE TRICHRIER ORI+ ZITEETHZ &,

VRIBERRI (BPELVRBE RIS 2 & de) b S, HERFMES R 7 v R—V RIZED
ZERHLHOT, Oig, El, MEHZFOEROIEHCMPEED FRIZ+0EET 5
L, VRN ERDNT-GEICI®R G2 HIE L, 4R Y URFIOR 5% D5
O)REZ1T O 2 &,

@ AFIOEERRBRICBW T, BN S12B T L ICHEMEOFE M AT T\ 2 & %
5Z\2, ARG PILEMIC BB RE TR OMEEREZITO 2 &, FrIOARRBRITREGE
1IN E2ZE L., BEHGH%I2EE CIIsh BRI LEER{EBETH 2 L,
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BEEHHEET A FT A
Roa7o Y X<v7 (BaFHE#Z)
(R34 = %A T & S 100 mg)
~HEHAROF Y UNE~

Y2941 1A (546 AKED)
BATEE



B &

1. ZL®ic P2
2. ARHNOFE. 1EHKT P3
3. FRIRAHE P4
4. FEFRIZHOWT P10
5. BHXIGL I HEE P12
6. HHICEL THETRXHIRA P13



1. IILBIZ

SR DO M - RO DT DITIE, B SCEEICE S W@ B2 K O Hi
Do BT, IEFEORFEMOMESRIT LV | FUREIES e & OFF 2 BrE BT 35
DIKBINDHHF T, 2O OEERLZ BEICHLERBFICERMT 5 Z L NBEOMEE 725 T
BY ., BFEMEEES & SEOFEAR T #2016 (CFRk 28 4 6 A 2 HEEERE) ITHB W TH, H
B EIE S EOMEHOFEEHEEZ D Z & & ST b,

PR RS E S T, EEERR R AN T 0 7 7 A ADRBFEDEST EH SN R S
ZEWDHD, ZOTD, AERONLEMEICET HERN H ST 5 E TOM, HEHK
D BEE RS ZIT D ENMIR SN DB ICR L THRAT 2 & L bz, BWERANRE LT
BRIC LBkt Z & D 2 LN A[Re — E DB 2 7o TR CHERH T2 2 L NEET
H D,

LTl T, BIA R4 Tl BARBEES N E TITH LA TV D EFIEFR - #7%
LR EED & | DUF O BE 35 O feii 70 2 HERE S 28U D B2 3 B 2 RO
BEREHZRT,

B, RIA BT A %, MSATBOE NEIES BRGSO, A EE AN B ARERIR
fE e . — AR ENE N B AREERANFHES L O EEN BRSSO IO b & AER
L7,

W EIRDEIRM © ¥4 MV —ZREEHE 100 g (— k4 AT e ) XvT (BB
FHHAZ )

RELRDRRETIIHE : FIE ST MO H AR % Y Nl

RHEERDAEROHE: BE AT, NA7 e ) X+7 (@i z) & LT 11E 200 mg
% 3 WRIRIRE LI 1 7] 400 mg % 6 B I EIRE T 30 32T Caiii et
9 5%,

Bl3E R e 3k & - MSD Rl




2. AANOKK, 1ERBERF

XA MV—F miEEHE 100mg (—f4 - <A77 r ) X7 (Ba i z) . BLT TARH]
W95 ,) 1%, PD-1 (programmed cell death-1) & DV Jj R TéHh 5 PD-L1 T PD-L2 & D
A EERET S, & MEIgG4 €/ 7 a—F L HURTH 5,

PD-1 fRE&IE T MRS BEARREAS 2> 53K 2 72 DI AS AR 23 R 9= 2 T 720 S s il e A o
v FC, PD-1 1%, f@EE/RIEICRB W CIEMR T MlEoMEREICRBE L, HORENRIGE
BRI TR 72 0 S EHIEH T 5, $7bb, PD-1 XU T REFHETHZ LI
FVHURZHERIC L D> 7 FnZE e AICHIET 22 B8 Th 5, PD-L1 O EFHKIZISIT
HZHEBUIDTNTH DM, < OB TIE THIROM X 2402 51F C@mEICHEH LT
%o DAMIRIZISIT 2 PD-L1 O @R BUX, B, Fese, o, IhalE,. 35/
it 7o & OBEx e A TTIHRARK T THY . RWAFRE OMEMERRE STV D,

D A DRI T4 & PD-L1 FEEBLOFEEAMEN S . PD-1 & PD-L1 ORI X EEE D iz
BB W CEHEEREE ZH D Z EAURB SN TE Y BN ARROER & L ClfifEs
nTW5b,

AFNX, PD-1 & PD-L1 LONPD-L2 Diij U H> ROFEEZET S Z L2k, 5/
BRBE ORGSR ARG ENE T U v Bk 2 TG L S8, PG 2 st +5 2 & T
YU R 2 5 T 5,

AR OVERMBEFIZ S BEORIERISIZ L HRIERMER & b b, BEEXIIETIZED
AR D D, AR OFE PR OEGRITIE, BEOBEL T5I2ATV, BENBO b
Salid, BE LI HRITS U R R 2 5058 & RE5R 2 FF O R AT & s U Tl bl 7 #in il
ATV, BEORERNC L DEWER SN 2 5HE6121%, @8I REAVE CFIOKRGHED
W) 7R LE 2 AT O MR D D,



3. ERREE
PRI AT B D H LR O % o U B O GRS FEAI 21T o 72 3 22 R 3R BR 00 il i
%i—\“é—o

[ 2hE]

OE BRI R FEIFEER (KEYNOTE-087 #5R)

B UTEREMED PR % ) Lo EBRE (210 B, HARAN 10 Gl 5T) OLLTD 3
DO aAR— FMEKGIT, KAl 200 mg 3EMEE (LT TQ3W) &WiH, ) EHEOHEK
[OE7E X E VN - ER RV g Wi

- HEEMBMBEEITHRIC, T YFo~T RRF UL HEREZ T -BE

(R —1F1)

- AR E SR IEERETHY oI LY F~wT RRF UL AIEEE =T

=RBE (2dh—1h2)

- HFEMBHBHITRIC, 7L YR~ T REF UL H1608 (—RIBEXUE

BB FIEEO—BE LTOT LY X o~T RRNF AL HENERITE 720
BT TV ReWERE (adh—h3)

72E. EERTR CHRBET TR LN A KRBT 2 R TER AR SV ED
BRI E LT 5 B Tl IRBILARE O I CHRAEMEIT A O B H £ TRAIO#
a5 2 EAAHEE Shve, EEFHMIEE Th 52303 (ET IWG criteria (2007)
WIS FIHIEIC L 55784888 (CR) UL » &% (PR) OFEIA) 3R 1DOLEBV TH
ST, REB, FANCERE SNCBERRIL, WThoak—rs 200 TH -7z,

# 1 BERHERE (KEYNOTE-087 k)

ak— k1 akR— k2 amRs— k3

(69 1)) (81 1)) (60 1))
7e472%%) (CR) 15 (21.7) 18 (22.2) 13 (21.7)
% #7850 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
(%) “ZiE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#1717 (PD) 3 (43) 17 (21.0) 7 (11.7)

FFAM R RE 3 (4.3) 2 (2.5) 0

#Z5h%& (CR+PR) (%) 72.5 65.4 66.7
(95%Cl) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)

Cl : fFHEIXH




QE B[R ZH AR (KEYNOTE-204 5:U5k)

B Z 18 M AP M T I . XTI E ZaE B O ®EIS & 72 v, 1 LY R
VUL DA SRR 2 A 5 R ST EHAPE O T AR P U LR 304 1] (H AN
16 Bl & Ete) ZXSIZ, AHK 200mmg Q3W BH-OF R O ZEMEN, 7Ly~ T
N RF 2 1.8mglkg Q3W Fe 5 & Rt & U -CMiET Sz, FEERHMEE B X A 5 s i A
#% ST [FIFE S MR DO BRR T — & Kk OVEG 7 — ¥ % & o e A 771 (LU T TPFS )
EWVVID ) L WNC R & SAv, 5 2 IR R OFE R, AFIZT Loy o~T7 X
RF e LT, PFSZHRICIER Lz (2 KUK .

# 2 Ak (KEYNOTE-204 RER)
AH 200 mg Q3W i if;//77
(151 f1) (153 i)
Rl [H] 13.2 8.3
(95%CI) (10.9, 19.4) (5.7, 8.8)
PFS™*2 INH— KB 0.65
(95%CI) (0.48, 0.88) -
P () 0.0027

Cl: EHEXM. *1: 82 PO T —4% 20201 H 16 B v 47, *2 : %ET IWG criteria
(2007) (ZHES ST YHEIE, *3 : BRI Cox LI — FETAMIC LB T LY Fov~T X RF
YEDWE, ¥4 J@Ra T 7 BE, AEAKEE () 0.0043

100 1=
90 _ — IﬁUZOOmg-QMN‘ .
80 f TLIYFIIT RRFY
& 70
N‘60‘_
£ 50
5153140‘_
8 30 7
20
0
0 T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
Eiiig
at risk#% EIERSFHR[B]
ZEI200mg Q3W 151 116 96 74 65 55 44 35 1815 9 4 1 0 O
TUUYFYITARFY 153 103 63 41 32 26 191410 7 5 2 1 0 O

1 PFS @ Kaplan-Meier Hiff (KEYNOTE-204 3RBk)



[Zz421E]
OEBIFEFIFERER (KEYNOTE-087 #5#R)
HEFELITHBRAM T 202/210 ] (96.2%) 127 Hiv, BIEMIX 144/210 5] (68.6%)
IZERD BT, FEELRN 5% LORIERIZR 3D LB ThoT-,

#F 3 RHEEN 5% L0EER (KEYNOTE-087 3RB) (RAeMMITxIS5EM)
B (%)

FRERIRS¥E (SOC: System Organ

Class) KAGEE (PT: Preferred Term) "iﬁ%ﬁg
(MedDRA/J ver.20.1) 4 Grade Grade 3-4 Grade 5

RFEIEH 144 (68.6) 23 (11.0) 0
MR LY o RfEE

Uit BRI E 11 (5.2) 5 (2.4) 0
Wi

R IR A BB AR TiE 26 (12.4) 1 (0.5) 0
B IBkEE

T 15 (7.) 2 (1.0) 0

G 12 (5.7) 0 0
—f - RHEER L OB G OREE

9 55 19 (9.0 1 (0.5) 0

FEEN 22 (10.5) 1 (0.5) 0
PR E

GV ) 13 (6.2) 0 0
s, MaEREs K OERm R

% 12 (5.7) 1 (0.5) 0
G R KOV T AL RRRE &

% 16 (7.6) 0 0

7ok, EMERTEEIT 6 1 (2.9%) . KRIBK - HEO FRIX 3l (1.4%) . #PREFESE (¢
T v NU—SEERESE) 1X 16 (05%) . IFiRERE T IE 8 5] (3.8%) . HRAREERERE T 29
B (13.8%) . g - AESUHRMZIEIL 2 1 (1.0%) . infusionreaction |% 17 f (8.1%) . 5 &
IPELRIL 2 B (1.0%) K OVDMEZIT 161 (0.5%) TR bz, 7=, BEDOKRERE (K
JEREEIRIE e, ZTALBE, FERIEIES) | TERAEERTE . RIBMRERE. 1 A RN,
ERSREREE (RN RIEMBRE) | Bk, EIEMEIE, MK - BRI, oMk i/ Mo
D VESREESR | AP M OVIR ZRERIE LR B 720> o 7=, ARRIWEF S8 BLIR I 13 B 352 (i
IR 2 5Tr) 28 DEERE =T,



QIEBEILF ISR (KEYNOTE-204 35k)

B EFGIIARKIRE 145/148 141 (98.0%) K N7 L Y ¥~ 7 R RF B 143/152 15 (94.1%)
IR B, BWERIL, £ £ 110/148 f (74.3%) KO8 117/152 5] (77.0%) (2589 Hil
77 WAL ORETHIERN 5% L EORIWERIZFR 4D EBY THo T,

£ 4 DWTNHLORETRIHERN 500l EORIEA (KEYNOTE-204 3BY) (2L SEM)

ZREBIKS3H (SOC: System Organ i )

Class) AHIHE Ty FwT XRFUR
FEAFE (PT: Preferred Term) 148 4 152
(MedDRA ver.22.1) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
ARIEH 110 (743) 29  (19.6) 1 (0.7) 117  (77.0) 38 (25.0) 0
MEE LY > GREEE
I BRI I 5 (3.4) 3 (2.0 0 15 (99 11 (7.2 0
PN o WA P
R I R T SE 8 (54) 0 0 0 0 0
FR IR B R T iE 23 (15.5) 0 0 2 (1.3) 0 0
e
e 3 (2.0) 0 0 8 (5.3) 0 0
T 14 (95) 2 (1.4) 0 7 (4.6) 0 0
L 6 4.1) 0 0 20 (13.2) 0 0
M - 6 4.1) 1 0.7) 0 15 (9.9) 0 0
—i% - 2HEEB L OB
DIRTE
957 13 (8.8) 0 0 16 (10.5)
FEEL 19 (128 1 0.7 0 9 (5.9)
B, R L OMLE A JHE
TEANZFE D RS 5 (3.4) 0 0 12 (79) 3 (20 0
PR IR A
I ERE R 3 (2.0) 1 0.7) 0 10 (6.6) 7  (4.6) 0
PR TR PR
K= 2 — X F— 3 (2.0) 1 0.7) 0 28 (184) 5  (33)
B, 2 (1.4) 0 0 10 (6.6) 2 (1.3
R = 2 — /R — 3 (2.0) 0 0 20 (132) 2 1.3)
REOR AR, BOEREs K OMERRRE
fitilig e 12 (8.1) 6 4.1 0 1 (0.7) 1 0.7) 0
FERE ¥ KOV Tk
Z 9 HEE 16  (10.8) 0 0 8 (5.3)
9B 8 (5.4) 0 0 7 (4.6)

e, FEMEMZERIX 15 61 (10.1%) . KRB - /MR - HEO FRIL 3 F] (2.0%) . #if
fEE (X7« NU—JERRES) 1 X361 (2.0%) . BUEAFHK « FFARE « AFHEREREE « AT -
EALPENRAE %1% 12 B (8.1%) . HRIAEEEFEE 1T 25 5] (16.9%) . RIEHEREREE X 1 #
(0.7%) . BEHERERETE URMIEHRIEMER K. RERIEERE) 132 6] (1.4%) | FERIZ 1B
(0.7%) . sk - BRACTRAAREIL 1651 (0.7%) . K2k - BEIERIT 161 (0.7%) . 5 & 9K
X161 (0.7%) . OfBZIL 2 1] (1.4%) . infusionreaction (% 6 5] (4.1%) MK OVERES 72 ik

7



G ILNRIR A EREER , FRPER L, ASFERES, SERRRIRIES) 13361 (20%) T
B DI, ETo, TEORREIES (LR AR IEARE , KO RSIIRE GERE, STVALYE,
BUGIES) | TFRIGIERE, LR, MR, FIEOWR, DAL
BORERIERD DIV T, ARIERRBRIUIBIESS (RRRAIRE 2 61) &6
IRFE R AT



(M- AE]

AFNOREMEpERRET V2R L7y I 2 b—Ta 2k v, AH| 200 mg Z2 Q3W,
400 mg % 6 BEMRFE (LLF TQeW) &9, ) XX 10mg/kg (KHE) % 2 BHEMFE LT

QW] L9, ) TG LTZBROARFI O MG IR EE DR S 417z, Z OGS, AHAl 400 mg
% QBW THE LIZBROAA D EHIREEIC I 1T 5 FIMmEFEE (LT [Cags) &V, )
I%. AHI 200 mg & Q3W THE- L72FED Cavgss KHALLT 5 & PHIS L (THR) . £72. K
#l 400 mg % Q6W TG L7ZBROARAKI D EFIRRBIZI T D im i FIRE (LLT [ Cmaxss)
EVVI, ) IE, AHEI 200 mg & Q3W TH G- L72BED Cmaxss & Ll L ClEMEZ R~ & FHIS
b0, BRNBFICEW THFMENHER I TWD L - HETH HAHA] 10 mglkg (K
H) & Q2W THE L72FED Cmaxss & B L CTIREA R T L FHIS L (TH£) . EbIC,
T FLf i RS A P B ICARH) 400 mg B QBW TG L 7=/ sS AR ER  (KEYNOTE-555 3
BR) X0 &N FEREICE S EYBRE NN T A—F T, VI a2l —va ity PHILE
HENRE T A —& LRI L2 (TR) . Mz T, BEROBEICH T 5 R RIS
x| ARAIOBRTE R L AN TR N & OBEARFHT DB ST T VRS S v, A
200 mg % Q3W XIZ 400 mg % Q6W TH:H L 7ZBEDOMRFR & & AN T2 2 & Bz
DWTHRF SR, ERROME - HEOM THIMEL L IR 2RI Ve T
H =i,

&5 FHAORYMEERNT A—F

)Eﬁ{f . )EHE Crmax Cavg Chin Cmax,ss Cavg,ss Cmin,ss
- (pg/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
59.1 279 18.1 928 504 309
)
200mgQ3W' | (585 507) | (27.7,281) | (17.8,183) | (91.7,941) | (49.8,51.0) | (305,31.4)
123 324 106 148 50.7 203
)
400 mg Q6W' | (195 194) (32.0,32.7) | (10.4,108) | (146, 149) (50.1,51.3) | (19.8,20.9)
400 mg Q6W 136.0° 14.95
(S2H1E) (135.6, NA (14.4,15.4) NA NA NA
136.4)
220 144 119 428 279 197
)
10 mglkg Q2W'| 518 503 (143, 145) (117,121) (424, 433) (276,282) | (193, 200)

+:n=2993, 100 BID ¥ I = L—y 3 2 X 0 B S - 8 FEo Ui (2.5%/,97.5%4) . Cmax : ¥
[B1% 516 D i M TE P IREE . Cavg : MR G OEIMEPEEE, Crin : FMIEFRGE (I A 21 2 HFE/) ©
%1&m{%§qﬂ(}%g\ Crmax,ss © ﬁ‘:ﬁ%ﬁ?&:%” é%%‘m{%ﬁquﬁ%g\ Cavg,ss : ﬁﬁ#f(ﬁgﬁl%”’éﬁﬁ]ﬁﬂ_{%qjﬂ%g\ Chin,ss
TEFRBBIZ 51T B e AR i i B

T : 56 B ORMELIE (95%(EHEIX )

§ 1 41 Bl DO LAEEIE  (95%(ETHIX )

NA : 347 L



4. FEFRIZDOWT

ARBEM L U CTHHBERE (2FRE) 2o s 2 Ent, YikRi 2 mylic
FETE LM CTHOIMNEND D, O LT, EIHEMLY X7 EHEH (RMP) (ZHKo5% ) K
F O [ 3R 5 22 R EEARIR B~ D SR b D ftisk Tdh > T, AFN O G-03 88 72 B E %2
Wr« $5E L, AFIOEGIZ XY BEERRBERZBE LZBICRHET 5 Z E R0 ER-o, L
TOO~BDFT R TEHIZTHFICEWTHEATLIRETH S,

@ HEFITOWNWT

O-1  TFEo (1) ~ 6) OWTINIEYT Ll THDHZ &,

(1) EAFEBKEEET D0 ASHER LR S  (BRE IR A A EEHEIL SR BT,
M 23 A RSB ML SRS, HUES AR 72 &)

() FrEHEREERE

() HBEIFRENFENIEET D03 AT (D ABREEIEEHT. 2 ABREERE
TIRBE, DA SRR e &)

(4)  HRAFERERIERE AR E L, S RIERC AR 1 U RIE B L L2 ) 2
Dtk IR D J H &2 1T > T D fitiak

(5)  PrEMEREEAIL T B BN OfE R I HEIAR D R AT o T B itk

D@-2 HHHER XU o EDOAL TR K OEIE F F BLE 0O /E I 43 72 niik & bR &
FFoERT (FEOWTINNIZIEYS T S ER) 25, YL OARANCBE T REOEEE L
LTRBEINTWDZ &,

7

o [EAIRFFEUFE 2 FOPHWHEZE T L721&IZ 5 ELL LD AR DOEFRNHE 217 -
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