HA FKEFE 0225 55 6 &
S f 4 4 2 H 25 H

wWoE R
5| PREEFTERE T |[BETER (R) & B
FreoBl K

JEA TR A - A AR R AR L R AR PR R
( & F A B )

~NoaTn ) AT (B z) RAOREEHHEET A FZ A
Yo (@WEGERTAERE (TMB-Hi gh) 267 5EEE)
DVER S Ol HHERE T A B Z 1 > (B filakE) O —H#esaEIC>
AN

%75 I BOE & S8 D FEAR T #2016 (TR 28 4F- 6 A 2 H BIFEIRLE) 128\ T,
B E SRS O H O FGEbHEE R X D Z E NV IAENT 2 L EZIT T,
B SR & B LB B IR T 2 7= o IS Fom i A HEE T A R 74 v & 1E
e HZEELTNET,

L, NAhTu ) X7 BT L) BE (KFE4 - ¥ A b—F sl
7 100mg) (IZOWT, mWEERIc A% E (TMB-Hi gh) A7 5EE
FEICx L THERT 2O BEFEEZRRO & B0 i AEET A K710 &
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ZURAN

ElEHEET A FT A~
Rua7nl) X< (BisFHE#z)
(BR5E4 : A bA—F RiE#E 100 mg)
~EBWEEEBLGFERE (TMB-High) AT % EFE~

dp

442 A
A FEE
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1. XLHI

RS DB - BEMEOREROTZDITIE, T SCEEITE S ol B2 2K
BND, 61T, IHEOREREROMEAIC L0 | PUREIRS 72 & OFH 7287 BE A%
FPEIREDARIND T T, 2O OERGZ FEICHNE R BE IR 2 2 & 3EE O
FRRE & 7o o TRV RIEMBGER & EOFAR T EE 2016 (AL 28 47 6 H 2 H EEILE)
IZBWTY, EHMEENEOHHORBEHEEEZXS Z LS Tn5,

BORVE RS FFEE R S E, PR 2 7 0 7 7 A VBB FEOEHRK S, & 5 )M R
RHZENRDD, DD, AIEROLEMEICET D EHRN 0S5 £ oM,
MHEELOBEERZIT D ERPR SN BEEICR L THEHRT S & & bic, BIE
RN U= LB ekt & & D 2 & DAl B 7R — i O B % il 7= 9~ [ e B <
THZLENEETH D,

L7eBRoT, KHA KT A4 Tlik, BIRERESC ZNE TIZE LTV D EFIRFR -
Blpr R S & | DL OEIE S O fei 728 2 HEE T 2 8500 b LB R BfE B %
F RO ERRZRT,

B ARITA RTA %, MNIATEGE NE IR EREER R O, AEEANB AR
BRI . — AR N B AREERNELE S K O FE N B AR 2 O )
Db EERR LT,

RfG L IR HEIN A b —F T 100mg (— R4 Na T X~7 (Eis
THEHL %))

KR ERDIMEXIRE © D AACFFIEZ ITHE LW ESE S 74 R & (TMB-High)
AT HEAT - BROERE GEERRIERNNEE RS 512 R D)

MEERDREROHE « @%., AT, a7 nl X~7 (@A HEfRz) LT 1
[ 200 mg % 3 3 MR X% 18] 400 mg % 6 3 R T 30 45
DT TR BT 5,

B B 58 ¥ - MSD RS HE




2. AHNOKE, 1ERBF

XA M—F mEERE 100mg (— %4 - RXA7 ) X~7 B fifz), LR IR
Al &9 ,) iE, PD-1 (programmed cell death-1) &% ®d U &> KT % PD-L1 LT PD-
L2 L OfEEZEHEET S, v MbigGe €/ 7 a—F A HiKkTH 5,

PD-1 BRI IE T HIBR 0022 B RS 2> & KA 5 72 D208 AR SR 3 2 3270 So 22 il 18
AA wF T, PD-1 &, BRI COEER T MilgoMia£micgE L, 3%
P SO e B T AN LB T e g FOS 2 il 5, T77ebo 6, PD-1 132U 2 REfS
BT DR VPESEERIC L DV T BERAICHT 2B/ TH 5, PD-LI
DIEFHMICHB T H2HBBUT DTN TH L0, 2 ORI TIE T Moz 2
DT EWMENZBBLL T\ D, DSAHBEIZIST 5 PD-L1 O &3 BLE, B, s,
JEMERaEE . IRELEE . FE/ NI & O 2 e N A TTHRARKFTH D | ARWAEFR
& OFEBMEDHE STV 5D,

BEELDIIN A DGR T1% & PD-L1 ZEELOFEBEME S, PD-1 & PD-L1 ORI IIEEE
OFIEEREZ B W CEEREE ZH ) Z EIURBINTE Y #iiz/e BN AIREOIER &
LTHIff ST\ 5,

AFKNZ, PD-1 & PD-L1 x(XPD-L2 Oli U > ROFAEZMET D Z Lick v, EE
W NBREE R O SR AR =M T U oS BRZ2 7ML S8, U 2 BiS b
T 52 & THIEG IR T 5,

AHNOVE RIS BE ORI L DBIERSEN S &b, BE XTI
BLFREMENH D, AANOERGH RO G%ICIE, BEOBIZEZ /712170, BE
O HNTEGAEITIE, BB L7 FRITIS U7 P 70 ik & R BRA FF oLl & i U Cil
U7 8RR Wr 21T\, B ORI X D EIER D S 5 56121E, BB RE AL
EUHIO B EOEG) IR IVE 2T O MR B D,



3. ERPRAE

S AACERIE R I U T @ ES s A RS (LUF [TMB-Highl &V 9,) 2F
T HHEAT - BROERE GEMERN IR DRG] S) ORGERFIZFHEI 21T > 7=
F IR ORE &R,

[ 2hE]

[ERs L[R5 1T AHEER (KEYNOTE-158 #45k)

(LB O B 51T - BROEEEE (DBAFEIZ L2072 A~L O% 7 L—
TRV THY 200~1,595 ) A RFBIZ, AH 200 mg 3 EMEE (LT TQ3w) &
9 .) WHOFEMER NEEVERRT S T2, AFIOHZMEIL. FoundationOne CDx |2 &
Y TMB A =27 73 10 mutations/megabase (mut/Mb) LA | & & H X 7-2354 12 TMB-High
EHITET D EE L, NTEEICHE S T, Z—7 A~T I S - BB R T
W TR M T T,

TMB-High 267 % 102 ] (HARA 6 iz 5ETe) &K TMB-High 24 L 72\ 689 {4
(HARN 71 flzEgTe) BT 5, EEFHMEEE TH D RECIST A K74 2 1.1 hRIC
HAOFYHEIC L DB ERORE 201946 H27 BT —X v h4A7) 3R 1 DL
BYThoT,

*] o —WRIEHE L U OIS FE G SN CWALFHET NI H FZ2E THOW LN TWD T
I B OB S 8 1 % 5 T TR R P UME SRR 2R O R D3 LA AL H T2,

*¥) 0 KT N—TITBNT, ENENLL T OEBEFEPEAAN LI,

AR (R R . B HE (W3R OMLE OE, 7272 L 7 7 — & — KNS

ZER<) . C: i, BRI, MG, FENG. B K OV B S O RN i iEE (Ea bl Xk

LA N W) . D E AR (WEXOIMERIEG2R<)., BE: T28E (&

L EREE) . F oAb R ERGE) . G /NilaliiE, H: RziE, 1 RS, T @ Mk

Mg (PUIESERZERIES 2R<) ., K: @#E~A 7 ey T 74 bARZEMN (LLT TMSI-

High] &\ 9.) AT 2 TEERE G - EEZR<) . L (FEOZA) : MSI-High %

BT B ETIERE RS

#3 5% EOT UOVBEE TR S T2 [RAIFR A R K OFERIZRE RO | ASEla Ry D% B
K OBERN IR EEN B RN DD EEZ DN A ERERNT-EH RS20 OE R D%

(mut/Mb)
F#F1 B3R (KEYNOTE-158 R5)
TMB-High Non TMB-High
102451 689141
CR 4 (3.9) 11 (1.6)
PR 26 (25.5) 32 (4.6)
Bl SD 14 (13.7) 228 (33.1)
(%) Non-CR/Non-PD* 0 3 (0.4)
PD 48 (47.1) 349 (50.7)
NE 10 (9.8) 66 (9.6)
R ES;ROZC?) (%) 29.4 (20.8,39.3) 62 (4.6,83)

CR : &%), PR : #5&%). SD : ZZE. PD : FEHHEIT, NE :

A ANRE. CIL: fFHE X

R E TR ERIRE R TITER A 22 L & SHL, TR 542 Non-CR/Non-PD & §iffi <+

7= B,




TMB-High #H9% 102 {iJ (HARN 6 fla&Te)) KO TMB-High 4 L7\ 689

(AARN T BlEETe) 12815, RECIST HA FIA v 1.1 fUICES L hfeflEic L b
AR Mi%ﬂ@%@ﬁ@@ﬁ% (201946 H27 HT—%H v b4 7) 13FE2DEE) ThHo
776

2 DAFEROEZESAE (KEYNOTE-158 35k)

TMB-High Non TMB-High
3 /TR Bk (%) 724 (CR+PR) B (%) 724 (CR+PR)
102 ] (FhFE (%)) 689 i (FhE (%))
AN N 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
- S 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
1 N 15 (14.7) 7 (46.7) 67 (9.7) 4 (6.0)
TP 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7)
PANI== 12 (11.8) 2 (16.7) 0 (8.7) 2 (3.3)
PR PN 3 WA IS 5 (4.9) 2 (40.0) 82 (11.9) 1 (1.2)
N Y1 s 3 (2.9) 1 (33.3) 9 (11.5) 3 (3.8)
IR e 2 (2.0) 2 (100) 78 (11.3) 3 (3.8)
W R e 1 (1.0) 0 84 (12.2) 9 (10.7)
JIERER 0 — 3 (9.1) 2 (3.2)
—  fEERT]



[Zz421E]
[EIBR AL RIS T AHRER (KEYNOTE-158 #5#%)
HEFERIT 103/105 1 (98.1%) (2. BITEAIE 67/105 5] (63.8%) IZ#8OH LT, L
TN S%LLEORWERIZT TED LB TH o7z,

#3 REBN 5% EDORIER (KEYNOTE-158 3RBk) (22Tt 4£EH)

BRI ¥ (SOC: System Organ Class) B (%)
FoARGZE (PT: Preferred Term) 10541
(MedDRA ver.23.0) 4 Grade Grade 3-4 Grade 5

AFIVEH 67 (63.8) 15 (14.3) 1 (1.0)
oy WA 5

FRR A RE e 7 (6.7) 0 0

FIR IR REA T 13 (12.4) 0 0
Bl L

N 8 (7.6) 0 0

L 6 (5.7) 0 0
—% - EFREER X OG5 ORRE

I 9E 13 (12.4) 1 (1.0) 0

9 57 17 (16.2) 0 0
A IPSRNON i

FARER 11 (10.5) 0 0
B RS R L O SRR 5

5 P 6 (5.7) 0 0
FREF KOV Rk

% O FENE 12 (11.4) 0 0

S 9 (8.6) 0 0

7k, MEMERIRE 4 61 (3.8%). KRIBK « /IMEK - BEO TH 3 #] (2.9%). BIER
R T4 R RE R « 28 - AL MEARAE 2% 5 1 (4.8%) . AR IRBEREIRTE 15 41 (14.3%) .
R RERERETE 1 1 (1.0%) . 1 BLEESRIA 1 il (1.0%) . BHeerEE (RS RVE MR % .
HRERIREF %) 161 (1.0%) MO infusionreaction 1 5 (1.0%) MF8&O LTz, T/, =
FEO R GRS (FPREtER EEIERARIE, R BEARE R, 2T, FREIES) |
PREREE (7 0« NLU—IEGERES) | T EABEERETE ., R, Mk - MRURlfiRE, &
SEMIESE, BN - flilEEg. S E DR, LR, HEEMmEES (oM i M
PESEBEIN . IR, JRIFERES, MERRRIERIESE) . MERE RIEMERE L OREZITRRO &
NIRdole, REWERFEBURMIZREEFS (BRREMRT L 50) 23 0EERE
N A



[k - HE]

AR ORHEHEYBNREET LV EZFIH LIz I 2 b—3 a2k v, AAI 200 mg %
Q3W. 400 mg z 6 M (LT TQeW) &5, ) XX 10 mgkg (AHE) % 2 #E[H
fkE (LT TQ2WI &9, ) TG LIEBOARR O MG HIRESHRF SN, Ok
H. AHI 400 mg & Q6W TH G- L 7ZBROARFN O & FIRAEIZ I3 1T 2 s IR (LA
T TCagssl EVV9, ) 1. AAI200mg % Q3W THE LT2BED Caygss & FEELT 5 & T
Shiz (FF) . 72, AH 400 mg % Q6W TG L 7= ARHK D EHIRAEIZ I 1T 5 %
REMIEFIRE (BLT TCmaxss) &9, ) X, AAI200mg & Q3W THH L72BED Craxss
g L CEEZ R T E TSN OO, BARNBEFIZE WO CERMERHER I T
LML - HETHDHAH 10 mgkg ((FHE) % Q2W TG L7ZERD Chaxss & ol L TIK
Bxrd &Pl (TR) . 6T, BMERAEERE 2 RICAHK 400mg % Q6W
TEG L=y B IAERER (KEYNOTE-555 ilik) L 0 45572 SZHIMEIC 5SS < FEEhke
WRIA=BFT v Ialb—ra ATk FRILIZIEMENRE T A —& LRI L2 (TR),
MMA T, BEDOMNAFRIZI T 2 EEIRBRAAR I LD & | AHI DR & & A 324
PR & DRI A METd DIREBELUSET A DERE I, Al 200 mg 2 Q3W XX 400 mg %
Q6W THh L7-BRONREE & & A X3 L etk & O#IC OV TRFT S /R, b
FEO ML - HEOM CTHEIMEL LRI 22 R 1T v & TRl STz,

K6 FHOEMBENT A —F

v - Cinax Cavg Chnin Crnax,ss Cavgss Chnin,ss
(ug/mL) (ug/mL) (ng/mL) (ug/mL) (ug/mL) (ng/mL)
200 mg Q3W (582?997) (27i?§§1) (17;?f83) (912%524) (49;??L0) (30§?§L4)
400 mg QW (12;,2?;4) (32.30?‘;2.7) (10.11(,)'16().8) (142?49) (50.51(,)’57 13) | « 19.224?;0.9)
40(()%%?@6)\)\/ (1351.2,6'10;6.4) NA <14.1:,'?§5.4> NA NA NA
10 mg/kg Q2WT (212?823) (14;?145) (11;}?21) (422?233) (2727382) (19;?200)

T:0=2,993, 100 [AD ¥ I = L— 3 ALY FH SN M EEEO PRAE (2.5%4,97.5%40) . Cmax @ FIEIE
B 4% DI MG FIREE . Cave » MIEHE 515 O FEIMTEFIREE, Coin : MIEFEGE (A 70 2 B0 ORARIMITE
FUREE . Coaxss : EFIRBEIZE T DR MIE FIREE, Covgss 1 EFIRBEIZIIT 2 FHIMIEFIREE . Crinss : EHIRREIZ
B B I i R

I 56 BIOREEIE (95%(F X H])

§ 41 B TEIE (95%ZFEX )

NA : %47 L




4. HEFRIZOUVWT

KR Z GO, EIHEHY A7 FHEHE (RMP) (230 < ARAF| O FE S22 2 RIS E)
SO IIEEIN 8 5 fiigk Tl - T, KA OG- e BH 22« FrE L, KHI O
HAZ R0 EEREWEHZREBL LIBRICRHG T 2 2 L RAnEE el LT OO~@ D~
THEWM T HRICBWTHEAT 2R&ETH D,

@ HEFRIZOVT

O-1 Fieo (1) ~ (5) OWTNMNITHEY T DR THDHZ L,

(1) EATHERE DR ET 205 A REHEILRPE S G E T RS A2 RS L R P
HE S A RSB EEHL SR BT, HUERDS ARSI BE 72 &)

(2) FrEERERET

(3) FERFERENFENFEE T 2 03 A BRI (03 U2 R BRI, 25 A iai s
W IREBE, S A IEEEHERE R 7 L)

(4) IRALFIEE A FE L ASRALSRIEINE 1 USSR LRI 2 O fii gk FL e
(AR D SR A2 AT > TV D e

(5) BUEMERESAI AL E BN OREE FEAEI LR D R 21T - TV 2 Jitiek

®-2 ?ﬂL%%}:foté753‘/ﬁ;ﬁf“®4K$‘1§¥£&U‘E'H’Fﬂﬂ§ﬁfﬁﬁ#®iﬂ‘“ N R A RA I Ry S R
FrOERT (FROWTNCEHEL T DER) 23, LB OARANBET DR OR
EHE L L TRESN TS Z L,

*®

o [ERFFEUSE 2 FOUIIIHEZE T L72RIC 5 HLLEO N ATRIRDOEEIRIHE 2
1ToTWBHZ e, 95, 24 EIT, RAERYERELZ & LZRRESZOHHE %
fTo T WA &,

o [EEMRFFESSH 2 EOYHIHEZE T L7211 4 UL EOKRRBREZA L T\ 5
Zl. b 34EDRIT. AR E DD AFREE T O N ASYREZ ST e )N ATRIR
DEFRHE Z#4T > T D Z &y

@ BENOEELEREROMEHNIZOVT

N E A B E T 5 B TE DR E S, B OIFRE O, ﬁ?ﬁ P - %
AMEEI PRI RO EE L OEME ISR 2 R, A FFRDBE LG E OmE
¥H, BEDRESHIITON D IEH RS> TND Z &,

® BUEH~ORSIZ2WT
@-1 FEFREHIZEET 2 B4

MV ME IR BB DO EE 2 BITER N34 LTZBRIC, 24 BHFRBIR2IRIKHIO T, YiZhisk
TEEERERR IRV T, BB LZBIER DG U CAREEE L O CT FDRIEH OERIZ&
BRRAORERDNY BHIZEL IV, EHITHIG TRERIAHINE > Tnd Z &,




@2 EENREEFICILIZ2HFEFRANISICET 5 EH

DA HE D D MR e ik OB e 2 A 2 [BIRIEEE DREHE=42 Y 7/
HEOTERDAY J—=2 7 HITWEIRIE &l A F TE 2 F— LEFIRH 5
HEINTWADZ &, ok, BIHAEHNZOWT, DAERE L ZOFERICHSIZ ms T
WnHZ &,

@-3 EIfEHOBEr-CXISIZBE LT

AITER (RVEMERR BN A . RGR - DG - BEO TR, BUETR « FFR4 - BT
PRRERRTE - JIF2¢ - BLVER/E 2, BRRRERRE (RANEREMER R, REREBERE) . N
SrisbE s (T IACHERE T . HUIRIRRRERE T | BIFPRAERTE) | 1| BUREIRIR, 5 & 0 Ik,
9% « BURCRARIE, WEge, BEORERETE (hapthaR SORERARIE . B R IEEHRE 5
#E. ZIUHLEE, JHRIES) . infusionreaction, MMZE - BENREZE, BEREM;MEJ)IE, PR E

(X7« NU—EGIES) | Ok, HERMERETE (et Mg MR BEN
BRI, AR, EERRRIERIESE) . MEREAEMRE, RS IR LT, Uik
AT RE SR B ORI E 2 A9 5 [EAT &8s U (RHEH ORBH-oxtIcIcB L THEE
MO EEZTONDEZMCHD T L), EDICHEYRLEN TE 2FH1NE-THD
z&,



5. Bt Lo nBE
(B2 B3 % F1A]
O TROBHEIZBWTARAOFGEN RSN TN,
o DAL ICHEE L. TMB-High 2 A4 2117 « R OEE (EUER) 72
TR N5 2R D)

728, TMB-High (BT 5 ARKA O =4 BWrdRaE L U<, lRE4 :
FoundationOne CDXx WA 7 J 570 7 7 A JLDIKER I LTV 5,

BREIZHT- > T, BEFZROTA KT A4 VEORFTOERESZEIC, KT
FIREFIT L D TMB BRATRE R~ D528 K O &I W 2 R OB BRI > T
T 52 L,

@ TRICHEET 2 BB ST 2 AR O G K O ITEC DN T, AFIOAZMED
ML SN TE LT, AFOHREGHIZ LB,
o FiioMBIRIE
o MOPUEMEGAIL OHH L TR Sh o BA

10



[“ZeEI B3 % FIH]

O FRIZEYTIEFICOWVTIEHAROEENERE SNTWAHZ & n, 55217
DWWz &
o KAIDRST R ULEBUE OB D & 2 A

@ BFEATOFEIZIB VT NSRS T 2 BF T OV TIE, AR OFEITHERE S e

Dy, A OIRFERPUEL A 2 WG EITIRY | HEICAAZEHT 22 L 2BETE D,

o MEMMZEEROAED IIBHED & 5 BE

o S E R CRE Y 258 D B K ONE B o B Atk 2% <0 e M it 2%
FEOMIZRIENEECR A BN D BE

o  HOMEEROEDE ITBMERZRE L ITHEEMEO B CEREE OB ERE D
b5 BE

o BB ME (GEmilaBEELE) Ob o _BE

o MO XIIBHEE AT HEE

e ECOG Performance Status 3-4 “*V 0 # 3

(ED ECOG @ Performance Status (PS)

Score | EF%

0 | e<MER<IESTE 5, Ml R U HFHAEESHIRZ AT D,

PIRIIZIR LUNEBNEHIR S5 25, BATAIRE T, BAEESLHE > TOMERIITI 2B TE %,
il - S, B

BATRRECH D OH DY O Z L3 T X CTHEEZIMERILTE 220, B O 50%LL EidXy FACil =,

ROENZAZOHDEY DZ L LTI, AHD 50% a2~y Rk Tl 24,

Al

LT RV, BOOHFDOEY OZ L3 TERVY, BRIy R+ Tila 4,

11




6. BEIIBE L THEETREEH

O  IRASCEEIO A, BIER TR DRI 5 BRI 2D & ARK O R KON 1IEfE
RO DI HERERE TCERE L T oA+ 2 L,

@ IERBMAICIENL B BE T OFBRICAIMER OERMEE o L, FE 25
ThoEGTHZ L,

@ ERBERAO~RXY AL MIZHOWT

MEMREN D HOND ZENH DD T, KEIOEGIZH 2> TlE. FIHE
W CEEIAL, PR IRIEE, keE) O & OET X f i O %, #l5gs 1
SZATH 2k, F7o, BBEITS U THRER CT, Mg~ — 0 —FDORE L T
5HZ &,

infusion reaction 23 & H I 5 Z £ 3% 5, infusionreaction 23588 HILTZ A IZ
X, WEIRAE AT O & LB, IERBEE T 5 TREORELZ o8l
THI L,

R RE RS . T RAEEEREE R ORIBHEREEN L b2 EnH LD
T, AFIOL5-BALART M O 58I I3 E I N I EERR AT (TSH, bk
T3, bEHfE T4, ACTH, M =aLF Y —VEORIE) 2% 52 &,

BIERT . A, IFRERERE S, IR, B{EMEIRERD L OND Z E03H D
DT, AHNOFG-FAtGHT & OF G- o 3oE IR iFsERERR & (AST. ALT,
y-GTP, Al-P, BV LEVEHORE) #FET 25 &,

SEIER (MR L IR BRRA X Z5Ty) FORERERIREEND DD
ZERBLHOT, EMMICIRORFOAMEERT L2 L, 70, RORFEN
RBOLNTHEITIE, HONCEREEZZ2 T L )BEFELRET L L,
AFNOELGIZ XY  BEOREISIZER T 5 &5 2 b dikx e B0 RE
NHLDOND I ENDD, BENPROONT-HEITIE, BELEZERIILN U
LR 72 38k & AR 2 e O R Rl & U C bl e sE RIS W 24TV, IR Ok
B £ 2 RWER BN 256121, AFIORIESIH I, K OFEIE E A
WEVRIOBRGEEZBET L L, ol BIBERERLVEOREIZEIVEIE
MOUEEDFRD B IVRNGEITIE, B RE AR VE LIS OS2 diil 7 o8 0
HLEET D L,

RETH, FORAMN O D ARB L T LEWERNRET L Z ENH L0,
AHN O GHETZRIZHENWEH OB SIZEETH 2 &,

1 BB RIS (BUE 1 B IRIR 2 & de) d 5o, HERFES, 73 F—v &
WZEDLZENHDLOT, AfE, El, EHFEDEROFRECMBEEO A2+
EET L Z L, | ABERBE A DN S A IR EEFIE L, AR R
RO 5FEDOBMELME LTI Z &,

@  AFIOEEKRZABRIZIBW T, KEYNOTE-158 R TII & 5-460 5 1 AERNT 9 @ 2

é:\

1 AEDIRRIT 12 B[ Z EICHIMMEOFHME 21T > T\ Z L2550, ARlKE

HTE RS BB A TRIROMEE 21T 5 Z &,

12



BEERMEETA KT A
RaA7n ) X<w7 (BT Z)
(BR7F4 : %A b —& SiE#E 100 mg)
~ Rl R ~

SHTE1 28 (FF442 AHET)
JEAE FrEhE




B

AR e

X LI
AHNOF . EMEET

B R AR

JiE% 22> T
BHERGR L 0D B
BHICE L THETNEHH

P2
P3
P4
P13
P15
P16



1. iIL®ic

I OF N - ZEMEOREROT-OIZIE, IS STEZEIZ S W B2 23k
5D, EHIZ, IWEORAHNOMESRC LV | BUREIRS 22 & O HE 72 5 E
JFFPEIEAARRBIN DT, TN O DOEEGNZ FICHEREBE IR 5 2 L BB
R E 7o TR Y RFMBGEE & SO FA T #2016 (FRk 28 A 6 A 2 HEEIE)
IZBWThH, EHMERLEOMHORKE(LEEZXNL Z L L SnTWn5,

LR R R L 1T, RS e T 0 7 7 A U RBEFEDEI S, L 5 R
RHZENHD, ZOd, HMEROLEMEICET A ERN oSBT 5 E TOR,
UHIERLOBEZBZ T P MGFEINBEICKH L THERATS & LI, /8IfE
FMFEEL LT BRIC B e ki 2 & 5 2 & D3 alBE 72— E O B % it 7= 9~ R SR B <k
THLENEETHD,

L7eRoT, KATA RT7A4 2 TiE, BREESZNE TICHELN TV A EFH TR -
BHER RIS & | LUF O RIS O fcili 728 2 T 2 8L b B e B B %
F RO EFHE T,

B ARTA RT A %, MAATBUE NEHE G ERER R O, A%AMENBRAR
BRIRIEDS oy — Mt EE N B AR IRNEFE S KOV ERE A B AW IR RS O 1
T1DH EAERR LT,

KR LR DEIRG XA B — S EEHE 100mg (— 4 - Xa T el X~v7 (&
TR Z) )

MG ERDBEIHNE  ARIEEIFRARE ST O B Al f

ML RAMERVNE « hOHEMIEER & OPERICIBW T, BH. AL, A7 e
U RA~<7 (Bl #az) & LT, 1[E 200 mg % 3 @R X
1% 1 18] 400 mg % 6 F# MFIE T 30 22T CAEEFET 5,

& R 58 3% & - MSD BRGatt




2. AAN DR, TERERF

XA MV—F R ERE 100mg (—f4 XA 7 e ) X~7 (BEHEBZ), DUF TR
) Evv5,) 1%, PD-1 (programmed cell death-1) &% dD Y 7> K Td 5 PD-L1 & T PD-
L2 L OfExEHEEET S, B ME1gG4 £/ 7 v —F LHURTH 5,

PD-1 BREIE T MRS B 2> D L 2 7= DI S AR 2RI 5 2 £ 72 Sy il 48
AA wF T, PD-1 1%, RIS TEER T MiluoMinLmicBEL L, B Om
P SO % B Do AR Tl 72 (0B OS2 %, e B, PD-1 (XU T2 REfH
AT D LICE Y PURZRRIRICL DV 7 I viniEe AlICHE+ 2% /K TH 5, PD-LI
DIEFHMIZB T 2HBUTDOT N TH LD, L OBAKMITIE T Mg 2z
HIF EEENCHE L TS, DAMBICISIT S PD-L1 OSBRI, BT, P,
JERmAasE ., IRELE. B/ Nl ME e & Ok A R A TTRARKFTH Y | KV EFER
E OB HE SN TN D,

BED D A DEGIRE T4 & PD-L1 FELOFBIM:A & PD-1 & PD-L1 OFREE 1T EE D
FPE R C BV CEHEARRE 2 ) Z LAURBEINTEY i N ARROER L L
TS TV 5,

AFANL, PD-1 & PD-L1 X OXPD-L2 OV > ROFEGEHEST L Z Lick v, EE
WU NBREE T OIS A ENE T U o SERATEM L &8, HUEE % 2 BE b
T2 L CHUERGNRARET 5,

AR VR B FFIC 35 < B D SIERIC & B RIS 8 B b, B UIEL I
5 RN b5, AROB TR OR R, BEOBEE ST, REDSH
0 BT BEENC I, L L T RICTS U7 P87 il & BRI R D PN & ik L
GVRSERIRBMT A ATV, MBI ORIERISIC £ D RITEAIZS SN B HEICiL, BB EH L
& LA E OB LB EAT 5 BER D 5.



3. KRR
FRIBYIBRASHE XA TR 00 B i s O A GRIRE I Z RFAl 2 1T - 7= 5 72 e AR 3R D Bl &
T

(2]

O [EEELFEZF ISR (KEYNOTE-426 #5)

{BZBIRIEIE D 722\ ORI YIBRASRE USRS ME™ 0018 B A H B R il e e 861 31 (A AR
N9 flaEte) ZREIC, A=F=7 YAl (UF [R=F=7] Lo, ) 2%
K LT ARFE TR TF=T7 LD CLT TRJ/ 7R F=7) Lo, )
DA NMER VL EPEDRGET S iz, FERHMmE B IXaEFAR (CLF oSy &vwo, )
N OMEVEEAFHIE (BLF TPFS) Lo, ) &N, KF/THRF =713, A=F=
T LT, OS KU'PFS #H EIIER L7z (F1, M1 LKV 2) .

*1 : American Joint Committee on Cancer ¥ H 23 ¥8 12 J-3 < Ji IV

*2:50mg 1 H 1 [F] 4 EMHG% 2 BRI

*3 0 AH 200 mg 3 WM (LA TQ3W) LW 9, ) THIRNEL L, 7% F=7% 5mg
1 H2ME (LALF IBID) &5, ) AL L, 7FF=7D &L, Smgl H
2 [BICHEfET S 2 a—R (6 ) ULEAEMERH V| Grade2 X 57 XV F =70
BIVERA AR S8, 22U E2S 150/90 mm Hg LA FICEBE S 784, 7mgBID ~0
HWEAZAREE Lz, RO UEZ FV, 10mgBID ~OH&E L A[FEE Li-, 7%
F =70, BERORER, BEAEEE DG U CTRIEUIEE (3mgBID, &KIZ 2 mg BID)
HaffE s Lz,

#F1 AMERREE (KEYNOTE-426 RER)

AHEN/ T R F =T RE A=F =T RE
(432451)) (4291451])
e (H) NE NE
[95%CI] [NE, NE] [NE, NE]
OS™ | NH— RFH" 0.53
[95%C1] [0.38, 0.74] —
P " 0.00005
e () 15.1 11.0
[95%CI] [12.6,17.7] (8.7, 12.5]
PFS™: ™| Nt K™ 0.69
[95%C1] [0.56, 0.84] —
P " 0.00012

Cl: {ZHEX[H, NE: HEEARA], *1 : PEEITEEO T —% (Q01848H24H v FA7) | *2: &
B Cox LN — RET M LD A=F =T OLER, *3:@hn 7 Z 7 BiE. *4: RECIST
HA RIA L LIRICEES < B T o] &



100
90 - T
80
70 ] -

&£ 60 1
B 50 -
§ 40
30
20
10 -

0 4 8 12 16 20 24

S77HRAR [A]

AF200mgQWR U7 FF=T
/

at risk#x

AHI200mg Q3W RU
PEYF=T 432 417 378 256 136 18 0
R=F= 429 401 341 211 110 20

M1 OSDHEfEHTE DKaplan-Meieri#: (KEYNOTE-426338)

100 -
90
80 1
& 70 1
B 60
{50
B 40 -
%‘30—
20
10
0

RIEEEFRIR [A]

at risk#
ZAHI200mg Q3W 432 357 251 140 42 3 0
RU7FVF=T

AZF=T 429 302 193 89 29 1 0

2 PFSOHREIEMTE DKaplan-Meieri#i (KEYNOTE-4263488)



@ EBILFEFHIFHFER (E7080-307,”KEYNOTE-581 #5#h)

{BEEEIEIE D 72 MRIBYIBRASRE S THARME O R B AR A R i s 2B ™ 712 1) (AR
AN T3 BlEETe) 2RI, A=F =72 235 BE LT, RFIE LU ANF =T A VEE
B AT TvongF=7) Eno, ) OffHES (BLF TRF/ Lo R"F=7] L), )
B OFIER VLMD ST, AFN/ LV o F =70 %, EEFHMEIRE & &i7z PFS,
RBIVGHIEEE O—2 L SN 0S 2, A=F =7 LKL TARITEE L7 (%2,
3ROV 4)

*1 0 JEBHRAR T W TR A0 SUT I 2R I SRR S - R SR BR & Sz,

#2050 mg 1 A 1 [\ 4 J8 [ 514 2 W EIRSE

#3 0 KK 200 mg Q3W TERIRNIE G- L, Lo "F=7%20mgl H 1 FfFEOESG LT,

#2 B (E7080-307,/KEYNOTE-581 35R)

AF|/ Lo R_RTF =T R A=F =T
(355%1)) (35761)
R () 23.9 9.2
[95%CI] [20.8,27.7] (6.0, 11.0]
PFS™ ™2 NP — R 0.39
[95%CI] [0.32, 0.49] —
P g™ <0.0001
o () NE NE
[95%CI] [33.6, NE] [NE, NE]
0S™ AN R 0.66
[95%CI] [0.49, 0.88] —
P fiE5™ 0.0049

Cl: fEFEXM, NE: HEEEA AT, *1 : RECIST HA K7 A U LURICES < &R PR FRHE,

*2 1 20208 H28H 7 v A7 *3 1 @RI Cox W NY— REFMICLDA=F =7 L DL,

;4} : é@%ﬂm 777 REC KD PAE (WD | *5 0 FRETRFOT — 2 (20204:8 H28H 7 » b
7 o



10
09
08
07

% 06

& 05

# 04

# 03
02
01

— A 200mg Q3W BUL VRF =T
----- Rz=d=

-1 L — | T T — '

3 6 0 12 15 18 21 24 27 30 33 36 30 42 45 48 51
FFH (H)

313 280 263 222 188 129 66 26 10 2 O
264 236 207 186 160 112 60 25 7 2 2 1 0

(=

atrisk &%

Al 200mg Q3W BtF ,
vinFaoS E g;g %
be Bl Bl 3

&
28

~

X3 OS®DKaplan-Meierfi#i (E7080-307, KEYNOTE-58135%)

w— T 200mg QAW RU LV NF =T
seene =Pz

0 2 4 6 8 10121416 1820 22 24 26 28 30 32 34 36 38 40
W (H)
atnsk ¥
M 200mg QW RY 255 21 30 276 250 235 213 186 160 136 126 106 80 56 30 1
9

LoRP=y 37 262208 145 124 107 85 69 62 49 42 2 5 16
AP ST

X4 PFS @ Kaplan-Meier #i#g (E7080-307,KEYNOTE-581 3&R)



[Zz421E]
OEFEILFR B MAHRE (KEYNOTE-426 #X5#)

BHEFRRIIARA/ T X T =T 422/429 B (98.4%) K ONA=F =7 423/425 f

(99.5%) T3 AL, TRERIK L ORRBRNGE TERWEFFRIL, TN LN 413/429
Bl (96.3%) M TN 415/425 5] (97.6%) (788 BTz, WTNMNORETHRIRN 5%LL E
OEWEHIZTERDEBY THoT-,

£3 WTHUOOBETREEN 5% EOBIER (KEYNOTE-426 3R82) (2RI S84/

NG B (%)
(SOC: System Organ Class) AHN T x> F =Tt A=F =T HE
FLAGE  (PT: Preferred Term) 429 1] 425 f
(MedDRA ver.21.0) 4> Grade Grades 3-4 Grade 5 4> Grade Grades 3-4 Grade 5
ERIEH] 413 (963) 269 (62.7) 4 (0.9 415  (97.6) 244  (574) 7 (1.6)
Mg L v SREE
2 12 (2.8) 1 (02) 0 69 (162) 13 (3.1) 0
F 1 BR R 5 (1.2) 0 0 37 (8.7) 6 (1.4) 0
i FRERIBE 6 (1.4) 1 (02 0 79 (18.6) 28 (6.6) 0
i/ N IB i g8 (1.9 0 0 94 (22.1) 22 (5.2) 0
W Wk
R IR B AR TTHERE 52 (12.1) 4 (0.9 0 14 (33) 0
FOIR IR FE AR T E 135 (31.5) 1 (02 0 119  (28.0) 0
H b
JE e 23 (54) 3 (0.7) 0 16 (3.8) 0 0
(EEP 31 (72) 0 0 29 (6.8) 0 0
T 210 (49.00 31 (72 0 175 (412) 19 (4.5) 0
1 N EZ 17 (4.0) 0 0 2 (5.2) 0 0
HILARR 12 (2.8) 0 0 48 (11.3) 1 0.2) 0
A TE R 6 (14 0 0 34 (8.0) 3 0.7) 0
L 91  (21.2) 2 (0.5) 0 111 (26.1) 4 0.9) 0
RIS 61 (14.2) 3 (0.7) 0 86 (20.2) 9 2.1 0
M- 34 (71.9) 1 (02 0 56 (13.2) 3 0.7) 0
— % - RHFEER L OGO RE
0 50 (11.7) 6 (1.4) 0 54 (12.7) 12 (2.8) 0
9% 5 130 (303) 10 (2.3) 0 142 (334) 21 (4.9) 0
FEIE D S 55 (12.8) 4 (0.9) 0 92 (212) 7 (1.6) 0
FEEL 16 (3.7 0 0 24 (5.6) 0 0
FRIR AT
ALT #iH0 102 (23.8) 52 (12.1) 0 54 (127 11 (2.6) 0
AST #41 97  (22.6) 29  (6.8) 0 59 (13.9) 7 (1.6) 0
M7 V7= 24 (5.6) 0 0 30 (7.1) 1 0.2) 0
1 AR ARSI AR VT N 2 (5.0 0 0 2 (5.2) 0 0
I HER B D 3 0.7) 1 (02 0 48  (11.3) 29 (6.8) 0
i MG 14 (3.3) 1 (02 0 76 (17.9) 31 (7.3) 0
RE D 4] 9.6) 6 (1.4 0 36 (8.5) 0 0
1 BREGR 1 0.2) 0 0 37 (8.7) 11 (2.6) 0
R LU E
fex e Bl 94  (21.9) 9 (2.1 0 106 (24.9) 2 (0.5) 0
&V o me i 6 (1.4) 2 (0.5) 0 26 (6.1) 11 (2.6) 0
e # Rk L OV Gk
RAEfR 52 (12.1) 3 (0.7) 0 15 (3.5 2 (0.5) 0
11 P 23 (5.4) 0 0 16 (3.8) 0 0
PR R PR
S Y 40 (9.3) 1 (02 0 129 (30.4) 0 0
GV 35 (82) 3 (0.7) 0 33 (7.8) 1 0.2) 0



R E IR Btk (%)

(SOC: System Organ Class) KA/ T X F =T R A=F =T RE
FEAFE (PT: Preferred Term) 429 B 425 B3
(MedDRA ver.21.0) 4= Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
B L ORI R
EH=PR 66  (154) 11 (2.6) 0 39 (92) 6 (1.4) 0
MR SR, MOERES £ ORIl
DAL 32 (7.5 1 (02 0 12 (2.8) 0 0
8 PR 98  (22.8) 1 (02 0 12 (2.8) 0 0
PP PR 28 (6.5) 2 (0.5) 0 16  (3.8) 2 0.5) 0
g 19 (44 0 0 32 (1.5 0 0
FZJE ¥ J OV IR ARk R
A TS 27 (6.3) 1 (02 0 35 (82) 0 0
FEE - BRI SIEGERE 119 (27.7) 22 (5.0) 0 168  (39.5) 15 (3.5) 0
9 FEIE 53 (12.4) 1 (02 0 18 (42) 0 0
5 46 (10.7) 1 (02) 0 38 (8.9) 1 0.2) 0
1. A5 PR
R Ifn 179 (41.7) 91 (21.2) 0 184  (433) 78 (18.4) 0

B, AREN/T XF =T HIBO THEEMEMES 12 6] (2.8%) . KBk - /MK -
BHEDO TH 40 1] (9.3%) . #PREPEDE (X7 0 « NLU—EBEREEE) 2 641 (0.5%) . FFH%EE
PR (ALT & OV AST #9172 & OFHEREM AT 25 10) 150 6] (35.0%) . FURMEE
REfEE 165 il (38.5%) . T HEABEREREE 541 (1.2%) . EIERERERESE 10 ] (2.3%) .
1 BUBEIRIS 161 (0.2%) | BEHEEERES (RMERIEMERE) 9 (2.1%) . ik - 1
T REARE 4 61 (0.9%) . BEIEANEAE 4 i (0.9%) . LAk 2 6] (0.5%) . SE DK
% 141 (02%) K O infusion reaction2 {5 (0.5%) MF8H Lz, £z, BEE DK ERFE

(R RS REIERRAE R . SLTALBE, BURRIES) | BER. MMk - BERIE, e 70 ke

(e Vel MRS SR BER . Bt L, FREFERES . BENRRIERIESE) | MERE BIEME
R OFERZITFRD DAL Do T2, AEIERZRBLR U LB E R4 (AR AR R 25 T)
ZE R R T,



@EFEIL[E # MARRER (E7080-307, KEYNOTE-581 F&5R)
BEREGIIARA/ L oNF =T 351352 61 (99.7%) KA =F=7F 335/340 f
(98.5%) IZFB® B, BB L ORI EEENGE TERWEEERIT, T2 341/352
Bl (96.9%) M TN 313/340 51 (92.1%) (ZF8H BTz, WTNMORETHRIRN 5%LL E
DOEWERIZT TED LBV TH -T2,

F4 DT ORETERBEN 5% FORIER (E7080-307,” KEYNOTE-581 35#)

(REMEMNT R RE])
FRE RIS Bk (%)
(SOC: System Organ Class) AA/ Vo RF =T HE A=F =T R
JEAGE (PT: Preferred Term) 352 43l 340 151
(MedDRA ver.23.0) 4= Grade Grades 3-4 Grade 5 4= Grade Grades 3-4 Grade 5
AFIER 341 (96.9) 252 (71.6) 4 (1.1) 313 (92.1) 200 (58.8) 0
Mgds LY R EEE
1. 20 (5.7 3 (0.9 0 4 (129) 11 (32) 0
F 1 BRI i 4 (L.1) 0 0 21 (6.2) 7 2.1 0
I A BRI E 8 (23 1 0.3) 0 42 (124 18 (5.3) 0
/NI 13 37 1 0.3) 0 51 (150) 18  (5.3) 0
P 3 IR
B RFS RE T HE ST 22 (6.3) 0 0 8 (24 0 0
FOR IR REAR T 150 (42.6) 4 (1.1 0 79 (23.2) 0 0
H ke
i 39 (11.1) 4 (L) 0 12 (35) 1 0.3) 0
5% 24 (6.8) 1 0.3) 0 20 (5.9) 0 0
] 192 (54.5) 29 (8.2) 0 151 (444) 15  (44) 0
Nz 28 (8.0 0 0 10 (2.9) 0 0
HEARER 26 (7.4) 0 0 42 (12.4) 0 0
R IE R g8 (2.3) 0 0 26 (7.6) 0 0
1IN 94 (267) 6  (1.7) 0 94 (276) 2  (0.6) 0
RIS 113 321) 6  (1.7) 0 127 (374 71 (1) 0
Mg 56 (159) 5 (14 0 45 (132) 3 (0.9) 0
—f - BEEER X OB GENOREE
9 71 (202) 16  (4.5) 0 54 (159) 11 (3.2) 0
W TT 113 (32.1) 11 (3.1 0 109 (32.1) 13 (3.8) 0
ARAH M 17 (4.8 1 (0.3) 0 17 (5.0 0 0
BN 16 (4.5) 0 0 18 (5.3) 1 (0.3) 0
Fifh PR A
ALT #1 34 97 11 (3.)) 0 30 (88 6 (1.8) 0
7 7—EHn 53 (15.1) 26 (74) 0 26 (71.6) 9 (2.6) 0
AST 37 33 (94 9 (2.6) 0 30 (88) 2 (0.6) 0
M7 V7 =80 23 (6.5) 1 0.3) 1 03) 17 (5.0) 0 0
1 R B A v BN 38 (10.8) 0 0 17 (5.0 0 0
VX —EHIN 50 (142) 34 (9.7) 0 34 (10.0) 24 (7.1) 0
I v BRI g8 (23 6 (1.7 0 39 (11.5) 19 (5.6) 0
i MR 20 (5.7) 3 (0.9) 0 57  (16.8) 18  (5.3) 0
IR 70 (19.9) 21 (6.0) 0 19 (5.6) 0 0
i Bk ER 10 (2.8) 1 0.3) 0 30 (8.8) 6 (1.8) 0
R L OsaEREE
BABOR 123 (349) 12 (3.4) 0 84 (247) 5 (1.5) 0
VAT a— LIgE 18 (5.1) 1 0.3) 0 2 0.6) 1 0.3) 0
ERUZU 'Y RifE 30 (85 10 (2.8) 0 23 (6.8) 14 (4.1) 0
B FE Rk L OV kR
ESNEGN 60 (1700 4  (1.1) 0 22 (6.5) 0 0
LSEE 38 (10.8) 3 0.9) 0 8 (2.4) 0 0
PR R
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BRI Btk (%)

(SOC: System Organ Class) AHN/ Lo RF =T RE A=F =T
JLAGE (PT: Preferred Term) 352 4 340 1
(MedDRA ver.23.0) 4= Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
TR A2 38 (10.8) 1 0.3) 0 88 (259 1 0.3) 0
GIEE) 38 (10.8) 0 0 28 (8.2) 1 (0.3) 0
BB L OURKEE
LY 97 (276) 26 (74) 0 41 (12.1) 10 (2.9) 0
MR g, BEREs K OVRtRRE =
DAl 19 (5.4) 0 0 8 (2.4) 0 0
e R 87  (24.7) 0 0 9 (2.6) 0 0
1% K] 23 (65 4 (1.1 0 11 (3.2 1 (0.3) 0
St 18 (5.1) 0 0 30 (8.8) 0 0
Jitiflig 2% 18 (.1 6 (1.7) 1 0.3) 0 0 0
FeRg ¥ & O TRk
AT 17 (4.8) 0 0 21 (6.2) 0 0
T - BIEFFRAMEARRIEGRE 99 (28.1) 14 (4.0) 0 122 (359) 11 (32) 0
& 9 FEE 47  (134) 1 (0.3) 0 19 (5.6) 1 0.3) 0
5 77 (219) 12 (34) 0 37 (109) 2 (0.6) 0
R VNI ST 22 24 (6.8) 4 (L1 0 5 (1.5) 0 0
WS 0 0 0 31 (9.1) 0 0
M fEE
& 1 184 (523) 89  (25.3) 0 133 (39.1) 61 (17.9) 0

RIS, ARAE/ VR TF = TR B O TR MR 19 61 (5.4%) . KIBK - /N5 -
HEEOTHI36 6] (102%) . HEDORERE (PErkRRBEIERARE ., B R IRARE
e, ZIEALBE, JERIEIES) 26 (0.6%) . BUEATH - A% - IPHRERE - ifZ - 68
{EMERRE R 79 B (22.4%) | AURBMEREREE 156 B (44.3%) . FNEEAEHERERTE 3 4

(0.9%) . BIFHEREREE 18 1] (5.1%) . 1 UBERSS 1 61 (0.3%) . EHEREREE (JRAM
EEMER . RERIKBRE) 86 (23%) . BER 8] (2.3%) . Mgk « BEEUTH RLE
361 (0.9%) . FEIEMEESE 1 F (03%) . Wk - BiEK 3 61 (0.9%) | L%k 3 i

(0.9%) K U\ infusionreaction s il (1.4%) 238D LTz, F7-, MRREE (F7 2 « N
V—EERESE) | S E O IRE, EERMIRES (oM MO TSR . IR
i, FREFERES, MEHRRIERIESE) | MEREBIEMEEL OFERITRO v h o Tz, REE
FZBLR DU RS (BRARREMERE 2 50) 2 30EHERE =T,
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[t - HE]

AR OREREDERETT LEZFH LIV 32— a2k v, AF| 200 mg %
Q3W. 400 mg # 6 WHEEkE (LLF QoW &\ 95, ) XL 10 mgkg (KE) % 2 jHfH
fkE (LT TQ2WI L9, ) TG LIZBOARF OIMIE T IRENSRTT SN, £ Ok
He. AL 400 mg & QOW TH G- L 72BEOARF O E FIRAEIZ 31T 2 SR iE R E (B
T [Cavgss) EWV 9, ) 1E, AAKI200mg 2 Q3W THRE LTBED Cuvess & LT 2 & T
St (FF) . £7o. KA 400mg 2 Q6W THH L 7=BROARA O EFIRREIZ BT 5
EMIEFIRE (BAF TCmaxss) &9, ) 1. AHAI200mg & Q3W TH G- L72BED Cunaxess
L CEEEZ T ETHIESNTZHDOD, HARNEFIZTBW TEBSED MR ST
LM - HETH D AA] 10 mgkg (KHE) % Q2W TEE L72FRD Cuaxss & Hf L TR
fazmrd TSz (FR) . S5, BERAEEE 2 X RICAK 400mg % Q6W
T L7V S TERER (KEYNOTE-555 #A5R) & 0 45 5 7= FEHIMEIZ S < 3pEhae
WRIA=FZ v Ialb—ra Ak PRILIZ3EMEIRE T A —& LHEL L7 (FHR),
Mz T, BEONAFEZE T 2 ERRRBRBARRIC IS & | AHIORE TR &AM TR e
P & OB 2 5T DRI SUSE 7 VMRS S 41, AH 200 mg 2 Q3W XiE 400 mg %
Q6W TH#h L7-BRONgEEE & & A T2 2k & OB #IZ O W TR S =i g, b
FLORE - HEOM THOME R OZ 2/ 22 81T v &Pl Sz,

£S5 AHOFEHBENRE T A —F

[ Conax Cave Cnin Crnaxss Cavess Crinss
(ug/mL) (ug/mL) (ng/mL) (ug/mL) (ug/mL) (ng/mL)
200 mg Q3W! (58.55?.519.7) (27.27?298.1) (17.13?'11 8.3) (91 .97?'984.1) (49.58(,)? 1.0) (30.35(,)'39 1.4)
400 mg QoW (12;,2?24) (32.%)??2.7) (10.11(,)'160.8) (143?49) (50.51(,)’57 1.3) (19.?;(,)'230.9)
40(0%%?156)\)\/ (1351.2,6.10;6.4) NA (14.1:?%5.4) NA NA NA
10 mg/kg Q2W' (212,2223) (14:1:?45) (1 1;1 ?21) (422,2233) (272,7282) (19;,9200)

T:0n=2,993, 100 [AD Y = L— 3 ALY FH SN M EEEO PRAE (2.5%4, 97.5%40) . Cmax @ FIIEIE
B5.4% O e MG FIR L, Cave : MIEHR 512 O PR MFFFIE, Coin : MIEFEGE (A 702 B5A0) ORARIMTE
FFIRIE . Comaxss © EHIRBBICZIS T DI MIE IR, Cavgss : EHIRABICZI T 5 FHIMIEF IR, Crminss : EFIRREIC
U B B o i B

1056 Bl R FIME (95%15 4 X [H])

§ : 41 B DOATEEIE (95%ISFEIXH])

NA : %472 L
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4. FEERIZOWT

EHE G Y A 7 EEEHE (RMP) (23D & | ARH O3 22 ARG TS B~ D /Kl
D Hhiak T o T, KANOEG MY R BEH L ZW - FrE L, KA ORGIZ X EHE
7RRWER 2R B LT BRI ST 5 2 E DB T2 LLFOO~@D T & /=3 i
FIZBWTHEHT 2 RETH D,

D mHEERIZHOWT

D1 T (1) ~ (5) OWTHNIHEYT DX THDH Z &,

(1) JBAETBRENTEET 203 V2 HOEERLTIRPE GEE R A A 2RI SR P |
IR AN A2 GBS HL SR P . HIE A ARSI IR e &)

(2) FrEREREIRRT

@)%ﬁﬁ%ﬂ%ﬂ?ﬁ?é#m$ﬁL#ﬁh(@ PR ERPE, S ARz
W ITRBE, S AR HERE R L 72 &)

m)%%m%$&$% & L, A RAGFREINE 1 USSR SRIEING 2 O ik 5T
(AR D SR A2 AT > TV D ik

(5) PUEMIESAILL G EEINE OfE% MR D mHZEIT > TV D ek

-2 AN O AL B ORI BB ORI 2 A il & SR F BT (T
HOVTNNCHEST BIER) 55, HEBHBOAANET 2 REOREH & L TRE
SRTNB L,

%

o [ERIGFFEUSHE 2 EOUHAHEAE T L2RIC 5 LU EDO N ATRRDEERIHE %2
1ToTWBHZ e, 95, 24 EIT, BRAERYEELZ T & LZRRESZOHHE %
ITHoTCWBHZ L,

o [ERRGFTFEUSE 2 FONHNHE ZE T L721RIZ 4 UL EOWIRESF =D IRMHE 217
STEY, 2B, 2L B, B O A YIEE 2 & 00 AR EO RRHE 21T
STWH I &,

@ BEAOERLFREHROEHICOWNT
=S E A BRICIE R 2 BT DR E S 4, BERAEN G OFRE D, Aotk - &
VIR RE R OE B NERTSEIZ AT D iRt A FFR0NBE LG E 0omE
W ERNHLDIATON D EHINE > TNDE Z L,
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@ EBHWER~OXHIZDONT
@-1 FEFRAHICBE T 5 B4

MV PENRE B D BEEE R BIE S I8 LT2BRIC, 24 BEREIZ2IRIEHIO T, M X
T I T, FE L2 BWEANDIE U TR BE R ) CT 25 0 IR ORI
B ORERNY B RIS, B BICRIG TR EH R > TND Z &,

@-2 EREEFRICLII2AFFRAINCET S EH

DAZIRICEE D 2 M e ek OB 2 AT 2 BEEFEEPRER =42V 7/
HEOIERD AT U —= T 2ITWEIRE LR Z A TE 25— AEREH 3 HE
s TWnaD Z &, ek, BAEHICOWT, DB EZOFKEIZHSITEMINT
WnHZ k&,

@-3 BIEAOZWLRINICE L T

RIWER (FEMEMZEEISZ . KIBK - /DMK - BEO TR, BUEFR - A4 - I
FERBREE - IF2% - BLMERRAE K. BEREREE URMEFEMER R, REREBRE) . N
Sl E (TRARERERES  HURIE e . BB REREREE) | 1 BUBEIRE, 5 & O Rk,
ik - BRSO BARIE, BER . BB DOREEE (PEthR SR RARE . B R IEARIE %
e, ZIEALEE, B RJEIESE) . infusionreaction, AMZS - BMESS, FIEMNMEJTIAE, FhikkeE

(7 « NU—IEGERESE) . Dk, BEERMEET (S M i VR s M SR |
Eiin e, JRIFERE;, MYEERIERIES) . MERE RIEMRE, M%) T3 LT, Yk
ax ST PRI B O MM E 2 A 2 AN & 3 U (RIVERH OZWr-eX s IZB L THRE
KO EZZ T ONLEMICHDHZ L) | BEHICHEURAEN TE HEHNES TV D
&,
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5. REARLRDEE
(A2 R4 % FH]
© KA O OFUEMEIEZH] & OPFHHREIL TROBE BV TAHREN RS AT
z)o
© TRUFETREBF VAT =T LOPHNEE ALTFRRIEEO 2 O RIRUIERAE
SATERREAE D B Ml Jer

@ RIS T B BH IR 5 ARG ORI SV T, A DA B2
BT SIUTER ST, ARIOREHR S L 725,
. i B
e
. TERUFET IV AT =T DA OELEIESH & DY

(“ZZatEICBE 4 % F1H])
O TRICEYTIREFICOVTUIAKIOERENEDE SN TND 2 E0E, B E21T
branz &,
o KAIORSIZ R LI BEUE OBEEIRED & % B3

@ REATOFHMIZIBW T FRRIZEZ YT 2B IOV T, AAlOREITHER S vz
R, MOTEHERIIE RS 2 WGEIRY | HRICAFHZENT 52 L 2B ETE 5,
o MEMMZELEDOEO UITEDH 2 EH

o M EgRAE CHRIER 2R 0 5 BE K OTEBN M D HUH B il I 0 G fiti ¢
HEORIZRIENEZECN A BN D BE

o HBCOREEBOADE UTEMEM A L IXERMEO B R R OB D
b oIEE

o JEESBRE GEmEMRBREL 5T Ob b EHF

o EEOBYSUIBEFEEA T L RE

e Karnofsky Performance Status 70%A%jifi 0 o FB g

(ED Karnofsky Performance Status (PS)

Score | FEF%

100 |IE%, HEABITKT2BEDFRZ N0, BEHRERZ L,
EH OIGEIANATRE, RER 72 BN LR, 90 |BRWERIRAER IS B3, IEHIEE) A HE

80 |72 0 ERAAEIR A B B 28, B3 H L CIER OF ) nl e
FT 5 Z LIIARERE, BETAEETET, FH| 70 |B0BHOMFHITE AM, EWOIEHE) - @35 Z SI3RAhE
IR E A CEARRERICED D THD, | 60 |ADICHERZ LIZTEXLN, L CENMHRLE
xR RO A LE LT 5, 50 |k A IR LB X OVEIN e IR T A DN B

40 (BT, WU EER L OE#EN ML
BORY DI EEASTTERN, fiikdh s 30 &<, ABRSLEENEIZS LEE > TH2RWN
WD GH L RSO BH#A VL35, JEHE 20 [FEFICEE. AR TR A 72151 23 A3
NEGEICHEIT L TV A ATREMEDN B 5, 10 |FEHIN B> TN D

0 |3
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6. MEICE L THEEBITREEIHE

O  WASCEZEION %, MERGEER D IRALT 5 B RS I HS & ARKI O REME K OVl E 46l
MO OB EHRE oI H L T+ 52 &,

@ IEIRBMAICENL B BE T OFBRICAIER OEMEE R L, FE 25
ThoEET5HZ L,

@ FTREMWEFADO~RT AL MTHOWT

MVEMEERR S LoD Z B3 H DD T, KFOEGI\ZHT=-> Tix. WIHE
W (BGIv, PRORIREE, k) OffERR & O X #irdE o s, Btz +
FATH 2k, 7o, REIZS UTHRE CT, MG~ — 0 —% 0% IM7
HZ L,

infusion reaction 23 5115 Z L 23 %, infusion reaction 23788 HILT- AT
. EURALE AT D &L b, ERNEIET D £ TREDIRREE 4y IcB15
T5HZ &,

FORIREERERE S | TR S K OCRIBE#EREE L LN B H LD
T, AFN O 5-BAAGERHT K O G- o X E RS N WS RERR A (TSH., bz
T3, 5 T4, ACTH, I = LF ) — VEORIE) 23T 52 &,
BIEFZ, HFAA, R, TR, HEERERDR S bbb Z &b 5
DT, KANOEE-FAGHT & O 58 M I 30E BRI BEREM A (AST. ALT,
y-GTP, Al-P, BV /LB EDRE) ZEH+5Z &,

SEIER (LR I BRAERZET) FOEERREENH HDILD
ZERHLZOT, EMMICIROBE OFRAMGET 52 L, 2, IBOBREMN
RBOLNTHEITIE, HONCERENEZZ2 T2 L )BEFELRET L L,
AFNOEHIZ X0 | WEORESINMIER T2 &3 2 bRk~ I BN e
BNHLDLNDZERH D, BENRDLNIGEITIE, BELEZFRIIS U
REFHR) 70 5k & RRBR A RO R AN & s U CE bR R W A 1TV W D%
FOSZ X B EIWER D S 2355101%, AR OWRIETH I, K ORIE RE A
NELHOBRGEZEBETLHZ L, B, BIBRERLVEYOFKEIZLYEIE
R OYEERFRD B WIGAEIZIL, BB RE AR VE 2V DIS O Fl B
LEETDHZ L,

PG T, BORB BB A RE L COLEWERANRIH T Z L RNH 5720,
AFNDOEEHRE TR HRWER ORI 2ITHEET D2 &,

1 BUBEPRI (BE 1 BUBEIRIB 2 & te) 23 Hbiv, FEREMES T v R—v %
WCEDLZENRHDLOT, Aig, FEl, EMHFDOIEROFEELCMBEEO R+
INEBETDHZ L, | BERBE NSNS AT EEFIE L, A A
KO 5D MY @& 51T H 2 &,

@ AH|OFEERERICIBW T, KEYNOTE-426 BR T3 5500625 12 @B, LI
S4 BETO6HIT &, D% 123 Z & | E7080-307,KEYNOTE-581 i Cli#& 5
BRAE 6 8 WM Z L ITHEMEDRHEI 21T » TV 2 & 2 5E& (2, AFIFR G I3 e
FIC IR E TR DR EITH Z &,
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