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DR, BRERMKES (Gt /Mgt
BS, BEmiEm. RIFBRE, EENERES) &
VMEREBREERIIED b Rd o T, REIER
RARTIEEES (BERBTEEELS) %
SUOEHERE T,

13— | %8 AFORWEEE T A —X 9 N—Y K6 ARNOEMHHENT A—F
14—y | D2 MNREDRLBECOERERVENERR 10—y |02 HRLARIBECOLEREROCBIERR

B ORS00l & BB A FFOEM (T3
DWFRPICEEY T D EM) 23, YRR OAR

BROMISICHo MR e BRBREFOEM (TR
DWVFNPITHELE T HERM) 25, BEDEROR




FNZBEAT 21BEOEREE E LTEEINTVWDS D
k o '

£ BALERER CHE LT - BROSE
EvAra%T 74 PARLEM. MSI-High) &4
THEE (EESRIGENREREEICRS)
- EFfifR SR 2 EOMHFEEZIET LI
5ELL OB AIRROBRIFHEZIToTNH I L,

26, 2 LU EIR. BAEMEEEEL LIZERR

EBEFOPHEEZIToTNBH I &,

- EFiRIFEER 2 FOMHTFELET L2
AEP FOBRBEREELCNDIE, 95, 3F
Pk, oBE 722 BERE CORARYEEL
ELRABEOBRIMEEZIToTNDZ L,

% . LEORRERET - BROBEE~A 70

Y75 4 NAREZEM (MSI-High) #H34 Ak -

ERPE |
- ERTETRURH 2 EOTITHEET Li-#Ic

5 ELLEDORAEBEOBEHEEZIToTWVH I &,

96, 2 BB, PAEYRESE L L ER
[BEEZEOWHEERIT-TWVDH I &,

BT B IEROREE L LTRBES 5 C
t o ’

F  BALFRERICHEE LET - BROBHE
EvAr7uyT T4 FAREEME (MSI-High) 2F
THEBE (EENRIBESEEREEICRD)
- BRI RFEUER 2 FEOPBTHEEZET LRI
5 4ELL ED B ATREDBERFHEZIToTWNDH Z &,
5%, 2 EL EIR. BAEDEEEEE LIZBR
JEEFOPMEEIToTNBH T L,

- BRI IRER 2 EOMBTFELET LRI
4L FOBFRBREAL NS ZE, 9bH, 34
YL, & e o EEFER CORARYEEY
LR ABROBRIFHEEZIToTWDH I L,

- ERiGERSER 2 FOMBHELET Lictk




2., HLEBREORAEYRELYETe 5 L EDTH
{LEABZDEFEEZIToTDT L,

- EfRTRER 2 EOMHTHELET LI-RIC
4EUL LOBERBREFELTONDI L, 595, 34
ULbid, ML 2BEERTONARDELEY
BUBRABEDOBEEREFERIToTNB I L,

15—

©@-3 EMEROBURRISIZE LT

BIER (MEMHMERICMZ, KB -
BEEOTH., BUERE - Fr£ -
K- BRACHEREE R, BHEREE (RETHERT
RE), NHWESE (TEAEERE, Pk
B, BIBHERESE) . 1 ERRE. 5L 5%,
ik « BERURRAERE, R, EEOKREEE (F
BRI ENMALE, B RIRIREBERE, ST
BE, XM IES). infusion reaction, BMZS - B§
fR. BEEFEE. WREE (X7 - SL—
JEREESE) . OFR, EELMKESE (G
BB MR8, IR, FRIFERDS, EEh
BAEE) . MEKERREMREE, HE) LT, 4
R O EF B OB 2 AT S ER &
EHEL BUEROZHLRIGICE L TRERVOX
BEZTONDIRBCHB L), BEbITHEE A

/N -

FrifeersE - it

11 R_R—

@-3 BIEROBZMLRSIZBEI LT

BIVER (MEMRERIIML., KBX - /NBEX -
BEOTH., MRS - {LIERER, B
EE (RMEMEEERSE) . NOWEE (TEE
BREEE, PRI EEE, BISEERES) ., 18
VERIR. 5 & IR, Bk - BRSRhBMRE . R,
BEEOKEEE (THEMEEFEFMAAE. FER
IEEREMERE. 2R, FHXEES) ., infusion
reaction, XK - BEIRK. EIEMHTSIE, HRRE
E (¥ v - N—ERES). ODHK. BEEAMN
REE (SR /MR HEREER ., A,
RIFERES, BEEAENES) . MERERIEMRE. Hi
) TR LT, YR X E R o B P
2 HTHEMEEEL EHERADOZEOXIRIC
BLTHRERVXES2ZITIONIEHIZHE
L) BEHICEYRAEBNTE SBHIRE-STHD




BENTEBEFNE-STNAEIZ L,

s
N o

16 2—Y |5 BEXNGLRLBEE 12— 5. BrExIZR LI HBE
(B2t BE3 5 E1E] [Fhiiz B4 5 EE] ,
DOTFROBEIZCBWTHAAIOFEDEN RSN T OTFROBHEICBVWTAHAAOEDMEA RS TY
Do 5
s BAALFRIERICHE L #T - BROEHEE | s BAALFERIER \CHEE LETT - BROSEE
~Ar7u¥T 74 PREEM (MSI-High) ZF ¥ | <A 7aYT T4 bREEM (MSI-High) &
LERRE B (ERENRRENSNEREAIZRDS) LERE B (BN RIEEPEERGEICRDS)
- EEUIRT R ET - BROBEE~A 7 ad ﬁﬁ\m}mwéﬁié*LM = 1 M 2 A
T4 b REEM MSI-High) 2 H T 5% - E —GEEFRHE ) O o R F VR EERAR R4
B ' , MM@E%/F(me%%ﬁ@£%%¢ét%
723, MST-High |ZBI T AAKD 2 =4 LW
L LT, BRFEA MSITRES > b (FALCO) BT}
R74 : FoundationOne CDx BAY /A7 a7 7
ANVBERIN TS,

17— |6 BEICBELCEETRXEHE 12— |6 BECELTEETNEHE

@ )

(@ )
QOFLBIERA D<= T A Mo\ T

- BEMREERDLODLND I ERHDDT, A
HloBEIZHT--> T, FHER (BE8h, Bk
R, ) OMER R OIS X BRRE D EHE.

(@ )

(@ ¥

@ERBERDRX T A MMZOWT
CEEMRERRL DN ERHHDT, K
KoBEIZHT-»> Tik, FIHER (B8h, R
R, ) ORERROEE X RIREDFEEE,




BEEZ+HFIITIZ L, T, HEITE U THE
CT, mE~—h—HORELEHT L L,

+ infusion reaction "HoHLNAZ L0 dh 5,
infusion reaction MFH L NZEEIZIL., B
RWEZITO & & b2, ERVBEETLECERE
DOREE+FICBETH L,

- R REREE . TEAKEEEE R ORI EieE
BESHLLLNDZ EBHBDT, AHIDREEH
2RI R OV 5 81 X BRI RIS N I e
(TSH, % T3, Bk T4, ACTH, M =Y —
NVEDORE) 2EBTHZ L,

- BUERFR ., FFR2, FrimeiEE. FFL. Skt
ERRDH SN D I EBHDEDT, AEIDERE
PREGAT R VR SRR P I EH I PR &
(AST, ALT, y—GTP, Al-P, ¥ U AU EDRE)
EEETHZ &,

(%)

@A DOEERRBRIZB\ T, KEYNOTE-177 RERT
it 9 AMZ L. F 7. KEYNOTE-158 #EBR E W
KEYNOTE-164 REX (ad— 1~ A) TiIB5RE» 5
1T IBMI . 1 EDBRIT 12 B8R I
PHEOFEEIT-> T\ Z & a2 BEIC., AREE
L EHE I ERRE CHREORREITH = L,

BELTHITITOZ L, T, BEIDE U THE
CT, ME~—I—ZDORELEHT S L,

* infusion reaction B"H LB LBH 5,
infusion reaction MFWH LN-EAITIX. W)
RAEZTT O L &I, ERAEET S CRE

DIRREZ+DICBET A L,

- FRIREEREIEE . T EAMEREE R ORI B%E
EEROLDLNBZ ENRHDDT, AFORERH
PEETR OV 581 P BRI N i BE iR &
(TSH, R T3, FEE T4, ACTH, iy —
NEORE) ZEBETHZ L,

- FFigsElEE ., EILEEEREH DN S Z LA
b5DT, KEOEERRAHEOCREHBTILE
HWIZIFHERERRE (AST. ALT, vy -GTP, Al-P, t
UNEBORE) #FEETDHZ &,

9]

| @AFIDOBERRERITI T, KEWNOTE-164 3BT

9 RS =L _ KEYNOTE-158 RBR Tt 5B
H1EMIZIBERI L., 1EUBRIT12BREIZ LI
DM EZIT - TV & 2 BEIT, AHIH
ERIEHNICESBRE CHROEREZITO Z
L,




BN OB AEE A N T A o OBGETERT FTIHARR)

B 5!

Y- : (THREPEED) By (BUHAREBEIBR)

10— |33 BHERDOZW-CHITIZBEL T 10—y | @-3 BIEROZE-CHRIZELT
BIVER (FRBMMZEBRICIEZ, KX - MEX - BlfER (REMMERERSBICME., KBK - NEX -
EEOTH. BUERFX - BT & - FieESE - IF EEOTH. RS - BILEBE R, BHee
K- EEEER, BHEES (RETEEES BE (RMEMELERAE) . NoWESE (TEHF
RE), NoWEE (TEREHEREE. FiRiRgeE HREREE . FIRIRREREE ., BIBMREREE). 12
B, BIEHREEE), 1 BERK. 5L 95 BREK. WERF. 5SE SR, K - BRHRBARE. BX,
Bk - BSRARE. BER. EEOREEE (b BEEOHREEE (THEEREFRMEE. RERS
R ERMAE, REEREREE, 2 IRIRFEREE, ZALM, BEREEF). infusion
B, JAXMEESE). infusion reaction, AX# - 8 reaction, 4% - BEMEZ. EREHENE. PEE
R, EEFENE. PREEE (X¥7 - Ab— =2 (XTy - N EERS) ., LDHK BEERML
EGERS) . LDHX, ERLLKES (GeEtm/) WREE (Gt m/ MR RS, BlmEE D,
WA SRR, W ER L, RIFERE, EBEN FRIFEREE, EIEREVES) . MERERIEREE, FE
BAES) . MERERMEMRERE., FE) LT & ) (o LC, YRR UL BEE R R D B M
MR SUL L E RS OB F T 5B & WE AT HER L EE L (BIEAOZBLRIRIT
gL EIEROBE-CRISICE L TSR UX L CHEROEESZIONIERHCHEZ
B2 ond&Mich b ), BEHIZEE RN &) BEHICEZRAEN TE HEHIPE>TND
BRTELHRBINE-S-TNDHI L, zE,

12— |6, BREIZELTEETNXEHE 12— |6 BERELTEETANXEH
@ K (O "
@ 1K) @ ¥)




QFRBMER D~ A Mo\ T
- BEEREERL DN ZENHEHDT, K

AOBREZ DT - Tid, MIHPER (B8, PRI |

REE, %) ORESER WL X BRE 0 Ei%,
BEZTHIATOIZE, T, BEITR U THE
CT, E~— I —ZORELERT L L,

* infusion reaction "H LN BAZ LB dH 5,
infusion reaction -ERH LN -FEEITIX. BEE)
RIEZITHO L &b, ERNEIET S X THRE
DOREEE+SICBETHZ L,

- FIRRBHEEREE., TEAEAEEREER ORISR
BERHLDLNDEZEBHBHDT, AFOEREHR
BETR ORGP I EMNICASWEERE
(TSH, #FEf T3, W#EE T4, ACTH., M=/ —
NWEDRE) 2EETHZ L,

- BUERFR, AR E, FFREREE. L. Bk
JEERBHONDEZERHDHDT, AHOHE
FRAAAT R % 5 MM I E#MB I T
(AST, ALT, y-GTP. Al-P. ¥ U AL ZDHEIE)
EEETDHZ L,

QFLRBWERD<R Y A v Mz oW T
cBEMRERH LN EBHBHDT, &
RO EITH T > Tk, FIHER (B8h, R
REE, %) OMIBR O X RREOEES,
BEEX+THIITOZ L, T, LEICS U THE
CT, MiE~— VW —FEORELZELT D &,

* infusion reaction RHOLONDZ LB H 5,
infusion reaction 23 LIL/-BAITIL, BEE)
IRAEEITO L &b, ERNBEIET S E CHRE
DREE DI BETHZ L,

« FRIREEEREE . T HRSHEEEE K OB BHAE
BERHODIBZLBHBEDT, ARORERE
LERT R OVE 5 HA R R IX BRI IS N SIS RE R
(TSH. B T3. 1#HE T4. ACTH. M= —
NEDORIE) #EETHZ L,

- FFHEREREE, BELEEERE D LbN D T LA
bBHDT, KEDORERSBIIEOREHM P ILE
BRI AFHRERRZE (AST, ALT, vy -GTP, Al-P,
UNECEDRE) 2EETHZ L,




SESREE O B I 7 A K5 4 L ORETEF (FIHRBR)

# |5
FYPAR— (FHEHBIE) BYA—Y - (BUHREREIER)
13— | @-3 BEEAOBECRIGICELT 13—y | G-3 BUEROBEICXIGIZE LT
BUER (MEMRRBIZML., KBE - /NBK - BIVER (BIEMRERBICML., KEBE - /NBEK -
BEEOTH. BUERFK - FTRE - FFHEsEREE - T BEOTH., FFHEREE - bR ER. Bise
K - LR 4, BHREEE (RESHENE BE (RATHELEARSE) . NoWwEE (TER
RE), NHWEE (TEREAKERES, FRREE BEEREE, FIRIREEE, BIBHEES) . 12
fEE. BIBMEEEE). 1 BERR,. 55K, VR, &Y O ER, ik - BEGRAEE. BX.
Bk - MEUTRMARIE, K. EEOKREEE (h BEEORBEE (hEEREELBAEE. KB
SR ENMARE, FERERERE, B FREREfREE, S, F|XEESE) . infusion
B, ERMEHES). infusion reaction, AH# - B reaction, MM#% - BEEA. EEFEGE., HREE
fER., EEGEE. BREE (X7 - Nbv— = (FF7 v - N ERERHE), LHR. BEERML
EEREE) . LA, EERMKEE (REMML/N WIEE (Gt MRIBERBDR ., g m,
B EREER, A EE M, FRIFEREE. EIERL FREEREE, WIBRIERES) . MIRERIERE, FE
BIESE) . MEREREMREE, BE%) LT, 4 ) ot LT, YRR X B E A R oD B
SRR XL B E R O EM A AT B ER & PEEETHERMEEE L EWEROZWMIGIT
EEL EHEROZEOMISICE L THREROX BLTHRERVCXBZ2ZTONOERFIIHDZ
| BEZTONIEBICHD L), BEDITETRN &), BEHICHE R AEN TE BEHNRESTND
BRTEHEHNES-TNDI L, , Zé,
16 2— |6 HECELCEETEEE

16 ~—

6. WEIZEL THEEBETEEIE
Q@ ) '
(@ K)

(@ )
(@ )




@FLRBIEHDw R Y A MZHOWT
FEERREER LN EXHIHDT, K
HOBREIZHT-- Tk, FIHIER (B8, FEK
WREE, SHWE) OMEREOME X BRRE D EMmE,
BEEZTDITTO T L, Tk, BHER U THEE
CT. ME~—h—SEDRELYEHTLHZ &,

* infusion reaction BB bbb BdZ L idH B,
infusion reaction 23§88 LNTZHBEITIL, WH)
RIEERAT O & & bIT, EERPEET S TRE
DREZ+SBET D &,

- IR REREE . TEABEREER OBIBHE

BEEXHOLLNDZ EBHDDT, AFlDEERH
LAEN R OV B B R I E B 80 I RN I e
(TSH, EHE T3, HFHE T4, ACTH. =g —
WVEORIE) 2EMTHT L,

- BUERFR., A2, FrgeeEE. FL, Bk
FBERBH LA ENHHDT, KFDEE
PG AR OHREHBE P IIEMOICIFEaRE
(AST, ALT, v-GIP. Al-P. ¥ U L E L EDHIE)
EEETHZE,

| @FLRBEMERAD=RTI A MZOWT

- FEMEMERRLLDLONDZ ERHDZDT, K
FO®REIZH T > Tk, OHER (B9h, MR
HEE, %) ORI R UOME X SRIRE D L%,
Bz +RITo2 8, o, BEIS U THED
CT, ME~—I—ZDOBELEHTLHZ &,

* infusion reaction RH LD ¢NH 5,
infusion reaction 23F® L ILZBAITIL., BEED
RABLZITY & &b, ERBEET S ETHRE
DRHEE +HIBET I L,

- FRIRMEEEIEE . TEMHEEREER OB iee
BEERNHLDLNDZ ERH DD T, AR DOREER
WHET R OB S HE P I EH BN S WIS RERE
(TSH, ¥R T3, W#EE T4, ACTH. =AY —
NEDORE) #EETHI L,
-ﬁ%%ﬁ%\@m@w%%ﬁbgbhéz&ﬁ
HDDT, KEOBREFRSBHEOCREHRPILE
HHZFFHgREmRZ (AST, ALT. v -GTP, Al-P, ¥
INEEORIE) EBTHZ L,




BEBOBRRBERWET A F 74 L OUETERT IR RR)

#

IH

D

(THEBERD)

D

(BUHARRETHIER)

10—

®-3 BWEAOZHORRIZE LT

BIVER (BMBEMEMERICIME., KBX - MB% -
BEOTH. BUERE - FERE - FAgaemEE - iF
% - BALMIRE &, BHEEE (RATHEEE
REE) | NASWREE (TEMAMEERE, IR
REE. BISHAEEE). | BERE. S5 B,
e - UGB, K. BEEORERE (¢

| Ttk B RARAE . B R IEIRAE R, S

BE. HRXBIES). infusion reaction, AN - §f
fES. EEMEAE. mREEE (X7 - b—
ERERES) . LHK, EELRNKES (L&)
WO PESERER ., WmtEE ML, FRIFERE . B
BIES) . MERBRERE, %) LT, 4
e XU E RSB O EMME 2 BT A ER &
HE L EMWEROZEOXRICE L THRERUTX
BEZIONIEHTHD L), ELITHETIRL
BN TELEHNESTNE L,

10 R—

@-3 EIEROZEOXISIZE LT

BIVER (BIEMREREBICML., KEBK - /DBX -
EEOTH. RS - fiﬁﬂﬁ'fiﬂﬁ%%\ T
EE (RMEMERBASE) . NOWEE (TEE
HeerEE, RIRIREEEEE. BIBHEES), 18
PERF, S & OER, ik - BRUGRARIE. PR,
BEEOREEE (PEEREEFRRMMEE. KBS
JEREREE, AL, BREHESE) . infusion
reaction, BM% - BEMEAK., EIEFHEE. PR
= (T - NU—ERRS) . LFHK. EERL
HREE (GEtn/ MR EREER. EhEE D,
R, EERIEES) ., MIRERMEGRR, HiX
) ot LT, SRR XL B E R D B
HEETHEMEEEL EHEROZErORIRIC
BLTHEEROIEEEZZTIONAEHIIHDZ
L), EHICERLEN TE SHHNES TS
&,

12—

6. BEICHLCHET <8R
@ ) |
@ W)

12 R—

7. BECBELTERTNEEH
@ )
(@ )




@ERBEAD<RT AV MZONT
cFEMRREERRLLDONDZ EBHBDT, K
ROBREIZH 2> Tit, FIEER (B9h, Mg
PREE, %) ORER L OMIES X BRRE 0 Eiss,
BIZEZ+2ITITHo2 L, T, BHEITS T THE
CT, ME~— D —ZEORELYERTHZ &,

* infusion reaction "HoLbNBAZ LBH 5,
infusion reaction 23§ LNT-HEAITIL. B
RILEZITO L & b2, ERVPEETLETRE
DIRFBE+FICBET B L, -

- RIS REREE . TERAEEEEE R OIS EEE
BERDHLONDZERHDIDT, FEIOEEH
LART R OV 5 HA B 1 BB IS N A I e R A
(TSH, WERE T3, HEHE T4, ACTH, M=V F>'—
NEDORIE) #EBTHZ L, ,

c BUERFR, RS, FseeiEE. iFk. mibik

PRERBH DR LRBHIDT, AFDORE

BRfAET R OV SR P ik @ A 1 P e
(AST. ALT. y-GTIP. Al-P. ¥ UL E L EDHIE)
EEMBTHI L,

QELRBERD~RX T A MO T

c BEERREER D ObNAZEBHEDT, K
ROBREZHT - Tk, MHVER (B9, FRR
g, %) OmREOIE X SREDE%,
BE2THIATY 28, e, LEIS U THEE
CT, ME~—h—ZORELERT S L,

* infusion reaction BH LB L dH 5,
infusion reaction 2S8R L ILZBEITIX. B
ROBZITI L bz, ERVEIET S THRE
DREEZ S IBETA D L,

< RIS REREE . T ERAHEERER OFIZ e
EERLLDLNDZ ERH DD T, AFDOREE
BEET R O B R L E BRI P A I BRI
(TSH, 78 T3, ##BE T4, ACTH, M= —
NVNEORE) 2EETDI L,

- FFeeEE. BILERERB L bbb Z LR
bDDOT, AEOETRS BT E RSB PILE
HiROIZ iFieEEE (AST. ALT. v —GTP. Al-P, ¥
INECEDRIRE) 2EETHI &,




BEEEREET A R4 v

RATu) X<s (BETFHERZ)

(AR5E4 : 54 P —F RiE#E 100 mg)
~$Lﬁ~

Sf34ES8H
B A GEE

R




=R/

LT ®IZ p2

1.
2. FRF|OR, ERBF P3
3. ERERERAE P4
4, WEERIZOWT P9
5. EXNGB LI DBE P11
6. REIZELTEETNEFHE P12



1. [ZLHIC

EELOEIME - RRVEORROT-DITIL, RITTESITE S W EERFERSRD b5,
EBlT, SREOREEBAOENC LV, FURERSR & OEFH 2 SR R ERR I VER &
NBEFT, ThbHDEERMFEIONERBEITRET S 2 L ERORREL 2o TR Y, REEMEL
B LUEEOEAE 2016 (ERL 28 4E 6 A 2 BRZIRE) KBV TH, EFHERREFD
HEROBEHEERXRE - & L ST 3,

A FREER R, BRI 1 7 7 A VB EOEES, L SN RRD T
LB, IOk, AIMERORSMCET AR TABRT 5 T TOM. SHERLRD
BEZ®RZT B LB SNABREICT LCERTS L e i, BWERRRER LIS
DEARRGE LD LN~ EOEG 2T EREBE CHERTAZ L NEETD
3,

LizdiaT. AHA RS54 T, BEEESLINE TR TV IERESRN « R
SR RHNTESE | U TOBERROBEE 2 ERAEHET 28R D BNERES, EXHTRUE
EHELTT,

RIS, AHA FFA 4%, IHTEIENERESERSISRAHE, AISHEA B AKRRE
RS — T B ARERPVRHES R O R A BAI SRS OBI0b & 1B LTz,

WBLRHEER : X4 M —FSHEHE 100 mg (—4% : RAT7v Y X<7 (B

‘ i %))
H5 L RAPREUIHE : PD-L1 BHED R NE R EEERMEAD HER2 BB O TR X 1L
HILE ’

HELRARERVHE - fhOPEMEEER L ORIV T, BE., RAZE, a7
) X<v7 (BEFHRZ) & LT, 1E200mg % 3 @HEFERX
i% 1 [E 400 mg % 6 ERIMIFE T 30 T CTRE#HET 5,

# 3& BR E ¥ & MSD XS4t



2. FEIOBHH., (ERRF ,

¥A MV—FHRERE 100 mg (—ik% : Na7u ) X~7 (BEFHE#EL) . UT

IARHF 5, ) X, PD-1 (programmed cell death-1) ¢ ZDV H > KTH2 PD-L1
RUPD-L2 L OfEEE#EEBET S, £ MEIgG4 £/ 7 v —F A5k TH B,

PD-1 ¥ 1: T MIRGEEREIED RN D T DI B AHIBRAF AT 5 2 RE 5
AA v FT, PD-1 1%, BELREBIZEWCEER T MEOMBEREIZRREL, BoK
BREZEOCALEXITRR 2B HIET 2, bbb, PD-1 XUV REHRE
ATAI LRIV HERERICEI BV ISPV EERZAICHBET2ZA/ETH S, PD-
L1 OEEFBEBIZEIT2RBBRITDOTHTH IR, £ ORAMIRTIE THROBE 2
ZHIEEBEICRBR LTS, BPAMIRICEKITS PD-L1 OEEHRIL. BMIaE. BiE
. ATHERDRE. SRBEUER. FAVIRAER & 04 RRATTRAREFTHY . EW
AFE L OMEBEIRESI N TS,

BE OB ADRKR)T#% & PD-L1 BHOMEAMD S, PD-1 & PD-L1 OREIZERED
BRI W TEERREIZH ) ZERRRINTRY, FliBABRBROERNL
LTS T3,

AFZ, PD-1 &£ PD-L1 KU'PD-L2 DY Hv FOREAZRETSZ LIk, EE
WNREFOEESROMAREENE T Vo k2B b EY, HiEERE 2 FEEL
T2 L THBESRERET D,

AN D1 PRI 25 < SBEE DSIERUSIC X SBER SR S bbh, EEXIST
CEBTREMAD D, AFORERRUEERICE, BEOBREL I, BE
REBD LN HAITIL, B L ERITS U A & R B EET &
L CHESARERBIT 21T BECRERIC L EIEARRDL S BEICIE, BT
RERVERIOREEOED R MEEIT O LERS B,



3. BRFRAIE ~
PD-L1 [BHED R SREARN O b ERBRRERERFZAE 2 (LT HER2] &

W3, ) BBAEOFHIARESUIERILE ORGERICEHE 21T - e ERBRRRO AR E R T,

[B%hE]
ERREFFMAERER (KEYNOTE-355 #Ek)
R - BRLBICET 5 2 ORERE D RV FRVE RSO HER2 &
MOFWREXIIFRILBERE 8476 (BERA 87 Hl2ET) ZRRIT, A 200 mg
3 AR T TQ3w) &), ) BEHEFERET (FAvF e ERE (UT
(B BZEY] 0D, ) RBAANRTFF v, N7 ) FXFEAXEAR7 Y ZxE
NV (FATIVEBER) (AT Thab-"Z7 YV ZXk] L), ) ) OFFRRIEDR
MR ORSHR, 77 R HEPRE? (FLAYZEVRBIAVRTTF o, /7
Y ZF ¥Rk nab-%7 Y ZXEA) BRBE LTRE SR, i, BERFME TR
BIETAED bNT-BAIT, REBETEZTFITERPRD b2 WEDBRKRNIZEEL
TW3ABE T, REUEOBEGRIHME CREBETHIRED b5 E TAA ORE & itk
TAHZELNAREL Ehir, TEFMER IIEEEAFHM CLF IPFS) W), )
RORAEFHRE Sh, AHHEFEREOREEIXY 7 R HEBRIE OO AL
Lh# LT, PD-L1 Btk (CPS™=10) % 3234 (AAAN 28 Hlx&r) IZBNT
PFS ZABIEELE (X1 EUVHED .
*1 : A% 200mg Q3W & U T Dfbfis (BUEMABRE I LIOER) AL (A
TEEY 1,000mgm? RO NVRT T F 2 AUC2mg * min/mL fHHE & (1 =—R 21 H
M, £a—2D 1, § AEICEE) | X7 ) FFENL90mgm? (1 =—2R 28 B, &
a—2ZM 1, 8, 15 B BICRE) Xidk nab--37 U # F+E/L 100 mg/m?* (1 =—3X 28 B
B, £a—2AD 1, 8, 15 BBIZRE) ] :
¥) . 75N QAW L LUTO(LEEE (BYEMIEEZLIOER) 2RALE [FAay
Z ¥ 1,000 mg/m? ROHAVRT T F 2 AUC 2 mg * mi/mL A% E (1 =—2 21 B
M, £2—2m1, 8 REICHRE) . X7V FF¥EL90mgm? (1 =—Z28 B, &
a—2@ 1, 8, 15 BBIZI®E) XiX nab--%7 Y ¥ %%/ 100 mg/m? (1 =—R 28 H
M, £a2—201, 8, 15 ARICRE) 1.,
*3: PD-L1 #FHE LK (BEBEHR, ~ /a7 7 —YROY »38R) ZRIBZEAR
BTBRL, 100 #F UfE



#1 AERKR (KEYNOTE-355 3 B, PD-L1 B (CPS=10) DBA¥)
AHK -+ 7T e R HbERE
» (220 1) (103 #1)
FofE [A] 9.7 5.6
, (95%CI) (7.6,11.3) (53,7.5)
PFS™ NP— R 0.65
(95%CI) (0.49, 0.86) -
P fE" 0.0012

Cl: 28K, *1: RECIST A KT 42 1.1 fRICES BR TSRS E, *2 : BRI Cox el

NP —REFNUCL DT T R +H{LBERE L OBk,

1) 0.00411

at risk#

BB T IRE. AEAKE (K

——— WN0ME QIW-HELREE
—— S+

TR -
N

0 3 6

9 12 15 18 21 24 27 30 33 36

RISREFBR[A]

F4200mg QOWHES®E 220 173122 96 63 52 44 37 25 12 5 0 O

ISR +HEREE

103 80 41 30 18 15 12 8 8

7 3 1 0

X 1 PFS @ Kaplan-Meier Hi#f (KEYNOTE-355 3Bk, PD-L1 %t (CPS=10) DE#)



[Z&]

ERILFEMAERER (KEYNOTE-355 3BR)

PD-L1 Bt (CPS=10) DBEFIZBIT 5 REMMTIERE 219 FlicBW T, AEER
TIARFIGEFBE 216/219 61 (98.6%) | [LZHEEERE 100/103 F (97.1%) (CRH L, B8R
WL ORBBEENBFETERVWAZTERITZ, TN 212219 # (96.8%) KT 97/103
B (94.2%) TR BT, WTFNHOBETRBRBIEGN 5% EORBERIITRDO L BY
T EFJ o7,

iz WERAOBRTRRB SN 5% LOBIfER (KEYNOTE-355 k)  (Z2SWEiT S

%E'E'E'Jj(ﬁﬁ (SOC: System Organ Class) i (%)
H.AEE (PT: Preferred Term) ' FH kA ) {bERRIERE
(MedDRA ver.22.1) 219 4 ’ 103
: 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
£EER 212 (96.8) 155 (708) 2 (0.9 97 (942) 67 (65.0) 0
107 @489) 48 @66) 13 (126) 0
Al BRI E 41 (18.7) 2 (214 11 107 0
FF R ERD BE 87  (39.7) 40 31 (30.1) ]
mm mﬁ/)r 41 (18.7) 22 0

16 (155)

. .
0 0
HLTRR 11 (5.0) ] 0 6 0 0
Bl 90 (41.1) 5 (2.3) 0 39 1 (1.0) 0
" OR% 17 (78) 0 0 7 [ o 0
u[guj: : 44  (01) 6 @7 0 10 . 3 (29 0
o AEMERIUESBEORE 0 T e
 mhE 31 142 1 @05 0 13326 1 (10 0
e 64 - (292) 6 @7 0 22 (214 3 (29 0
B ' 12 (55) 1 0.5) 0 7 (6.8) 0
RAHMERIE 13 (5.9 0 0 (3.9) 0 0
RE . 22 (100) 1 (05) 0 0 ©7n 1 (10 0
mkkE . = i : i SRS N
7=V l~7/z7:7—1zi§71u 47 (21.5) 16 (73) 0 17 (165) 5 (49) 0
FAASHXLUBT I NFVAT =M 39 (178) 9 @1 0 15 (146) 3 (29 0
mpE7AH Y FRT 72— 9 “.0n 0 0 7 6.8) 1 (1.0) 0
SR EREOR , ‘ 52 (237 41 (187) 0 20 (194) 15 (14.6) 0
R 41 (187mn 19 8.7 0 14 (136) 9 (8.7 0
k&R 12 (5.5) 1 (0.5) 0 3 2.9 1 1.0) 0
=R k2 e T 39 (17.8) 21 9.6) 0 20 (194) 13 (126) 0
RepsrosmREE | e D
REREE 40 (183) 1 (0.5) 0 10 97 0 0




FRERIRSR (SOC: System Organ Class) % %)

HAEE (PT: Preferred Term) AH G R (@305 5
(MedDRA ver.22.1) 219 103
£ Grade Grade 3-4 Grade 5 2 Grade Grade 3-4 Grade 5
THRBRBIURARRME o S e TR
EaEE 4 (1.8) 0 9 87 1 (1.0) 0
HA%E 0 0 9 8.7) 1 (1.0) 0
hETR 0 1 (1.0) 0 0
SR 0 8 (7.8) 0 0
R = = —aF— 0 17 (165 1 (1.0 0
FEERE =2 —aF— 0 2 1.9) 0 0
. E 1 "”(1:6)‘ e Y
ERBIURTEEEE SRR AT |
B ’ , 76 (347) 2 0.9) 0 37 (35.9) 0
E D EERE 16 (7.3) 1 (0.5) 0 8 (7.8) 0 0
323 36 (16.4) 2 0.9) 0 11 (10.7) 0 0
PR BB RS 11 (5.0) 2 (0.9) 0 2 (1.9) 0 0

728, ARFRHICBOTHEMERZESR 3 6 (1.4%) . KBE - MBEK - EEOTH 5 6l
(23%) . MRREE (X7 - SU—ERES) 256 (114%) . BUEFFE « FFAS - FTgaE
EE - Tk - BEMERRE R 65 61 (29.7%) | FRIRBRMEREREE 43 41 (19.6%) | RIBHEERE
B (0.9%) . BHREREE (RMEFEEMEEL. REREBLS) 2 61 (09%) . FEX 1 6
(0.5%) . Bzt - BEECIRMARIE 1 B (0.5%) . dZc - SIS 1 B (0.5%) . S ESRR% 1 6]
(0.5%) . % 16 (0.5%) KU infusion reaction10 5] (4.6%) MWDo, Fi-, BE
DREEE (TEMERKBERMAAE, BEREIREGRR. SO, 8RS | TEE
WEEREE, | RERE. EEFENE,. ERLLEES Gt/ MR EEER, Bl
i, FREFHE, ERARAES) | MRARERERUCHBZIEZRD bNRP o7, RBIEAR
HBERNIIEEFES RAREEREZET) 280EHERETRT.



(A% - AE]

AR OREREYEBRESNVEZFALZY I 2 b—v 3 V2L Y, A K200 mgZQ3W,
400 mgx GERIER (ULT TQeWl &\ 5, ) Xix10 mgkg (KE) Z2BEMMMR (LT
QW] &9, ) THRELEZEBOAFIOMFEFRESRN Shic, ZORKR, KA
400 mg% Q6W T & L 7-BEOAFI O EFHRBIZRIT 2 FHMBPRE (BAT [Cugs
Eva, ) . AKI200 mgE QAW TR G LB D Cayss L LT 5 & FRISHh T (F
%) . 7. AA400 mgEQEW T E L7z BROAHI O EFH NIRRT 2 KM MiEPRE
(AT MCmaxss] £VV90 ) B, AFI200 mgZ Q3W TIRE L 72 BE 0D Cunaxss & JLBE L CREIH
ERTEFHINELOD, BAABBICBWTESERHRINTWSIHE - BAET
HBAK0 mgkg (KE) ZQWTERE LIZEED Cuaxs & LB L TIREZ R L FHIS
ne (FR) . bz, BENBAERSE 2 HRICAEI400 mgk QoW THRE L2/ 51
FAERBR (KEYNOTE-555348R) L 0B o= PEICESSEYIRBAT A—-Z%, ¥
Tal—va itk FRILEEYEEAT A—F EULE (TR . MAT, B
DEEICH T 5 BERRRREICESE, AROBREE LA XL eE L OEZR
ST ABRBRISEFANEEI N, AHI200 mgZQ3IWXiX400 mgZ QW TH 5 L /=R
DIREE L A ITZEMN L OBEIC VTR SRR, EEEORE - AEOM
THEIEROESEICHARRERT RV ETFHIEN T,

%3 AHOEMBIE S A —F

R PR | Ggnl) | GgeD (gl | (gD o) )
200 mg Q3W1 “855?‘5197) (27-€?§8-1) ,(172'11 8.3) (91.97?'984.1) | (49.?;?': 1.0) (30.%??1.4)
400 mg QW1 (12;,2?24) (32.?)?'342.7) (10.1:,)'16 0.8) (14221;49) (50.51?.57 1.3) (193;?30.9)

‘“2%%%3” <m;fﬁ;4) NA 042329 NA NA . NA
10 mg/ke Q2W! (21?;,2223) (14;?‘1145) (1 1;,1-?21) (421,2333) (272,7382) (19;,9300)

t:1=2,993, 10BN Izl — 3 LY EHEINERMEHEOHRME (25%K, 97.5%R) + Cmax : FIEIRE
BORBMBEREE. Cug: DERGBHEOEMBEFRE, Cun: OEBESHE (V170 2 BE5H) ORELFEFR
BE. Comxss : EEWRBIZB T EREMFETERE, Cups : ERRBICHIT 2 FEHMBEPRE. Cuns 1 EFREBIZET
? BAR M PR E :

I 156 BIDMMELIE (95%IEHEERH)

§ - 41 FIOBMTIEE (95%EHER)

NA : %L



4. BEF;QI:OL\'C

AFIOBREREE R BE LB - BE L. AFIORSIC L ) BELRER LR LI g
RIS 5 Z EBBERTED, UTOO~@D T RTCE2HITHRICBWTERT &
Thd,

OFY+'{idelike

@-1 FE® (1) ~ 5) DOTNIEY TR THEZ L,

(1) EAZBRENEET 2 NADRELEILFRS EREF RS A BREEILRR,
M D3 A RS OB ML BT, MRS A RSRRRRE /2 &)

(2) FEEMRERPT

() FERRMESEET 2BADRESERR (BADKEERERR,. DADERESE
Bk, S ADEOEEHEERR R )

(4) ISRAEEREELRE L, SRMCERENE 1 IS SRENE 2 OMEsX BRI (R
AJEHEIT> TV B iEaR

(5) ﬁﬁﬁ%ﬁmﬁﬁﬁm%wm REHEICR D R EIT o T B HERR

D2 HEOERER VBHWERRBORINIT 572 5k & R 2 OEM (FROV

CTNHNTEEE T DERD) 2, SEEBENORAICEET 2 IRORTE L L TRESLTNS
Z&, -

3

o  EMRFIRIEE 2 EOVHIFHERET LRI 5 £ LOBRABEDOBERIHEZIT-
TWABZE, 95, 2 UL, BPAEKYEEYE L LEEBRESEZOMER2IT-T
WaZ e,

o ERRIRYEE 2 FOTEITHERET LRI 5 U EOIBONAEYIREL S 109
BIEGF DBARIHEZ 1T > TV D Z L,

@ BRADEELEREROEKEIZOVT

ERLERERIEE T IRTEDER S, BERMENLOFEREBD., At - 2ot
LEPOFROTER EMEFICKH 215 HIRMt, AEERNRE ui%/\@%ﬁ‘*%% F
DRI TON D EFIBESTNE Z L,



® BUERA~OHIZONT
@-1 HisAEHICET 5 B4 -

RIE MR BRSO EEZBIERANRAE LT, 24 BRBREEIO T, LYKHERX
INEEEERC BT, FELEBEWERIZR U TABREERE ) CT F0RWEAR OB SRR
BREOERENY B FICBLN, EbICHSi2EHAE- TV I L,

@2 ERRELHCLIAEFFSHRCETIER

RABRICHED 5 BRI ARR UL BT 5 BEEEE SBIERE=2) v 7
RFEDERBORL Y —= v I RITVERE L EHRE I8 T 5 F— LEREHE
BEhTWaZl, 7ok, BEEEic-OWT, BARE L ZOFRICHSICEMEN TN D
Z &,

®-3 BUHERORETCRRMCELT ;

BIWER (REMMRBICI A, KB - Bk - EEO TR, BHERFX - iFFrs - T
HSBEREE - T4 - LRSS 2, BRREREE (RMEREEER. RREBRSE) |
NSRS (TREREES, FRIVEERSE. BIBHERS) | 1BUBERIE, &S5
B, ik - BREUGRIMREE. k. BEOKREREE (PEMRERMMAE, BB
TERGE R . ZTUATEE. ERAIEZ) | infusionreaction, AN7S - BEMESC, ENEMEIVE.
MIRREE (X570 - NL—EERS) | L. BEELLERES (K& L/ Mg
PESEBER . TR M., RIS, EERMES) | MIREREEN. BE%) L
T, MR UL E RSO A AT A EM S EE L (BIER OBETRXNIC B
LCHRERUXEXZTONAEMHICHD 2 L) EHICENRLER TE DEHHPE-
TWaZ L,

10



5, #ENRELGTLHESE

[E5hiicBBs 2 $E]

O &% - BRIBICT 52 HOFAREDR PDL1 B (CPS210) OFLE

 VUREEEMESD HER2 BRI FRAREIIERABEE BT, A5 L%
B (LY B ECSROANRTFF o, 257 Y FXEAUL nab-32 V) & F+E)V)
¢ DHRREDOFEMERRIN TS,
ﬁﬁ\asK%%éﬁﬁ@:yﬂ:ﬁy%%%kbf,W%z:MnAmcmm
pharmDx [#'=| REARB I T3,

©@ TRICERET2BEFCHTLARORERERFEOWTIL, AFIOFRMES
L ENTELT, FRORERE LR LR,
o OTAEABIDOBHIENRENTWRWlILOHL Eﬁ@%ﬂk@ﬁﬁ&%

o IRAET - IRREYHRE

[ZeticB+ 5 FE]

O TREZETIRBIZOVWTIFRFORENERLELTVWEZ D, B#E%

Thnwz &,
s AFIDORRIIIR VBB DBEERD B 5 B

©® BREOFMICE VT FTRICHEYT 5 BEICOV Tk, ARIOREITHES N
VWA, MOIEFERIREA R VBAICRY , EEICAHEERTE I L 2 EETE
Bo
s BEHRRBROSHFXIIBEEDH HBE
. EERRE CREE R RS R OTEBIEO RIS S R 4% 0
B SRR B b B B

. HERERBDAH. Xi@i%&%b<iﬁ%ﬁ@ﬁﬁﬁfﬁ*@%ﬁ@m%
BB

- REBERE (ELHERBHEERSD) 0OhhRE

. BB IR ET RS

s ECOG Performance Status 3-4 %V g%

1) ECOG ? Performance Status (PS)

Score

B

0

L{BERKENTE 3. BRAL AL BREERSRRRLITL 5.

AENICELWEBZRERSh 323, HITHRET, BAERPES TOERIITI LB TE S,
Bl BVRE, FEEE

BAMECESOHOEY O LT X TAEESMERIITE RV, BRO SORLL LRy FATIRIT,

BONEBROFOBEID DI L LTERY, BHO S0%HUEEy FOBFTBRIT,

1
2
3
4

2<L{BHIRv, BZOHFDVEY O L FE TERY, TRy FIBFTBIT.
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o

BRECRLTEETRETER

WA SCES ML, BEREEE DRSS BRI E S RA O R CHEIE
ERD- DN ERERE+FICEF L THOERT S &,

WREBRIC Y D, BEXIIFORRCEDEREREZ TOUHAL, BEZ
BThboRETHI L,

ERBHERO<R T AL MZOWT

BEEMRERED LRI RSB0 T, KEOKREIZH-> Tk, FIHER
(B, MROREREE, W) ORRERUVINE X MREOERKS, BEZ TOITIT
H5rr, . MESUTHRE CT, MF~v—bI—S0RELERTHZ L,
infusion reaction 283> S b3 = & A& B, infusionreaction 2358 BN HAITIT, B
GRBEITH L L bic, ERAEET B ETREORELZ HSICBRETH I L,
R REREE . TRABEEBEZERVRIBHMERERLLDOND I EHRH DD T,
AF D BB HERT R O 5 EIR I E A I NI RERR R (TSH, ¥l T3, BBk
T4, ACTH. M anFy—AE0RE) =T 5L,

BIRERFS . R4, FREEE, IR, BILERERRHODbNDZ LBH LD T,
AF| O 5B AT R O 5 B FiIX E M8 FFRERRE (AST. ALT. y-GTP, Al-P,
VAV EORIE) EERT DL,

BEO A IPARMIEEREAEZED) SOEBRBEESSLbNDZ L
BHHDT, EPHICIROREOFEZHRATI L, £/, ROREFBOLN
k%ﬁum\ﬁ%#m@%&%%%@?%i5%%%%%?5:k0

AFIOREZ LY, BEORERCERT S & E 2 bh bis REBOHEN D
EbNAZNb3, RESRDLNZHEACIE., BRLAEFRIIS CEMRIR
SE L RO IE R & L CGENZERIBE 1TV, BEDRBERIGIC X 5B
FERABRELNABAICIE. AFOKREX ZTIE, RUBIBRERLVEVHIOKRSGSE
PEETLIL, BB, BIBRESVELOBREICL ) BERAOHRERRD b2
VRS, BIBRERALE L UAOREMEROBMbEET B L,
WEKRTH., SRABNOETARBLTASEMERARRRTIZLAHLTD, K
KOBERTRIZHLEERAORIUCHDICERT L &,

| BBER (BUE 1 RERAZET) Nbbbiv, BRRES b7V F—VRIZED
ZeRBHZOT, OB, Bl BHEOERORRCMBEMES LRIHIEET S
z b, 1 BEREAEDNBAICIIRELPIEL, 1 R Y VREIORESEDEY]
RALBEATS T k. -
AFIDEEFRRBRICIV T, KEYNOTE-355 RER Cix# 58675 24 ¥ Tl 8 BH
ia\u%\%@®1$%ﬁ9ﬁ%:an‘%w@inﬁ%iamﬁ@@@ﬂmg
fToTWeZ LEBEIL, ARRESEPIIEHHICEBRE CHROBREZITI Z &,

12



XEEREET A KT A
Ro7nY X<7 (BizFHHRZ)
(BR3B4 : A4 M —F RE#HE 100 mg)
~ 7]\ e P ~

SRR 2 942 A (5% 34 8 ALET)
A S @A




Bk

XU ®HIZ

AFIORE, 1EREFE

i PR BAR

)i A el AN
BEXNRLRDBE
BRECELUTHERTR&EEH

S

P2
P3
P4
P20
P22
P24



1. ZC¥IC

EERHOFHMYE - BEMOMROTZDHITIE, BN IESKESWEERFERRKD
bivd, &b, iMEORZEFROESRIC LY., FIRERR R OB HHE R
FEELPABEINIFT, ZNOOEEMPEICHLELRBEICRET 5 Z L BSRED
BEL 2o TR REMBGEE L WEDEARFTE 2016 CEEK 28 4 6 A 2 B HHERE)
CENTH, EFNERMEOHERORBHELZRLZ LI TWS,

FRIEABFERRIT, BEERASCEZEM v 7y A VBEFEOEERZLALNCE
RBIERHD, ZOD, BERUVLZEMICETAERN+SERT 5L TOR,

UZEERORELZBIZITAZ L NEFINIBEB IR LTERATR L L HIT, BIE
FARRB L ZBRICUBERRIGE LD kﬂﬂ Bl —EDOEMS &M EREE A
TA5Z k#ﬁ%f%é '

L7z T, $ﬁ4F74/Ti FRBERMCZNE TIZB LN TWAEFEEED -
B R S uT@Eﬁmwﬁﬁ&ﬁﬁ%%@Téﬁ5#6%%&%# £z
FROBEFEEZRT,

2B AT KT A % BEITBIEAEERERESRAOEE, ARHEEARAR
RKEEFS., —BREEEAN A RBERNBIES., HEFSFIEEEABAMEZS RN
—REALEREA B AR EBRZE OB Db EER LTz,

R LIRBEER: A M —F JAHHE 100mg (—ik4% : a7 r ) X~7 (&
FHE#Z))

EERDHEIPE : TIRTRERETT - BR O IE/NBIAE

ANRERDMERCAE : @F, RARIE, A7 v ) X~7 (@FE#EZ) LT 1
[E] 200 mg % 3 BEREBXIL 1 [ 400 mg % 6 BREIFFE T 30 70/
T CARREEET 5,

= ¥ # : MSD #X&att

el

A

i




2. AHIORK, ERBF :

A M—F EEEE 100mg (—R4 A7 n ) X7 (BiaFrz), LT K
#i £V 5,) 1%, PD-1 (programmed cell death-1) & ZD Y F KCdh % PD-L1 KT PD-
L2 L ORAZEERET S, b MLIgGd £/ 7 u—TF A AKTH S,

PD-1 R B 1T T AR5 B BE A 7> D kN 5 7o D IT S A KRR SR F 3 5 2 e el i
AA v T, PD-1 1L, BEDREBICBOTESER T HROMBRETEICHREAL, BER
ERS R B ARBEXITRRARRERISZHET 5, $7/2bb, PD-1 XY F ML
ATAZLICEVRESAEKCLD VS VEERACHET 5% 5ETH S, PD-LI
OEFMHBICBITARBIZTDLTHTHIN, ZLOBAMBTIE T MlRoBE2Hx
HI1E CBEICRELTVWS, BAMARIZIIT S PD-L1 OBEFEIIL, B, RS,
FFHRAQEE., SPELE. JE/NRBRRTE 2 & O < B A TTFRARBTFTHY | B AERFR
L OB EE SHTV S, | ﬂ

BEONADBEFRTH% L PD-L1 RO S, PD-1 & PD-L1 ORRITELE
DREERIC BV CEERREZHE S Z LSRR ENTEY  Fiic B ABROEN &
LTHFEIN TV,

A%|X. PD-1 & PD-L1 XUPD-L2 O ) o ROFEEEZHEETHZ Lick v, BE
ﬁm#F¢DE%%E%ﬁﬁ%£@1?)/A%%ﬁﬁkéﬁ PUEESE % BIEEL
T35 L THIEBEDREFHET D,

AFIDOEFBFICE S BEORERIGNC L 2BERERH b b, ERUIFETIC
EDHAH fiin&;é AFOBEEFRUREHICIT, BFOBREELTSITTV., 2EXR
HHNTBAITIT, BB L2 F I U= BRI ik & BB 2 RO RN LB LTl
@&%EU%\H&E%FW\ WE DOHRELERINC L HBRHERA R EDN 2 BEITIE, BIBEESV
TR OBREEOENRVBEZITI LEYH D,



3. ERBEEEK ,
BIRRRNRE 72 1T - B3 D IE/ NIRRT DO AR ICFHE 21T - 7= 2R RR O KR %
R, '

[A%hiE]
OEFRILFF MR (KEYNOTE-024 3ER)
L FIEE D 72\, EGFR B FERRM, ALK A EE TR O PD-L1 B (PD-
L1 2B LZEEMEA LD 2EE (LUT.ITPS] &\W5,) =50%) DOLIBRARERRE
1T - BREOIF/NERRMERE 3056 (BARAN0BZET) ZXRIZ, &K 200mg3 @
BIERE (LT TQ3Wl L5, ) BEOHFNEROCREMWR, 77 F BRI ETERE
FbZgE (BUF 1SOC) &), ) #xRE LTREIENT, 2B, BRI TRA
EFTHRD bR EEEI RRETERTERIRD DRV EDOBRMICEE LTV
% BE TiX. REICEOEBRFHE CREETHRD 5N L TARIORE MR T =
EWTREL &7, EEMEE B IIEEBAGFHM CLTF [PFS) &3, ) | BIKEE
8 BT 2EFHE CLT fosy v, ) & &h, RFIXT T FHRAI 2 & bR
EEHB LT, PFS, KUPOS (FREEN) 2ARICER LK,
*: 24 H A FTRESNIZHERIABOREE P L, 20%, ERETIRDLNEE
WREBHETESRZ L SN,

#1 FEHHERE (KEYNOTE-024 3B

A 200 mg Q3W 777 T RAE
Gaa SEsfLarmE
(151 #1)
HhoE [A] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS*! NP — K2 0.50
(95%CI) (0.37, 0.68) —
P fE" <0.001
e [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
0s™ AP R 0.60
(95%CI) (0.41,-0.89) —
P fE" 0.005

CI: 128 XR]. NE : #ERHT., *1 : RECIST FA F54 2 1.1 lRIZES s iE, *
BRI Cox thBINY — FEF ML BT T F BB E ST LEBRIE L O, *3: BRIe /5

7RI,

*4 . CARAMEATERE DT —# (2016 45E S B9 HEY y FAT



90 —— AB20mE QW
80 meen F5F 3 WRESCILAGE

o

o 3 6 9 12 15 18
at risk2% REEEERE(A] :

#F200mg QW 154 104 89 a4 22
F5FFUARSOIERE 151 99 70 18 9 1

X1 Elﬂyeﬁlﬂlﬁzkg:5PFS®%&M¥JH?B#®Kaplan-Melerﬂﬁ (KEYNOTE-02438)
(PD-L1BtE: (TPS=50%) DEREAM)

Q =

100 T
901 M.
MH_‘ '
80 T
70 ] “‘“M“‘—l
& 60 ] .
ﬁ;':b} 50 e e
3 40 ]
30 |
20 7 —— #momg 3w
101 o rsFremEeckem:
0 - i ' Y |
0 3 6 9 12 15 18 21

at risk# EFmRA]

AHI200mg Q3W 154 136 121 82 39 11 2
ISFFEAEZOILERE 151 123 106 64 34 7 1

o o

X2 OSSO ENTE; D Kaplan-Meier ii#f (KEYNOTE-02438%)
(PD-L1B3#E (TPSZ50%) DBELMH)



Q@EEEILFE O /MHRER (KEYNOTE-010 5R5%)
7T FFRE ST LR RERET 2875 PD-L1 B (TPS=1%) DOHIBRFRE
1T - BROFE/DNHRRIGESRE 1,033 fl (BARAN 91 fiz&te) ZXRIC, A& 2 mgkg
Q3W #E KN 10 mglkg Q3W HEDHIMR R EMEN, NeFXvAKTY CIT
DOC] LvH,) ERBE LTRSS, 2B, BRI TRBETHERD b
PBAIT, REBETE2RTERNED SN2 VEDBRIICEE LT\ 5 BE T, KE
LA DEREFHI CREBETHARD b3 £ TARIOREMGEZ WREL Shiz?, BT
fBIE B i OS X TRPFS L &, AFNIEDOC L LT, 0S ZHARICHER LT,

*1 : EGFR BETEEBMEXIL ALK MABLEFBEOBE Tk, 77 F B8R 2 &tk
FRIEIC X BIBREEICIN X, 2 £ EGFR FRE/EA X3 ALK FREER 2 F 4 3B
FEBRNC XD BRE LA T BRENRAAN DN,

¥2:24 WAETRESINEZGERIARORELZHIE L, 20%, RRETHIRD LIS
AREFEHRECES L L SN,

F2 FER##E (KEYNOTE-010 3ER)

#AA 2 mg/kg A% 10 mg/kg DOC
Q3w Q3W

(344 #I) (346 1) (343 1)

hafE [A] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)

0S | ~¥F— FE1 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P " <0.001 <0.001

Cl: E8EKR. *1: BB Cox LN — FEFMIZLZ DOC L DEEE, *2: @illu /S5 7K

E

100
90 ——— M 2mg/kg Q3W
80 - o wc ZAI10ME/kE Q3W
70 - ey, —— resFEL
g 60
L)
50 1 s
§4O ] ’v»fﬁ:ﬁmrﬂ‘hm SITE RN
Hoaw e 1
30 1
201 [ N
10 ]
0 MALLLMARAALE AL LLLALE LAY MALMLRLAALALL) LASARLELL} LALRALLLL) RARALLLLLAM RARARLLLLY LALLM RALMALLA
0 5 10 15 20 25
at riska% SHFHEMIR]
3 2mg/kg QAW 344 259 115 49 12 0
S&10mg/kg Q3W 346 255 124 56 6 0
el 343 212 79 33 1 0
X3 OS DEMMEITFED Kaplan-Meier B (KEYNOTE-010 35)

(PD-L1 BB (TPS=1%) DBRFEMR)



GEEILFFMIARAE (KEYNOTE-189 FUER)

(L2 BB D 72\, EGFR BEFERBRMER D ALK BAEETEREDTIRTRERE
17« BROFRFE ERIFENERESRSE 616 5] (BAAN 10 Fl2ET) ZXRIC, AH
200mg (Q3W) . 22X L& FF b vakfly BT IRAPLFER] &5, )
ROFIFFHE (VRS TFVXBINRTTFY) OUHAEE (RRIGERBE) "0
HOMERORESER, TR, A FLFE FROSTFHREOHRRS (LF%R
R VAR E LE_EERRR TR SN, ML b, 77 FFRANTEYIER
REESLIGBRL, BEIIEKRK4 =—2FTE Lk, 2B, BEHMECTREETHR
H BN HAC. RRETERTERSED bRARVEDORKHICEEL TV EET
X, REICEOEGTM CERBETIRDONE ETHRAL <A ik FOFRKRS
kT 5 2 L NTREE SN, EEFMEE A X OS RUYPFS & i, AF ~A b
L RROT I FFRHIOHRKREILIT T ER, XX MFdE FROT 5 FFRAO
BERBE LB LT, OS RUNPFS 2 RICER LT,

*1 : A% 200mg. XA b LFE R 500mg/m?, AT TF 75 mgm? KISHNVRT T F
AUCS5 (mg+ mL/min) DJEIZ Q3W (£=—ZD 1 BRICKRE) T4 a—ARER, &
%1200 mg BT A kL3 F 500 mg/m? 23 Q3W TRE I iz,

¥ FSER, AR b LFE R 500mgm?, YRATFF L 15mgm? XA NVRT T F 2 AUC
5 (mg* mL/min) DJEIZ Q3W (F=—AD 1 BEIZHRE) 14:—23%%—'??& 7ok
ARREURA U FE K500 mg/m? 23 Q3W THRE I h,

¥3:24 1 A ETHRESNEEARIAFROBREEZPIEL, ZTO%, J’ﬁ%ﬁﬁmm&m"%
AR EHERTELIZ L LN

#3 AR (KEYNOTE-189 #BR)

R

ARG R
(410 1) (206 #1)
FfE [A] NE 11.3
(95%CI) (NE, NE) (8.7, 15.1)
0s™ NP R 0.49
(95%CI) (0.38, 0.64) —
P fE" <0.00001
FofE [A] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PFS™.™ NPF— R 0.52
(95%CI) (0.43, 0.64) —
P fE" <0.00001

Cl: ZHEK M. NE: ¥ERT, *1: PRTEOT—F :2017F 11 A8 By b7, R B
Bl Cox NP — FEFNIZE BT TER, RA b FE FROT S FFRHAGRLERIED
 BERREEL OREE. 3 BRIR S 2 RIE, *4: RECIST A K742 L1 RICESSERT
AhST HIHIE , ,



at risk#¥
A#200mg Q3W. ~
ANVFERRUESSF
TERIG R REE
F5ti, RANFE
RRUFSFREHA
(=5

Y
\»\,‘m&

%“ﬂm Mt —iH R
207 —— FEW00mg QIW. RANLFERRUTSFHRAHELERE
107 ~—= 75tk RANFERRUTSF+HEIBRLLRE
0 3 6 9 12 15 18 21
SRR [R]

410 377 347 278 163 71 18 0

206 183 149 104 59 25 8 0

X4 OS O HfEITRO Kaplan-Meier fi## (KEYNOTE-189 a&)

at risk®

M200mg Q3W, ~
APUFEEFMIOL
KOMRU TS5 M
758K, oMNFR
RFMOLKDBRY
75515

— NG CIW. AXMLAEEIMIOLKMRTT 5728
e TR, KAMFEES MO LKIOMBL T35 5N

T

10 ] 1—9—»-——1-—-*——--—4

0 3 6 9 12 15 18
SN ()

410 322 256 148 60 17 5

206 140 80 40 16 3 1

T T T T T T YTy YTy TTYTY

21

X5 BERTPRYUEICLS PFS OHREAENTRO Kaplan-Meier B

(KEYNOTE-189 3BR)



@E R FFMIBRER (KEYNOTE-407 3ER)

{LEegRIERE D 72\, BIRRRAEZEAT - B3 OR T LR SR/ Ml B 559 61 (BA
A 50 BlEET) BtBic, KA 200mg (Q3W) \ IARTFF U RUNZ ) F XV
Xz Y FxEAN (FATIEER) (BT Mnab-PTX] & 5,) OFRKRE (K
HIGHRRE) " OBEDERVRESMN, TR, INVKTTFURUAZ Y ZHF RN
I% nab-PTX OHEARE (LFHER) 22 xR e LE_EERABR TR S, Wit
Y, %7 YU Z%EA N nab-PTX %, HYEMSERE I LIBRL, BEIRK4 =
—2AFETE L, 28, EETM CRAEITHED bhizfic, RBETERTER
BRI LNARVEDEERINCEE L T\ 5 BE T, REILIE OB CREAETH
DO BLNDE AR OBRE LT 5 Z L RAEEE Shiz®, FEFMBER I OS KT
PES & &h. A&l INKRFTF LU ROZ U F %E/N ik nab-PTX OHFRAREITTZ
R, INVRTSFURUVY Y FE/A X nab-PTX OHFFRE L LB LT, OS &
PFS #HEICER LT,

*1 : %) 200 mg, /%27 U & F%&/1 200 mg/m? X i nab-PTX 100 mg/m?, HNVRT T F 2 AUC
6 (mg- mL/min) DJEIZ QGBW (KHF|, 7V FXENROANKT T Fidfda—3R
D1 BEIES, nab-PTX ZE&2—AD 1, 8, 15 ARRHEE) T4 z—ARER, K
% 200 mg 2% Q3W T E Iz,

2. F5wR. /Y ZFEL 200mg/m? i nab-PTX 100 mg/m?, H VKT FF L AUC6

(mg » mL/min) DJEIZ Q3W (KA, /X7 ) ZXFENROINRT FF LV iIFI—AD
1 BERE, nabPTX 3% =—2D 1, 8, 15 ARICHRE) T4 a—2%E5H%, 77
TR QIW THRE Iz,

¥3:24 7 A ETHREISNEESEAROBREEZPIE L, FO%, FHRETHIRD DNH

SIREBEATES I L L SN,

34 HEMRE (KEYNOTE-407 3B

AFIGF AL #3020
(278 1) (281 #1))
HofE [A] 15.9 » 11.3
(95%CI) (13.2, NE) (9.5, 14.8)
os™ NP — R 0.64
(95%CI) (0.49, 0.85) —
P fE" 0.0008
FfE [A] 6.4 4.8
(95%CI) (6.2,8.3) (4.2,5.7)
PFS*L™ NP — R 0.56
(95%CI) (0.45, 0.70) —
P fE" <0.0001

Cl: XM, NE: HERT. *1: FRBFREOT —4 201864 A3 BAy bAT7, 2: 8
Rl Cox HfINPF— REFNMCE BT TER, INVRTTF RO T Y FFE/AXiL nab-PTX
OPREIEL OB, *3: BRIT 5 VR, *4 : RECIST HA R AV L1 RICESSER
TFAhSL R RE



100
90 7 N
80 ]
70 1
X 60 ] .
5 50 - e P
N.‘ 4
30 _- ‘0—!-'-"
20 : — Aoy QIW, VAT SFYRIIUIE IRt S F )
18 1 ——— F5th ALRTISFYRUNIY S5 R a7 U TN
0 3 6 9 12 15 18 21
at risk#% AR LA
F#H200mg Q3W. ALk
TSFIRUGIIUIFE 278 256 188 124 62 17 2 0
Widnab-It7u 9%l
I3tk ARFSFY
RUEKIUIFE R 281 246 175 93 45 16 4 0
nab-N7U9%8l

X6 OSDHHEENFEED Kaplan-Meier Bi#f (KEYNOTE-407 352

100
90 ] — N0 QIW. HETSFURUITYIE BN nab/ 7Y S F R
80 ] \-\\ ——— SRR, ALRTSFRUNTUSE LN nab-I7Y TR
& 70 -
# 60 ] ‘
# 50 7 \'\
# 40 1 ™~
g 30 \_,_\
20— ‘_\ﬁ‘i-«_‘__.‘.-,__h'—
1 0 ' . -q—__-’-'——-.-ﬂ—--——-l
O T T ) T T
0 3 6 9 12 15 18
at risk2k H|IEE4FHRG (B]
F#200mg Q3W, AR .
TSFUREIRIUIFEN 278 223 142 57 23 5 0
Rignab-It7U9% 8l
IS5tk ARFIFY
VRS J S 281 190 90 26 12 4 0
nab-1$7u9%El » i

M7 BRFHREEIC LS PFS OB RN O Kaplan-Meier Hif
(KEYNOTE-407 3 B)
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GERERFEMBRER (KEYNOTE-042 FER)

(LA RIERE D 72\ EGFR BfaF AR ALK WA BETFREMER O PD-L1 B4 (TPS
>1%) OYIRFEERET - BROF/IARMEERE 12746 (AARABHIEZET) %
BRIz, AK) 200mg Q3W BEDE MR VREMN, 77 FFRE 2 S LLFRIEL
XL LTHREI SN, 2B, BRI CREETHIRD bhiBaic, RERETZR
FTRERATRD SN VEDRBENIZEZE L TV RE TII, REIDEOBERITME TRE
@ﬁﬁ%b%héiﬁﬁﬁ@&%%%ﬁ#é:kﬁﬂ%kéﬂt%iﬁﬂﬁﬁﬁmos
LEh, AR S FFRBME SR ERIEL R LT, OS 2ARICER LT,

*:24 H B ETHRESNEESIAFOREEPIE L, 20%, KRETIRED bNEE
WREEETEDRI L AN, ’

%5 AR (KEYNOTE-042 3282 (PD-L1[B#: (TPS=1%) @%%‘ﬁEﬂ)

TIFFERE G
A 200 mg Q3W i,
e 637 51 637 141
o e [A] 16.7 12.1
g};:;% os™! (95%CD (13.9,19.7) (11.3,13.3)
(& fkEH) ) NP — 2 0.81
(95%CI) (0.71, 0.93) —
’ P @™ 0.002 .
RS 299 ] 300 1
o i [A] 20.0 12.2
;Pgiiﬁo os™ (95%CI) (15.4, 24.9) (10.4, 14.2)
- AP 0.69
(95%C)) (0.56, 0.85) N
BEK 338 337 {3l
0 FRfE [A] 13.4 12.1
53;;%5;”’ os*! (95%CI) (107,18.2) (11.0, 14.0)
- NP — R 0.92
(95%CI) (0.77, 1.11) B

ClI: EHEERE. *1: PRIETEOST —4& (201842826 By A7, *2: EE'J Cox @Y
— REFNMC LB T FFF R 2 ETbRE L O, *3: BRI 7'J 7 1RE

11




100
90 - ——— FB200mg QW
80 \\ ——— ISFIEEESCIEE
70 7
X 60 ]
ﬁ 50
# 40 1
20 _- -
10 ]
0 6 12 18 24 30 36 42
at risk2% SRR
AEFI200mg Q3W 637 463 365 214 112 35 2 0
ISF BRSO EELE 637 485 316 166 88 24 1 0

E8 OS OB Kaplan-Meier %t (KEYNOTE-042 3RE#)
(PD-L1 Bt (TPS=1%) DEEHEH)

12



[Zait]

OERLE RS MRS (KEYNOTE-024 FER)
EELIIAKIEE 148/154 B (96.1%) R Tr SOC B 145/150 B (96.7%) \Z@BH b, 18
RE L OREBBRRTETE RVWESTERIL, £ 113/154 B (73.4%) KT 135/150 £l
(90.0%) ZFBH B, WTFNAORETREEN 5%U LORBHERRTROLEY ThHo

77
#£6 VWTHHOHTHEEER 5% EOBWER (KEYNOTE-024 REB)  (Z2MMITXRME)

BERKSIE (SOC: System BB (%)

Organ Class) ANV SOC #

HAZE (PT: Preferred Term) 154 % 150 5
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4 Grade  Grade 3-4 Grade 5
2BIER 113 (73.4) 40 (26.0) 1 (0.6) 135 (90.0) 77 (513) 3 (2.0)
mEE LY VREE

=il 8 (52 3 (1.9 0 66 (44.0) 29 (19.3) 0

B mERIRA 1 (©6) . 0 0 8 (53) 2 (1.3 0

#F PERIBAME 1 (0.6) 0 0 34 (227) 20 (13.3) 0

M/ NMRIBAE 0 0 0 17 (11.3) 8 (5.3) 0
W WEE '

FIR R RE TLEE 1171 0 0 0 0 0

PRI AR IR T AE 12 (7.8) 0 0 1 0.7 0 0
BIREE .

{ERY 6 (3.9 0 0 17 (11.3) 0 0

TR 22 (143) 6 (3.9 0 20 (133) 2 (1.3) 0

i 15 (9.7) 0 0 65 (433) 3 (2.0) 0

nN% 4 (2.6 0 0 18 (1200 2 (1.3) 0

A 4 (26) 1 (0.6) 0 30 (200) 1 (0.7 0
—f% - EEEER LI TREHMORE

EIE 5 32) 1 (0.6 0 11 (7.3 2 (1.3) 0

P 16 (104 2 (1.3) 0 43 (287) 5 (3.3) 0

ek 1 (0.6) 0 0 9 (6.0 0 0

BB 16 (10.4) 0 0 8 (5.3) 0 0
HRRIREE

ALT3#h 10 (6.5) 0 0 7 &7 0 0

AST 38 8 (52) 2 (1.3) 0 5 (3.3) 0 0

ez V7 F= 8 3 (1.9) 0 0 15 (100) 1 (0.7 0

RSB 0 0 0 20 (13.3) 6 (4.0) 0

/MRS 0 0 0 18 (120) 9 (6.0) 0

A i BREIEA 1 (0.6) 0 0 16 (10.7) 3 (2.0) 0
R#p L UosERE 00 .

BARMEER 14 (9.1 0 0 39 (260) 4 (@27 0

&~ 7 % ¥ 7 ALEE 1 (0.6) 0 0 9 (6.0 0 0
BERRE L ORHAERES

RAEE 13 84 0 0 4 2.7 0 0
PR RIEE

RERE 1 (0.6) 0 0 15 (10.0) 0 0

M= 2 — 1 F— 2 (1.3) 0 0 9 (6.0) 1 (0.7 0
FRIRER. 3R L UHERIES :

B 8 (52) 4 (2.6 0 1 07 1 (0.7 0
BEB X O THREE :

BB HE 0 0 0 12 (8.0 0 0

BRI 8 (5.2 0 0 1 0.7 0 0

% 5 FEIE 12 (7.8) 0 0 3 (2.0 0 0

b33 11 (7)) 1 (0.6 0 3 (.0) 0 0

13



728, AERIBEIZBWCHIEMMER 9 B (5.8%) . KIBXK - EEDO TH 8 F (5.2%) |
WREE (X7« NV—EERS) 260 (13%) . FFEERES 2241 (143%) . B
BREEREREE 21 B (13.6%) . TEAEMEESE 1 4] (0.6%) . 1 ZERK 146 (0.6%) .
BHREEE (RAEREEBRS) 16 (0.6%) . BEXR 16 (0.6%) . ik - BEECHR:
FEFEIE 161 (0.6%) K infusionreaction5 ] (3.2%) N SNz, £/-. EEDEE
BE (REREIRERER, 2, BEXREES) | BIBHSEEE, EEGEIE. M
% - BEIES, SEOBEK. LK. REMED/MRIBA SRR, Bk OPRIFER
BIIRO N o7z, ARWEARBRAIIBEESES (ERREHEEE2ED) 2580
EHERETRT,

QIEBRIEF S T/MAEFRER (KEYNOTE-010 A5R)

HEFLIL 2mgkg Q3W A 331/339 £ (97.6%) . 10 mg/kg Q3W ¥ 330/343 £l (96.2%)
R UDOC B 297/309 B (96.1%) 2R b, BREL OREBENBETERVES
ERIX, EnEFh 215339 i (63.4%) | 226/343 fil (65.9%) KX 251/309 6 (81.2%)
B bz, WTFENNOETREZRN UL EDOBEERBIZITROLEBY Thoi-,

#£7 DWThrORTRERN 5% EOBWER (KEYNOTE-010 38?)  (ZetEAZMT a4 m)

F/EAMKXZEE (SOC: System BEk (%)
Organ Class) 2 mg/kg Q3W BE 10 mg/kg Q3W ¥ DOC %
HAFE (PT: Preferred Term) 33941 343 i 309 %
(MedDRA ver.20.1) £ Grade Grade 3-4 Grade 5 % Grade Grade 3-4 Grade 5 “® Grade Grade 3-4 Grade 5
£EIER 215 (63.4) 41 (12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3.(0.9) 251 (81.2) 107 (34.6) 5 (1.6)
MEB LY VR REE

=i 10 290 3 (09 0 14 @41 1 (03 0 40 (129) 5 (1.6) O

P ERBAE 1 (03 0 0 1 (0.3) 0 0 44 (14.2). 38(123) 0
HNOWEE

BN o 25 (7.4) 0 0 23 (6.7 0 0 1 (0.3) 0 0
BREE

T 24 (7.1) 2 (06) O 22 (64) 0 0 56(18.1) 7 (23) 0

B 37(10.9) 1 (03) 0 31 (9.0) 2 (0.6) O 45(146) 1 (03) 0

oMk 13 (38 0 0 7 20 1 (03 0 43139 3 1.0 0

& - 12 35 0 0 13 3.8) 1 (03) 0 24 (7.8) 2 (06) 0
—f% - 2FEER LURETLAORE '

Fiyabhd 20 (599 1 (0.3) 0 19 55 2 (06 0 35(113) 6 (1.9) 0

S 46 (13.6) 4 (12) 0 49(143) 6 (1.7) 0 76 24.6) 11 (3.6) 0

FH 5 (1.5 0 0 4 (12) 0 0 21 (6.8) 0 0

BB 10 29 1 (03) 0 14 41 0 0 17 (55 1 (03) 0
BRERIRE ' '

I EREEA 0 0 0 2 (0.6) 0 0 24 (7.8) 19 (6.1) 0
HRREE

SERLE 3 (09 0 0 3 (0.9) 0 0 17 (5.5) 0 0
KER X UK THEEESE .

BERE 309 0 0 2 (06 0 6 101(327) 2 (06) O

% 5 FERE 25 (7.4) 0 0 32 (9.3) 0 0 5 (16 1 (03) 0

5 29 (8.6) 1 (03) 0 44(12.8) 1 (03) 0 14 (4.5 0 0

728, 2 mgkg Q3W K TN 10 mg/kg Q3W ﬁib:a‘sl}\f%h%“n BB MRS 15 6
(4.4%) BN 148 (4.1%) . KIBE - BEOTH S H (1.5%) RU246] (0.6%) . &
EDREREE (REHEIRGEER, WA, EREES) 1 4 (0.3%) KU1 5 (0.3%) |

14



MRS (XT7 0 SU—ERRS) 261 (0.6%) RT3 B (0.9%) | FFERERE 23 4
(6.8%) RUR22 5 (64%) . FRIRMMSAERETE 32 61 (9.4%) KU}3541 (102%) , T&
IAHSEEREE 1 ] (0.3%) KU1 61 (0.3%) . BIBHEREREE 2 f (0.6%) BTN 1 41 (0.3%) .
1 BUEERRS 1 1 (03%) ROt 2 f (0.6%) . BHEEREE (RUESHEMBEAS) 4 4
(1.2%) KO0 @F. BEZ 161 (03%) RO0H, fhk - BRBURARE 1 6] (03%) RTY
0 %1, infusion reaction 2 Bl (0.6%) KU\ 6 41 (1.7%) M| bz, Eiz, BEHESN
fE. BMZS - BEMEZ. 5 &L, DK, REMI/MRBOEREDR, BNk O
RIERBIIRD ShiehoTe, ABWERARBRAIIEEFS BAREEEYZET)
PEUDEERETT '

GEBELFSEMBRAER (KEYNOTE-189 3ER)

HEESIIARKIGEARE 404/405 5] (99.8%) R UK HREE 200/202 4] (99.0%) IZF8®H L
. IBREL ORRBEREIBE TERVWEERRIZ. ThEN 372/405 Bl (91.9%) &
10 183/202 4 (90.6%) 1380 bz, WTNADBETRERN 5% LORIERII TR
DEBY ThHoTz,

#8 WThrOBRTRIRN 5% EOBHER (KEYNOTE-189 i)  (Z2MEMATxREH)

FERIKS%E (SOC: System BIE (%)
Organ Class) AH\GF R EE {LFRIERE
B:REE (PT: Preferred Term) 405 41 202 4
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 & Grade Grade3-4 Grade$5
£BIER 372 (91.9) 193 (47.7) 9 (2.2) 183 (90.6) 80 (39.6) 2 (1.0)
Mg LR’ v _REE ‘ :
i 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
REMELT PERBAME 25 (62 24 (5.9 0 4 (20 4 (0 0
B i BRI A E 2 (54 8 (0 0 12 (59 1 (0.5) 0
P ERIRAE 101 (249) 59 (14.6) 0 45 (22.3) 22 (10.9) 0
i/ RIRAEE 69 (17.0) 31 (1.7 0 27 (134) 13 . (6.4) 0
NWEE
FOR R RE AR T E 22 (5.4 2 (0.5 0 3 (1.5) 0 0
IRMEE
RN 51 (12.6) 0 0 14 (6.9) 0 0
BBEE
(5 67 (16.5) 0 0 24 (11.9) 0 0
T 78 (193) 15 (3.7 0 - 22 (109 4 (.0 0
B 187 (462) 12 (3.0 0 90 (446) 4 (2.0 0
A%k 26 (64) 2 (0.5 0 /15 (74 1 (0.5) 0
A 74 (183) 7 (1.9 0 39 (193) 4 (2.0) 0
—f} - EHEEB L UCREEHMORE ‘ '
E|IE ‘ 53 (13.1) 16 (4.0 0 31 (153) 3 (L5 0
P 134 (33.1) + 20 (4.9) 0 62 (30.7) 3 (L5 0
FEREDORAE 30 (74 3 (0.1 0 14 (69 1 (0.5 0
AR 27 (6.7) 0 0 12 (59 0 0
FEE 24 (59 1 (02 0 4 (20 0 0
BRI L OEE BIE _
AL 20 (4.9 1 (02 0 10 (5.0 0 0
ERERIRET
ALT #80 38 (94 2 (0.5 0 16 (79 3 (@15 0
AST 380 28 (6.9) 0 0 10 (.00 1. (0.5 0
w7 V7 F = 8Em 32 (1.9 1 (0.2) 0 12 (5.9 0 0
B mERF IR 2 G4 7 A 0 172 (.9 6 (3.0) 0
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BERXSE (SOC System : FlE (%)

Organ Class) AFIGF R {LERIERE
EAEE (PT: Preferred Term) 405 202 i
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade5 4 Grade Grade3-4 Grade 5
RABLOFEES
BARIBOE 84 (207) 4 (1.0) 0 42 (208 1 (0.5 0
= 720 S 2 (54 5 (12 0 3 (1.5) 0 0
TR REE
HRREAEY 37 O 1 (02 0 14 (6.9 0 0
BB X UETHREE
i -12 1 @7 0 0 12 (59 0 0
& 5 R 37 9.1 0 0 12 (5.9) 0 0
b2 51 (126) 5 (1.2) 0 17 84 3 (1.5 0

B, ZF%IJ%i BWTHEMERMERR 16 51 (4.0%) . KAFS - EE D TH 20 41 (4.9%) |
REE (X7 - NU—EEHS) 101ﬂ (2.5%) . FFHSRERSE 62 61 (15.3%) . Bk
FREER EB“% 324 (7.9%) . TEAHERESE 2 4] (0.5%) | @J%% EREE 1 41 (0.2%) |
1 BUMERRYS 1 B (0.2%) . BHEREREE (RMEMEMBRSE) 256 (6.2%) . k26

GH%)&WmmmmmeSW(M%)#wb%ﬂtoit BEORBREE (KE
FIEIREERE, SN, BREES) | Hi7 - BEUGREE. EEFENE, Bk -
Bk, & oﬂﬁﬁé DS, St i MR MESEEERS . W A I & OFRFERER 1T
B LNl REWERRBRNIIBEESSR (BEREBEFE2EL) 2a &R
BRE2TT,

@EEILFRFEMIBFRER (KEYNOTE-407 3ER)

HEFRIIARARE 2731278 B (98.2%) I USHHEREE 274/280 1 (97.9%) 123D b,
BRELORRBRVBETERVWAEERIL, £hLh 2651278 Bl (953%) KO
249/280 i (88.9%) 1T BTz, WFNADBEETREEN 5%LL EORIERIZITED
LBV THoT,

£9 WThHORCTRBEER % LOREA (KEYNOTE-407 K (ZSMEIg&Em)

BEIKRSEE (SOC: System ) F%E (%)
Organ Class) ARG R {LERIER
HEAREE (PT: Preferred Term) 278 4 280 %1
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 £ Grade Grade3-4 = Grade$5
£EWER 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
MR LY R REE
2l 123 (442) 38 (13.7) 0 117 (41.8) 43 (154) 0
FEEPELF P ERBAE 14 (5.0) 14 (5.0) 0 10 (3.6). 10 (3.6) 0
B I BR IR A FE 23 (83) 12 (4.3) 0 19 (68) 12 (4.3) 0
IR E 97 34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
M/ MRIBAE 81 (29.1) 18 (6.5) 0 58 20.7) 16 (5.7) 0
P IREE
FR AR BE TR RE 17 (6.1) 1 (0.4) 0 2 (0.7) 0 0
FRIRMSREIE T 16 (5.8) 0 0 3 (LD 0 0
BEBES :
1B 31 (112) 1 (0.4) 0 25 (8.9) 0 0
FH 61 219 8 (2.9 0 47 (168) 4 (1.9 0
i 85 (306) 2 (0.7) 0 71 254) 3 (1.1) 0
A 36 (129) 1 (0.49) 0 25 (89) 3 (L1 0
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MEBIKRSEE (SOC: System FE () v
Organ Class) AFIGFFRRE {LERRIERE

HAEE (PT: Preferred Term) 278 %1 280 45
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 & Grade Grade3-4 Grade$s
TR - EAEER L OGN ORE

& FIE 46 (165) 3 (1.1) 0 41 (14.6) 6 (2.1) 0
S 54(19.4) 7 (2.5) 0 52 (186) 7 (2.5 0
ERRRE

AST 80 14 (5.0) 0 0 5 (1.8) 1 (04) 0
P ERER D 24 (8.6) 17 (6.1) 0 28 (10.0) 24 .(8.6) 0
s MRE A 23 (83) 5 (L.8) 0 16 5.7y 6 (2.1) 0
B ek 30 (10.8) 11 (4.0) 0 28 (10.0) 10 (3.6) 0
et L Ok RREE .

BARIBEE 47 (169) 5 (1.8) 0 57(204) 4 (1.4) 0
&~ 7" %37 A HLEE 15 (54 1 (0.4) 0 % 32 2 (07 0
BHEKRRB L UHESERES ,

RAEE 36 (12.9) 1 (0.4) 0 24 86 2 (0.0 0
inlzkc 32 (11.5) 2 (0.9 0 26 (93) 1 (04) 0
HERES

RRERE 23 (8.3) 0 0 7 (2.5) 0 0
Rt = 2 —m 3 F— 55 (19.8) 3 (1.1) 0 37(132) 2 (07 0
SR 15 (54 1 (04 0 13 46) 1 (04 0
FHERE =2 —aF— 31 (11.2) 0 0 36 (129) 2 (0.7) 0
KB LU TRARES ”

B 126 (45.3) 1 (0.4 0 100 35.7) 3 (L1 0
& D EE 29 (10.4) 0 0 i5 (5.4 0 0
b33 28 (10.1) 0 0 20 (7.1) 0 0

72 g0, AFBHC I T RVEMERER B 14 61 (5.0%) . KA - EEE O TH 14 B (5.0%)
MRIEE (X5 - NVERRS) 556 (19.8%) . AFHEEEREE 26 B (9.4%) . FIR
BRESREREE 31 4] (11.2%) . TEAHERE 24 (0.7%) . B¥ERE (RMEMESE
BRE) 641 (22%) BV 1nfu510nreact10n6 il 2.2%) BRD LT, ¥, BEOK
Eﬁﬁ (R EREERRE R, A, ERAES) | BITHAERE, 1 BERKR. K

. Bk - BREUTRUARIE Erﬁ%ﬂﬁr fhige - BEIRA., S DER, LR, LT
Ifll/Mfﬁﬁ’}‘ MESEEER . YRR ML & ORIFERE TR D bivigd o7z, ARRITERFEEIRIL
XEEES (BRREEREZ2ED) 223DEHMERZTT,

GEEILFFEMMERERE (KEYNOTE-042 )

HEESRITARKIEE 610/636 B (95.9%) K UMLEEIERE 606/615 B (98.5%) | IR b
n. BRE L ORRERABTETEARVEEERIT, ThEh 399636 F (62.7%) &
V553/615 1] (89.9%) IZERD bviz, u\v‘nm@aﬁ%ﬁm: 5%, EDRIWERIZ TR
DERBYThoT,
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F10 WPHLAOBETRIEEN 5% EOBER (KEYNOTE-042 BB

(REHARIT A RAEE)

HEBIKSEE (SOC: System BB (%)
Organ Class) AFRE {LZERIERE
HEAEE (PT: Preferred Term) 636 615 %l
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5 4 Grade  Grade 3-4 Grade 5
2EIfER 399 (62.7) 104 (16.4) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
MmEB LY R REE
Hif 35 (55) 4 (0.6) 0 229 (372) 80 (13.0) 0
A i BRI FE 10 (1.6) 0 0 35 (5.7) 10 (1.6) 0
HFHERIBAE 5 (08 1 (02 0 88 (143) 46 (7.5) 0
/R A 3005 1 (0.2 0 56 (9.1) 10 (1.6) 0
5y IR
FRAR R RETTESE 37 (5.8 1 (0.2 0 1 (0.2 0 0
PR AR RIS T AE 69 (108) 1 (0.2) 0 2 (0.3) 0 0
B BEE _
{EF% 8 (13 0 0 68 (11.1) 0 0
T 34 (53) 5 (0.8) 0 46 (75 1 (0.2 0
B 31 4.9 0 0 184 (299) 7 (1.1 0
A% 7 (11 0 0 31 (5.0 0 0
Ngm- 15 (2.4 0 0 97 (158) 2 (0.3) 0
—f - EHEER L OCRERALORE
&S5 27 (42) 3 (0.5 0 60 (9.8) 10 (1.6) 0
EH 50 (790 3 (0.5) 0 102 (16.6) 8 (1.3) 0
BRERRE .
ALT /M 45 @71 9 14 0 53 86) 5 (0.8 0
AST 8 41 (64 4 (0.6) 0 42 (68 2 (0.3) 0
HFHERER D 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0
M/ MREIR A 2 (0.3) 0 0 64 (104) 20 (3.3) 0
i BRER A 3 (0.5) 0 0 71 (115) 32 (5.2) 0
R#B LURERES
- BAREGE 40 (63) 5 (0.8) 0 109 (17.7) 9 (1.5) 0
HEBRRBLURAHEGES
2 3eipe 27 (4.2) 0 0 46 (1.5 0 0
LASEE 20 31 1 (02 0 50 (8.1) 0 0
HRREE :
KR = = — 2 F— 1 (0.2 0 0 50 @81) 5 (0.8) 0
KIFHEBE = 2 — o /RF— 3 (0.5) 0 0 41 (6.7 6 (1.0) 0
FEIR 2R, MOERIs L OWERRIE S
Filigds 43 .(68) 19 (3.0) 1 (0.2 0 0
BB XU FEEE
BLESRE 2 (0.3) 0 0 136 (22.1) 7 (1.1 0
S EE 46 (72) 2 (0.3) 0 15 (2.4) 0 0
5 46 (7.2) 3 (0.5 0 27 (4.4) 0 0

721 AFIBEIZ BV CRIEMERIRER 49 B (7.7%) . KBS - BE DO TH 10 £ (1.6%) |
BEOKRBEE (REHRIREFER. S0, BRERES) 14] (02%) | HEESE
(XFF v« NU—EGRHE) 16 (02%) . IFHEEEE 76 61 (11.9%) . FIRIRMRER
04 (14.5%) . FTEAEERE 36 (0.5%) . BIBHEEREE3 6 (0.5%) . Bikie
BEE (REEMEMTRSE) 346 (05%) . BER146 (02%) . LHR 16 (02%) &
1! infusion reaction 6 5] (0.9%) 23§D BN T, E7-. 1 BIFERIFE. ALK - BB RRIE,
BAERPIESRE, A - BEREZE, B8 DA, St i/ MRBAEEBTR, WA R &
UIRFERBHIFR D b h o 7o, KEWERRBRIUIBEEF S (BRREEREE 2 &)

EELEHERETT,
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(A - AE] _
AR OBEREYFEESNAEZFA LY I 21— a3 &V, FA 200 mg %
Q3W. 400 mg % 6 BRI (AT TQ6WI £\ 5, ) Xik 10mgkg (KE) % 238
B (LT TQwl L5, ) TRE LIEBEOAF OMmEFRENSRITENT, £OK
B &K 400 mg & Q6W THE LBEOAF O EEREICK T 2 FHMFFRE (B
T (Cavgssl EVVD, ) 1%, AHI200mg 2 Q3W THRE LTBRD Cogss LEET 5 & T
Ent (TF) . £, A& 400 mg & Q6W T E LZEEOAK| O EFIREBICIEIT 55K
BIMEFEE (LT (Camsl EV 5, ) iE. &K 200mg & Q3W TRE L7ZERD Cuaxss
LB L TEEEZFTETFHENZLO0, EAANBE IRV TIEENHB ST
AR AETHBAH 10 mgkg (KE) % QQW TRE L7ERD Craxss & B L TE
BERTEFRHENE (FR) . 512, BHBAERE 2XRITHKHA 400mg & Q6W
TR E L EANETRRER (KEYNOTE-555 3RER) X 0 &5z ZRMEIZE-S < Emahhk
NG A—FF v Ial—a XY FRLEEYERA<T A —F LEH L (TR,
Mz C. BEOBEICBIT 3RBEARBREEICESE, AROBREERE L A IR e
L OBEEE BT ABRERGET VA EE I, AF 200 mg Z Q3W ik 400 mg %
Q6W TRELEEORER LAV IIREM L OBFEIZ S VWTHRFSLEER. k
ROMAE - FEOB AR L EMICHELREZR IRV E FRIS N,

£11 FHOEMBE ST 2 —F

Rk RE | (o (g (ago) ) ) g
200mg W | (5050 1o | (78183 | (17,940 wasi0 | Gos3ta
400 mg QOWT (12;,2?24) (32.?)?'342.7) ' (10.11(,).160.8) (142:“1;49) (50.51(,)'57 1.3) (19.%;?;0.9)
40(0£“J§J1%6)W (1351.2,6.10;6.4) NA (1 41:’ '?;4) NA NA NA
10 mg/kg Q2W! (212,2223) (14;?41‘45) (1 1;1 20 (423,2§33) (272,7282) (19;,9200)

t:n=2993, 100 DI I=b—a CX D EBENZRMEHEDFRME (25%R,97.5%R) \ Conax : FEHR
B OBEEMETRE, Cu: NEREZOTPHMIEFRE, Con: HIEREE (FA 702 55 OREMLE

EP{EE‘ Cmax,ss : ﬁ#%ﬁ%‘
BT HERRMLEPRE

i 56 BOBMTEIIE (95%(EHXM)
§: 41 FIORTEHE (95%ERXRH)

NA : B2 L
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4., FERRIZOWT

AFIOBEMB LR LT, ARBEE & L THEARERE (&FRE) »MEEbhTn
B lhb, YZAELBEYICERTEAIMBRTHINERD S, €O LT, EXRY
A7 EHEIE (RMP) IZESE | FAIOERRZEMERBE~DHIERIN & 2 Mk
Tho T, BFOEESEPHEL2BEZDZH - HEL. AFOBREIZL Y EE2BIERE
B LEBRICHINT 5 2 EBMNERZD, UTOO~QDT T2 THRIZIBW\T
HERTHIRETH B,

@ HRIZOWT

®-1 T?@(Uﬁvw)@wfnmk&é¢ém ¥ CThHBHI L,

(1) BEARBKREIEET 5 A DROEEIL RS ERERFR A DB ISR,
A A SR L AURE, MRS A R e &)

() HEMRERBE

(3) FWERRMNENIEET D BABREERE (BABFREEREERR. SARREE
BB, BABEREERERR R E)

@) ANFAFREELRE L., FRCFRENE 1 IR FRIEME 2 OhEsk L
R BB EAT o TV B HER i

(5) PMEHEEALSEEMEORRELEICRDEHEIT> TV B HER

@2 MEOEFRERUE 1@%%%5#@*]‘5'6 ooy T L & B T (TR
WEFRAZEZET S Eﬁﬂi) 75= HEPRBOFRFCET 5IRROBEE L LTRESh
TWBHZ L, '

x

o  [EBMGIFERGEE 2 FOVBELZET Li2RIZ 5 FU EORABROBKRME S
ToTWAZ L, 9B, 2FULIR, BAEYEEZ T L L-BRIEESZOWES
fToTWBdZ L,

o EMGRFEREE 2 EOMMTHERZET L-EIZ 4 FULOBERRZEL TS
e, b, 3FEU R, FEONARYEEZ S T MERBRRFEOBRRFHE LT
TW3BZ &,

@ BEADOERLEREZROKHIZ VT

ERMLFREBINEETIHEEENRB SN, BEECEILOBFRED, BRE - &
EREFRZOFROTHER CEME N T 5 FHRZMH, AFFRPRELLEEOWME
5. FRBEXNITTON L EKFHINE->TVDE I L,
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® BHER~OXRITONT

@-1 HERREHIC BT 5 B2 :
BEHMEREOEEREEANTE L-BIC, 24 HEZREHOT, HZERX
ISRV T, BRLUZEWERIE U TAREEER O CT Z0RIER OERIC L

ERREOKENY AFIZELN, ELICHGARRERIES TVD I L,

®-2 EREEZHCLI3AFFSMNICET 5 E M

RABE D 2 EMN LR NBEOREL AT 2 EREENAERT=F ) 7
BEDEERORAI ) —= v P EITOVERE L EREILF TE 5 F— L EREHIDE
BENTWAZ L, 2B, BEEEICSVWT, BARE LZOFREICHHICAMSNT
W3k, ‘

@-3 BIEROBZE-CANIZEALT

BlVEA (RIEMERICIL., KIB%K - NBJ - BEO TR, BIERK - AL - IF
HeReREE - T4 - BLMEIEE . BREEEE (RESHENEERS) ., NowEE (T
EAMAEREE . R BIBMEREE) . 1 BBRR. 5O BRE. Hgk - B
TRMEE., Bk, BEORBEE (TEEREETMEE, RIGHERER. 2L
B, MERMEL). infusionreaction, MMZt - BEMEZ, BEMHENE, MERE (X7 -
NU—ERERE) DK, BERMKREE B/ MR SR, Mg,
R, EEAERES), MRARVEGR, BE%) LT, YRERULERE
PO EMM L AT 5 B & L BIEAOBECRICE L TR OB LR
FoNBEMHIZH B L) | EHICENZLEBRTE BEHAE-TNEI L,
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5. #EMBERDBE
(B3I BE 2 FH] :
O FFOHEMZRETITREOBEICBNTEMMENRIN TN,
o (LFEFIERO RV EGFR B FERRM, ALKREBETFRMEK O PD-L1 B
% (TPS=21%) DYIFRRRERELT - RO/ NERAEEE
o TIFTHEREEUERIERE A T 5 PD-L1 % (TPSZ1%) OEIRREER
T - BROF/NIRGERE (728, EGFR BETFERBM XTI ALK A&
GBFBEDBRETIE, FhEN EGFR F 1 ¥ 3+ —PHEAIX T ALK 51
P —ERERORERRE AT 5 HBE)
BB, TPSIZRAT7n ) X~v7 (BEFHEEEZ) Oar =3 28K (REAS :
PD-L1IHC 22C3 pharmDx [# =) ) ZHAWVWTHIET S Z &,
@ AFOMOFIEMIEER & OHAREITREORAFICBVTEDENRIATY
B
o ARAMVFERRUTIFTHAE OFRRS  LHREREDR\, EGFR &
EFERRMRD ALK BEBETRIEOIRTREREN - BROFERELR
FE/ MR itE R E
o INRTFTFURUNRT Y FZXE/NRXiLnab-N7 U F &1 EDFRRE (b
FRAER O 72V EIRTREREST - BRORF LRI/ IRaitEBE
@ ALFEFRIERE D 2VEST - BROIE/NRIIE BE X, PD-LIRZE T PD-L1BH (TPS
21%) Thivd, XFOHEMBELZBRTIE THD, £z, EEFHREICK
TAHRBEMECRER RN EEZ BB BEITR LT, PD-LIETRIIIC»H S
T, FNENOMBEI S L CEN RIEECERE L OREEEBE T LM
TE B, BB, AFNOEREITH o Tk, BBZ2ETA 74 v (AARERSR)
%%:?%HE?“Z) Zr @&
@ TRRRZYTI8HE _xffréz:%uw&ff&oﬁﬁﬁﬁ/f IZDOWTHE, ARAN OB Zh R
EE_Léﬂ’LTj’D 59, AROBERR L 25720,
o IR BLERE
o QOTHADHENRTEN TV RWLOTEMEER & OHRE

BED g2 E, BB FT12 (BARMSBRARE) 1CRBVT, FIAABETEREERME D
(DECOG Performance Status 0~1 %2 T 75 8Ll E. XIZ@ECOG Performance Status 2 €2 OBE 1%, 83
HRFUES (FE&3eL%) OBFRENHEEBINTRY., 20X 5 2BE T, EE(LEEEIIT
AEARMCHE DD EEZ NS, .

#2) ECOG ? Performance Status (PS) -

Score Ex

0 | &<MBER{EHTES, ERiMLALBEEEIHIRRIITLS,

1 R LWESNIHIR S5 28, SHTHRET, BIEERE - TOREIRITI TN TE S,
Bl - BORE, FHEX

RONEEDOHFOBEIY DI L LM TERW, BFD50%UELEEZy FABRFTRIT,

Bl

LB, BODEDOEY O LiEeL TERY, B2y FIARF TR,

22

BT THLOFOEY O Z 23T _XTHEREMERRITE R, BHD 50%5 Eidy FA TR,




(%=

)

&)

2T 3 EH]

TﬁuMﬁTé%ﬁuOWTiKﬁﬁﬁﬁﬁmMEéﬂTW5 L BEZTT

blanz &, :

. ﬁﬁ@%“’ﬁbﬁﬂf@%ﬁﬁ@&é%%

TR IR DRI waﬂ_M%Téﬁﬁuome:ﬁﬂ@&%ﬂ%ﬂén&w

B, MOBFRERRESRVEECRY, BECAREHERATLZ L2ERTE D,

o MEMMEBOSHXIIREDH D BE

o MEHERRECHER 2RO 5 BE R UGB O M SRR ORI
LD RERESB AN D BE

. EE%E%%@%H\Xu@ﬁ%&%L<mﬁ%ﬁmaaﬁﬁﬁ%@%ﬁﬁm
HHBRE ‘

o ERBEE GEnSMRBHEEEZSL) 0boEE

s WEORBRRENIIBEFEERATLIAE

¢  ECOG Performance Status 3-4 &2 DOBHE
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6. BEICBLTHETR&ETH |

O WANCEFIOMZ, BERTER DR T 2 ERSICE S XA H ORER OB EHE
RO BBREREHLICEBR L THOERT D Z &,

IBRBAMBICES D, BEXIZOFKRICAEDIMEROEREEZ+SFHAL. RE2H
ThbgRETEI L,

ERBEWER D<A MZ2WT

®

®

BEMHERERD SN BB DOT, ABEOEREITHIZ> Tk, FIHE
R (B, FERREE, ZE) ORBEURE X #REOCERE, BEL 1+
FTATH T &, e, REZLUTHE CT, ME~—V—SORELZERT
5k, _

infusion reaction 23% H o5 Z L 3% B, infusionreaction 235D L NT=HHIZ
%, BEIRABEITD & b, ERVBEET S THREOREZ +oICB8
THIE,

FIRIRBERERE S . TEHRMERERVRIBBERER D LDLNLEIZLRHEHD
T, FANOKREHAFT LR OCREHE PITEHMICA S IWHERERE (TSH,
T3, EHE T4, ACTH, P aNF Y —NVEORIE) 2EET D &,
BUERTR., FA2E. RS, FX. BUEREEREHoDLNLDEZ LB S
DT, AFOE GBI R SHE I EFNCIFH#ERZE (AST, ALT,
v-GTP, Al-P, BV LVEVEDREIE) 2EMTIZ L,

SEIREK WIEAERMIEEREARZESD) FOEERREERH LIS
ZERHHZOT, EHHROREOFELHRTHI L, Eio, RORER
ROOLNTHEITIT, BONCERKBELZZZ2T5L2BEEEETLIZ L,

AFKIOBREIZLY | BEORBERSICERT S LB 2 b dike REBOWRE

BHLPNAZLRH2, BEPRBDONEHEITE, BELEBERIIES L
HFRR M & BREFFOEAD & B U CEIARENRZR 21TV, BE DR
RISIZ L BBER B &DN 2B AT, AROKRE TR, RUBIBRER
NEVHRIOBREEEZERTDHZ L, 2B, BIBRRESNVEVOREIZLVEIE
RAOBERRED bNR2WREIZIE, BIBEREFRNAE LSO mZmEIEl 0B
LEEREITHZ L,

BEMRTHR, SRR OBV ARB L T LRWERAMRRRTIZ RS D0,
AR OB EMRTRIZOGEWERORBBII+DICERET DI Z &,

1 BUpER (BUE 1 BUERR 2 81e) b bbh, ¥ERKE, T3 F—v 2
KEHZLBHHOT, AE. Bl BHEOEROBHESCMBEMED LR IC+
FEBTHZ &, 1 BERREIGRLNZBACITREELPIEL, A 2D 5
KoBEEOHEINZNBEITO>Z L,

AFDEERABRIZIB VT, KEYNOTE-024 8 & U KEYNOTE-042 358 TI3% 551
236 9 WIZ LT, KEYNOTE-189 RER Gl 5-Hth b 6 BER W 12BA., M
i 48BEETOBI L., 0% 12587 &1, KEYNOTE-407 AR TI3ik 5848
o 6B, RABLKCISEA., UMIZ4SEBETIAT L, Z0o® RAEAT L

WKAEOFMEZIT o TWeZ L2 BEIC, AFRGEPIIEHNICEBRE CHR

DHERBZATO T &,
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BEERET A FSA

~aTnY Aes (BRETFEBEZ)

(BRF4 : %4 P—F SIEEHE 100 mg)
~E M R~

¥rk2 92 H (470 34 8 AET)
B




Bk

I N

X ®IZ

ARNOKER, 1ERKEF

i PR AR

FEERIZ DN T
BEXHRLIRHBE
BECEL TEETN&EE

P2
P3
P4
Pl6
P18
P19



1. [ZC¥IT

ER DO - BEMOREDTEDITIE, B ITESICESWEERERS KD
BB, 5T, SEEDRERMTOESRIT LV, FUREIRS 2 & O FH 23T /R
FEELNARBINIHT, INODEELFZEICHNERBEL IR B Z L RO
BEEL 2o TR BREMBOEE & WEOREARTH 2016 (ERL28F 6 A 2 E%ﬂ%ﬂ%fﬁ')

EWThH, EENEERREDFEROREIEEZHNLZ L LTS, /

SHAVEFEER R, BEEERACEEM e 7 7 A VRGO ERER AL NICE
RBIENHB, ZOH, BYHERUCEESHIZETAERN+oERT 5 TOR.
WHERBOBELBRSZITAZLIHFINIBFCH L TERTZ L LI, BIE
ANRR LB KLERGE L 52 AR —EOEG 2 T EREE CHFEM
THIEBEETHD,

LEERoT, BAFA RT4 TR, BAREMLINETIBOLNTVIEZEER -
Br2H R ESE . UTOEERORBERFERZHET B0 bLERENH, B2
FROEEREFEZ T,

BB KA KT A4 0L, BSIITEREAERLERERRAHEE, ABREEEARR
ERIEEYS, —RHEEEAN B ABRANRES R OCASEREAN B ARRERFEOWH
Db LR LT, |

WL R BERML XA M—F RiE#HE 100mg (—ik4 : AA7u)xv7(ﬁF
FHHZ))

WBERAYENIPR  BiERANE

HBLEAAERVRE  BE. BRAKIK, o7 e X7 (BETHEZ) LT 1
[ 200 mg % 3 Wi 1 B 400 mg % 6 BEHR T 30 5
DT CEERET B, 2L, R MRIEOBREIE. RE5HIM
TRAARETELT D,

B3 IR 7t ¥ F  MSD KRRt




2. FA|IOKFE., 1ERMF :

XA bNV—F BT 100mg (—R4E : Xa 70 ) <7 BEEFERLZ) . UTIER
Fl) £\v5,) 1%, PD-1 (programmed cell death-1) & %D Y > KT 5 PD-L1 T} PD-
L2 L OFEEEEEEET S, & MbigGd £/ 7 u—FAHETH B,

PD-1 R B 13 T ABRR S Z BRI > Bk B 7o DI S AR D3 AR 9 5 72 s il 1
AA v F T, PD-1 1, REZREBIZEWTHEER T MlRoMiaRmcRER L, BEf
BRGSO RLE BRI ERS 2T 5, $72bb, PD-1 XY H FLf
BTHZ LRI VPURZEREIZL D VI AMRERZAICHET 3R/ ETH D, PD-LI
DEFEHEBRICBITZIRBRITOTNTHEHB, ZLOBAMIETIE T MIROBX 2
HIECBENCREA LTS, BAMARIZEIT 5 PD-L1 OEFRHIL. B, BEE.
FFARROIE . DREE. FE/ VBRSO 2 RBPATFEARAREFTH Y . RAERFERYE .
OHEBERHESh T3,

BEORA DRI T% & PD-L1 BROMEAMEN S, PD-1 & PD-L1 OREIZIEE
DOFEFEEEICB W TEERREZHES Z L RBINTEY 2B ATRERDOER &
LTHifF SN T3, ‘

AHK|iZ, PD-1 & PD-L1 RO'PD-L2 OfiY ¥ RORBAEMAET 22 Lick Y, BE
BINREPOIEEFEOMIGEENE T V o BREEMHILESY, HIEELAE > FiEEL
152 L THEEDR2RET S,

AR OERBFIZESBEDORERINC L 2BWERAE b bbb, BEEXIIECIE
ELRESRDH D, FAOREFRUEERITIT. BEOBEEZTLITTV. BERR
D HNTFEITIE, BB LTRSS U FMARNRMER L RBR L FOERM & B L CE
BB 21TV, BEORERGICL 2EWVERBRLONL2HEITIL. BIBRRESRL
E R OREEDOEYZNBZIT I LEYH D,



- 3. BRERBGE
EMRAEORERICM T o ERBARRBORBEE R~ T,

(B %hik]
OEMNE 1b 888 (KEYNOTE-041 3B%)

(EEBREREO WIS B Y A= (BEFHREEL) CLLTIAEY) AT EV),)
PEERV2 LUAVETCOICERIER LA T ARIGTRFEREERAERE 42 6

(BT 37 ) ZRBIT. AH 2 mg/kg 3 BRIFRE BT TQ3w] &\wdH.)
BEOHDEROZEMIBRE SN, 28, BERFE CREETIRD OB/
BT 2 R TERSED SNARWEDOBRKRMICERE L T\ 5 BE T, JKIEIU\B"@E
DR CEBETNED b E T TARIOBREEMEET HZ L BFREE ST, FEFF
HE B T BELE[RECIST HA FF 4 v 1L1ARICES FRHEIC X B5EEEE (CR)

XITESES PR)] 1. 24% (95%EMXR : 12~41) THholz, R, FANIREL

7-BEIX 10%Th o7,

QuENE TR (KEYNOTE-002 #Ek)

4 Y ATk BIRRELE T ARG TR AR 2B BEAERE 2RI, AH 2
mg/kg Q3W 5 & U8 10 mg/kg Q3W B 5 DEMER REWN, (LHRIE (FHNAY
V.FEYRIRN, IARTTF, RXTVEXRARBINKRTSZF o +37 ) 7%
w, BT TICCRE BV 5,) ARRE LTRE &N, 28, EERFECRAETH
b bR EAIT FRET TR TERNRED SNRVEOERMIZEE LTV S B
it WEILLE O EE G CRBET AR b b £ TARDRE RT3 2 L 37
Bl A, XTEFMEER IIAFHE CUF 10S) & 5,) RUMEMEA YR (U
T TPES] 211 5,) & &h. AAILERE L ki LT, PFS 2 ARICIER LTz,

#1 AZRE (KEYNOTE-002 3RBR)

AF| 2 mg/kg A#l 10 mg/kg =233
Q3W Q3W
(180 #1) (181 ) (179 i)
gl [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9, 13.8)
0S | ~¥— Fr* 0.86 0.74
(95%CI) (0.67, 1.10) (0.57,0.96) —
P fE" 0.1173 0.0106
okl [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PES™ | NP K™ 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P " <0.0001 <0.0001

CI: (E8KRE. *1: RECIST ¥ A RJ 4> 1.1 BT ES < HEHRBE R CEBERMIEIC L 2577,
*2 : BRI Cox HBINY — FEFT M X BLEEE & OB,

*3:BRIn ST VI RE




100

12
95

99
80

i

£ A]
70 61 11 0
79 67 12 0
60 48 9 0

1 OS ® Kaplan-Meier Bi#t (KEYNOTE-002 3RE)

o e e gy
o

90 ] %
80 ]
70 y
& 60
ﬁ 50
# 40 7
.30 ]
20
10
0 ———
0 3 6 9
at risk
. ZH2mg/kg Q3W 180 131
A10mg/kg Q3W 181 138
a2 53 179 115
0 . :
0 2 4
at risk#y
FH2mg/kg Q3W 180 153 74
#A10mg/kg Q3W 181 158 82
{LENGE 179 128 43

10

6 8 14
SR ETREM(A]
53 26 9 4 2
55 39 15 5 1
22 15 4 2 1

X 2 PFS @ Kaplan-Meier Bi# (KEYNOTE-002 3R8%)



SN FEMIERE (KEYNOTE-006 3AER)

AEY AT EBBBEBRORNIIA C) AT E2EERN 1 VIALETOIE
BepRiE R B AT A RGN RE R B R AERE 2 RIC. A 10 mgkg GBW HE &
- U 10mgkg2 BRIRE UT TQ2WI & 3,) REDAHERTEEMR, (D A
‘vf%ﬂ%kbfﬁ%éntc&%\E@ﬂﬁ?ﬁ%ﬁﬁﬁ%b%ht%ém\%%ﬁ
1T %R RER AR HNRVEDERRIICEZE LTV 5 BE Tk, WEIDIE O EGFHh
TERBEITRRD ONBETAROREZMEET 5 Z L AFREE Sz, TEFHER
12 0S R OUPES & &, AFNIA Y AeT LB LT, 0S RUPFS 2 A BICER L
7,

2 BXMERE (KEYNOTE-006 3ABR)

Al 10 mg/kg AF| 10 mg/kg PRS-
Q3W QW
(277 1) (279 1) (278 #1)
hfE [A] NE NE | NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
0s™! NP K™ 0.69 0.63
(95%CI) (0.52, 0.90) (0.47,0.83) —
P fE" 0.00358 0.00052
i [B] 4.1 55 - 2.8
_ “(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PFS* 5 | N#— FE2 0.58 0.58
' (95%CI) (0.47,0.72) (0.46, 0.72) —
P {E" <0.00001 <0.00001

Cl: M. NE: HERA. *1 : PRMEITEDT —% 201543 A3 By bAT, *2: BRI
Cox NP — REFNVICEBAA EY AT L DB, *3: BRIn 7T 7BRE, *4 : RECIST ¥
£ RS54 2 1.1 BRI ES ST LB BRI ER CIEEEMEIC X 258, *5 : PRSI0 T —
Z (014%F9A3ALY b T) '



30-: ——— 9#10mg/kg QAW

207~ dtOmg/kg QW
107 —— qvunzr
0 e [ARAARARLY TrTrsrrTeT ILALAALALL IR LAAALELER AL LARLELLALS [T
0 2 4 6 8 10 12 14 16 18
at risk¥y SFEmA)
*H10mg/kg Q2wW 279 266 248 233 219 212 177 67 19 0
F#10mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEULRT 278 242 212 188 169 157 117 51 17 O
X3 OS ® Kaplan-Meier fiff (KEYNOTE-006 &)
100 @
90 ] v e M 10ME kg QAW
80 a s e e 2 10mg kg Q3W
& 70 - —— (PULTS
E 60
50 "
B 40 ] Wwwm
] A
ﬁ 30 Hrei
207 L'+_,—|
107 -
0 T UM IR [Ty TrTTTT T prrTrrrT T e
0 2 4 6 8 10 12 14
at riska% $HAR TN (R]
FR10mg/kg Q2W 279 231 147 98 49 7 2 0
F#10mg/kg Q3W 277 235 133 95 53 7 1 1
AEVLTT 278 186 88 42 18 2 0 0

4 PFS @ Kaplan-Meier #i# (KEYNOTE-006 328%)



@EpEERFE MRS (KEYNOTE-05458)
EAERBEORT VI oBEMECERE (AARANSHEZET) ZXHRIC, R
WBIIRIE & L TARI200 mg QWREDHEHERVREMN, 77 ¥ RERRE LTR
HEnic, FEFEERBIIERREFEHM AT IRFS) L\W).) L &h, FEIRTZ
TR E LB LT, RESZARICER LT,

- R®3 AHHERE (KEYNOTE-05435%)

AH200 mg 7S5 &R

Q3W
(51441) (505451)
FaRfE [A] NE 20.4

(95%CI) (NE, NE) (16.2, NE)

RFs™ PNP— R 0.57
(98%CI) (0.43, 0.74) _
P fE* <0.0001

CI: [EHEXRE. NE: #ERA, *1: PREBIEDOT —4F 2017410828 v b2 7, *2: BRI
CoxttFINY— REFNMZ LB TSR EDEE, *3: BRIn /T U 7RE. Q3W : 3BEFHR

¥ 5. NE : Not Estimated

100

90?

80

—— FH200mg Q3W

e PHEI

at risk%}(
A#I200mg Q3W
IStk

3 6 9

15 18 21 24

sERREFHEA]

514 438 413 392
505 415 363 323

182 73 15 0
157 60 15 0

5 RFSMOKaplan-Meierfift (KEYNOTE-05438%)

&ED AJCC (Amerfcan Joint Committee on Cnancer) JREIE (B 7R KESFHM,. X 7—YMA TiXY
VARETN OB 1 mm BOBE DD,



[Z2tE]
OEMNE I b AR (KEYNOTE-041 ABR)

BFEFLIT. 4142481 (97.6%) RO LI, BREL OREBRBIEETERVWAEE
BRI, 34/42 6] (81.0%) IZRD BT, FBHREDN KLU LOBIERIXITROERBY T
Hote,

R4 REEN 5% EOBYER (KEYNOTE-041 BB (R MM s B8 H)

ik o,
F|ERNARSE (SOC: System Organ Class) - mfj (()?i)vﬁ
EAZE (PT: Preferred Term) mg ‘é%
(MedDRA ver.20.1)
“£Grade Grade 3-4 Grade 5

)éﬁljﬁz}iﬁ 4 @) 7 a67n 2 (4.8)

- SFEREREUEN , 3 ,(7 1); o 0
CREBLORTAGEE 0 e e ey
%5 EE ' 6 (14 3) 0 0
BER B IR S 6 (14.3) 0 0
SHEEBB 3 (7.1 0 0

2. MEMEMER 161 (24%) . KIBK - EEOTHI 2 6] (4.8%) . FFHREREE 3
Bl (7.1%) . TEAMEREE 2 6] (4.8%) . FIRREBERESE 6 ] (14.3%) . infusion-
reaction 1 B (2.4%) KO&LY Oﬂ%ﬁ 16 (2.4%) BROLNTZ, £i2, WREE (7

« NL—E {%ﬂ%a‘%) BHEEE (RETMEEBRS) . E'JE%IF‘.:.\ 1 ﬂ‘”ﬁ’éﬁ‘ﬁ N

E@&)%’ E (RERERE @ﬁi LA, HREEE) | . K - BB
FRIE . Eﬁﬁﬁaﬁﬁf‘ E, gk - BERZE. Dk, réml/JvFﬁ?ﬁf)"i‘;fébﬁr IRk =g}
R ORFHRBIIRO bz o7, REWEARBRRIIBEESESR (BRREBEREE2E
tr) ZELEHRERETRT,

OENF N ERER (KEYNOTE-002 #AER)

FEFZIZ. 2mgkg Q3W Bf 172/178 #1 (96.6%) . 10 mg/kg Q3W B¥ 178/179 i (99.4%)
KVICC B 167171 Bl (97.7%) \ZRBD b, BBRE L DRRBRENETETCERVEE
BRI, FRFN 121/178 £l (68.0%) . 133/179 B (74.3%) K% 138/171 5] (80.7%)

RO BN, WTNHDEETREAEN S U ELDRIERIITEDO LB TH -T2,



£5 WPRPORTRERN 5% EORER (KEYNOTE-002 3RE)  (RSMANTXRE)

- Bl (%)

i%gggljw)’\ﬁ (SOC: System 2 mg/kg Q3WEE 10 mg/kg Q3WE 1CCRE
rgan -ass 178 %) 179 451 171 41
HEAEE (PT: Preferred Term) :

(MedDRA ver.18.0) £ Grade Gr?’aie Grade 5 %4 Grade Gr3acle Grade 5 2 Grade G3ra;ie Grade 5
2EWER 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (26.3) 0
MR LR v REEE BRI ‘ R ~ R T

#if 5 (28 1 (06 0 7 (3.9 0 0 35205 9 (53 0
A R AE ‘ 0 0 0 0 (0.0 0 0 14 82 6 (35 0
FFRERIRAE 1 (0.6) 0 0 1 (0.6) 0 0 14 82 6 (35 0
i/ MR AE o 2 1) o 0 1 (06 1 (6. 0 16 (94 4 (23) 0
FRIR IR REAR T E , 9 51 0 0 13 (73 0 0 0 0 0
BomEE e L _ RSN -
B 5 (2.8) 0 0 9 (5.0 0 0 14 (82) 0 0
T 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 82 3 (18 0
B : 8 (4.5 0 0 16 89) .1 (0.6) 0 56 (32.7) 4 (23) 0
Mg ‘ 2 (L) 1 (06 0 10 (56) 1 (0.6) 0 26 (152) 4 (23) 0
—i - SEBEB LCREBLORE e R S T e ~
" IE 6 G4H 1 (06 0 8 (45 1 (06 0 10 58 1 (06 0
5 \ 40°(225) 2 (. 0 52 291) 1 (0.6) 0 . 62 (363) 8 (47 0
A v ‘ 6 (34 0 0 11 (6.1 0 0 8 (47N 1 (06 0
/MR ER > 0 o 0 1 (06 0 0 13 (76) 5 (29 0
RBEE L UREEE cA . R S S o
L 8 45 0 0 17 95 2 (A 0 26(15) 0 0
Esfeibe 13 (7.3) 1 (0.6) 0 12 67 1 (06 0 9 (53) 1 (06) 0
5 TR 9 (5.1) 2 (11 0 7 (3.9 0 0 10 (58 1 (06) 0
wERREE e T » SEIETIN
T = = — @ NF— - 2 (LD 0 0 0 0 0 14 82 2 (12 0
SERRTE ‘ 1 (06 0 0 2 (1D 0 11 (64 0 0
KR X R TS R ‘ s i
P EAE 5 (2.8 0 0 1 (0.6) 0 0 35205 1 (06 0
RIEE R 9 (5.1) 0 0 9 (5.0 0 0 2 (1.2) 0 0
% D 37 (20.8) 0 0 42 (235) 0 0 6 (3.5 0 0
b3 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7 0 0
PR BB IR B 5 (2.8) 1 (0.6) 0 10 (56) 1 (0.6) 0 0 0 0
SEEAM 10 (5.6) 0 0 9 (5.0 0 0 2 (1.2) 0 0

7283, 2 mg/kg Q3W BEKR X 10 mgkg Q3W BEIZRB W CTEN T, FMEMEMKR 1 6
0.6%) BRU4H) (22%) . KB4k - BEOTHI 1 6] (0.6%) RUV6Fl (3.4%) . 0%
e (X5 - NU—EREHE) 2461 (1.1%) BRO0 Fl, FreerEE 13 61 (7.3%) &
T 154 (8.4%) | BIEEREE (RMEMEMLERE) 16 (0.6%) RO 16 (0.6%) .
TRAMAERE 1 6] (06%) RU3H (1.7%) . FIRREBERES 146 (7.9%) RT15
% (8.4%) . infusionreaction2 ff (1.1%) RU3# (1.7%) . BEEOREESE (BERH
FERRAE RS, STALBE. EREESE) 141 (0.6%) RO (0.6%) . BE%K 161 (0.6%)
TR0 . EEAESE O FIRON B (0.6%) . FMZE - BEBER 0 BIRT 1B (0.6%) |

10



LN RSB 0 FIRT 2 B (11%) BBDONI, %o, BIBEE, | BERR,
Widke - BAUEAARIE, D%, RUEHEI/ MRS HEIREER . IR D & ORI
B bhianok, ABERRRRRIEEFS RAREERE 25D 2ELEH
BRETT,

OUESEMAERER (KEYNOTE-006 3R8R)

A EFRIL. 10 mgkg Q3W B 264/277 B (95.3%) . 10 mg/kg Q2 W ¥ 275/278 41 (98.9%)
ROV P B 239/256 Bl (93.4%) 128 b, RREL ORRBREATETCEARVEEE
B1%, FNEN 202277 B (72.9%) . 221278 1] (79.5%) RN 187/256 il (73.0%) 2
BOBRE, WERSOBETRREENR s%U EOBERIITROLBY Thot,

K6 WThHOHRTRERRN 5%IUAEDOBWER (KEYNOTE-006 RBR)  (R2MEARNT S SEM)

BERIKAE (SOC: System I (%)
' 10mg/kgQ3 WHE 10mg/kgQ2 WHE IPI&%
Organ Class) 2774 2784 25641
HAZE (PT: PreferredTerm)
(MedDRAver.18.0) £Grade G;a;ie Grade 5 “£Grade G3ra;ie Grade 5 “Grade G;‘aje Grade 5

éEIH’EFH 0 221 (79 5) 36 (12 9) 1 (0.4 187 (73 0) 50 (19.5) 1 (0 4)

<

“ (23) 104
2 (08 0

o —]

066 0 0 1569 0

3 (1.8) 0 0 0 0
KB 8 (29 a8 o 4 (14 4 a4 0 19 (74 16 (63) 0
TH 40 (144) 3 (1.1) 0 47 (169) 7 (25 0 58 (227)8 (3.1 0
R PN e 11 (4.0 0. 0 20 (7.2) 0 0 1 (0.4) 0 0
B 31 (11.2) 1 (04 0 28 (101) 0 0 22 86 1 (0.9 0
e BT € ) 0 0 10 36 1 (04 0 14 (55)« 0 0
R REBEBIORESMMORE o e s
®|IIE 31 (11.2) 0 0 32 (115 1 (04 0 16 (63) 2 (08 0
®’yS 53 (191) 1 (04 0 58 (209) 0 0 39(152)3 (12) 0
 AST #8/m 6 (22 1 (04 o0 14 (5.0), 0 0 6 (23) 2 (08 0
KRB IOREEE - D E SR R
RARPBR A 18 (6.5 0 017 (6 1) 0 0 20 (7.8) 0o 0
BERFRBLUEAMERES IRty Sl e ST TR S
E3Eib 32 (116) 1 (04 0 26 (94) 0 0 13 (5.1) 2 (08 0
HemE 6 (22 0 0 19 (68 1 (04 0 5 20 1 (049 0
BRI R THERRES R ‘ o S : : - R

. D EERE 39 (14.1) 0 0 40 (14.4) 0 0 65 254) 1 (0.4 0
b3 37 (13.4) 0 0 41 (1479 0 - 0 37 (145 2 (08) 0
BEMEEE 31 (11.2) 0 0 25 (9.0 0 0 4 (1.6) = 0 0

728, 10 mg/kg Q3W BER T 10 mg/kg Q2W BRICB W T ENF L. BEMEERE 4 4

(1.4%) B 16 (0.4%) . KB - EEOTH 106 (3.6%) RN13F] (4.7%) | &
BE (FT2 - NU—EFEES) 2 6] (0.7%) KO0 #l, FFHEEREE 14 41 (5.1%)
BOr23 4] (83%) . BieEEE (RMAEREMEBRSE) 2461 (0.7%) ROV ] (0.4%) |

"Fﬁﬁi%ﬁuﬁfa‘

141 (0.4%) ROV 161 (0.4%) .

11

R R RERE
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Bl (11.9%) . BIBREE16] (0.4%) RU24) (0.7%) . infusion reaction 7 f5 (2.5%)
FBO5 61 (1.8%) . 1 BUBEERRSS 1 6 (0.4%) KMol EECKRERESE (BERIRIRE
BBt STHLEE, EFEEE) 0 BIKR U 1 61 (0.4%) | BER 1 61 (0.4%) BTN 1 #1 (0.4%) .
5% « REAUARMREE 1 51 (0.4%) RUNO . Madk - BEER 0 BIRON 1 B (0.4%) | IR
R Y EL 3B (1.1%) RO F (04%) BRO LN, T, BEGENE. O
%, SRt fL/ MRS MESEBERS . IR M ORZFRRB IR S bivied o Tz, AEIE
AFERRIIEEES (BRREEETLED) 280EMBEREZTT,

@EELFREMBERER (KEYNOTE-054 ER)
HEERIIAFIBETIX 475/509 B (93.3%) 12, 77 B REETIX 453/502 B (90.2%)
CRBE LR, BRELORREBEATETE RVAEFST, AFIBETIE 396/509 Fi
(77.8%) 2. 7T & RBETIL 332/502 ] (66.1%) ICRHBB LT, WTHHDOBETRIER
28 5% EDBIERIITRDO L BY ThoTz,

£7 WTFhIOBETREEE 5% EOBER (KEYNOTE-054 B  (R2AEARNT R MEE)

By K4 HE (S0 FlEk (%)
SystemOrganClass) AHIEE Placebo®¥
HAEE (PT: PreferredTerm) 50943) 50245
(MedDRAver.20.1) £Grade  Gradé3-4 Grade5  4£Grade  Grade3-4 Grade5
2RIER 396 (77.8) 74 2) 332
FRR I AR LA IE

CFE N o4 (185)

B 58 (114)

S HWERS LURERTORE
ST 48  (9.4) 0
¥ FH 143 (28.1) ( 0 135 0
BRBRIREE 0 e R e T e
ALTH#M o 26 (5.1) 0 16 . 0
ﬁ’f’ﬁ'*ﬁ%ﬁl(ﬁﬁ%‘é‘%ﬂ%l‘ﬁ% ; e PE A I 5
. BOEE 51 (10.0) 47 (9.4 0 0
LI 2% 6n 0 0 15 GO 0 0
GEU 37 (13 0 0 33 66 1 (02 0
RIS, MIRRIS X UERRREE FRRTAE N o e e TR
T R 27 (53) 1 (0.2) 0 14 (.9 0 0
R LUK THREE e e D R L e
Z 5 ERE ' 85  (16.7) 0 0 49 (9.8) 0
i3 49 (9.6) 0 0 32 (6.4) 0 0

3. AFIEE BV CRIE MR 15 1 (2.9%) . KM% - EEE O THI 23 B (4.5%) .
FRHAARIEE 46 ] (0.0%) . BASBEREE (RASRIEMBAS) 20 (04%) . FEAK
BeREE 114 (2.2%) . FRRIRHSAEREE 105 6] (20.6%) . BIRHSEEREE S 4 (1.0%) .|

12



1 BUBERRIE 5 61 (1.0%) . S E IR 26 (0.4%) . & - BEBESRAREE 1 61 (0.2%) .
e 2 Bl (0.4%) . BEIEFENE 1 B (02%) . LF%k 1 6 (0.2%) W TNT infusion
reaction2 ] (0.4%) DRED LN, Tz, BREE (X7 - N —EEHSE) | BF
DRBEE (REHEIREREE, SHAK, BRERES) | KL - lRA, R/~
R HESRBERR, IR mAMER I & OSRIFEREE LS8 D bR b o 1z, ABWERREIRIZE
HEFEL BAREEREEZST) 280EHBRETT,

13



B - AE]

IRIBEIR TR R B R AEAE E R & LS ERRER (KEYNOTE-002 B K
U KEYNOTE-006 3288) DR, 2 mgkg Q3W, 10 mg/kg Q2W KT 10 mg/kg Q3W
OWTHOBRE - BRIZBVTHAFOAHR ORI ERITIRD bhiaho
770 :
AHFN D LR BERT O R, BAERAEREICEITS 200mg QW REKFD
AUCss 6o (ERIREBIZISIT B 6 BRI D IREE-FEH R TERE) OFRME [10%/,90%
2] mg-day/mL) iX 2.16 [1.45, 3.04] mg-day/mL TH Y. 2 mgkg QAW HE5FFD
AUC;s 6wk (1.32[0.722;2.06] mg-day/mL) &3BELL . 10 mg/kg Q3W R EKFD AUCssswx
(7.49 [4.32,11.3] mg-day/mL) % F[E- 7,
EMRAERE L IR L LEAKIOBRBERISHETORER, BREtShz Rk A&
mg/kg Q3W 5. 10 mg/kg Q2W 5K 1% 10 mg/kg Q3W #5) DFEEH T AUCs 6w
L EHEMM R OEEM L OMICHEZBEIRED bR o7,
AR OBEMEDHETTAZFIPALIZY I 2 b— 3 ViKY FH 200 mg %
Q3W. 400mg % 6 ERIRIME (BATF QW &\ 9,) Xit10mgkg (FE) #2318
BIRR GAT TQWI & 5,) TEE LEZBOARAO MEPRESRE S,
ZORER. K| 400 mg & Q6W THRE LIZEOARK O EFINEBICEIT 5K miF
FE (AT MCagsl &VVD.) 1X, AA| 200 mg & Q3W TRE LIZERD Cagss &
BT 2 L FRahiE (TR), £7o. AH 400 mg & Q6W THE LIEOARHF D
EEREBIZBIT ARG MIETERE LT [Cus! £VV9,) 12, A% 200mg 2 Q3W
TEE LD Conss LB L TEELZFT EFRHEINZLO0, BEAABEILE
WTEBHARR STV B HE - BETHBAA 10 mgke (FE) % QW TH
E LT BED Coaxss & B L CTIEMEZ R & FRISHE (FR), Sbic, BHERARE
B 2 XTRICAR 400mg % Q6W THRE LIS FEIFARER (KEYNOTE-555 #BR)
Lo ELNEEREICESS EYERATA—FIX, Y2 b—va LD FH
L= BB T A —& LEL L (TR). M T, BROBEICRIT D BRKRR
BRAGEICESX | AR OBRER & AME IR eM & OBE LR 2 BRERISTE
FOUHREE S, &K 200 mg # Q3W Xid 400 mg % Q6W TS5 L7ZBRDREER
LA T REN L OBEIC OV TR SR, LEORE - AREOMTH
SR O REHIC TR EZRIT RV ETFRIE L,
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R8 FHORYBIR T A —F

R RR | (o (g (ugm) iga) ) (gm)
200 mg Q3W! (58.55?'519.7) (27.27?'298.1) (17.1:,;'11 8.3) (91.97?.984.1) (49.?3(,)': 1.0) (30.35(,)'391.4)
400 mg Q6W* (12;,2?24) (32.?)?'342.7) (10.11(,)'16 0.8) (14221;49) (50.51(,)'57 13) (19.?;(,);0.9)
40(0%%11%6)“/ (1351.2,6'10;6.4) NA Qa 4.1:, '?;_4) NA NA NA
10 gk Q2W! (21§,2323)' (14;?‘1145) (11;,1 ?21) (421,2233) (272,7 382) (19;,9;00)
t:n=2,993, 100 HOY Izl —va itV EHINSMEMEDDRIE (2.5%K, 97.5%5) « Cumax : FIE

BEHOBRFIEFRE, Cap: AIEREZOEHNBEPRE, Cun: PIEEEE (4 702 BE5H) ORER
EPRE, Cons : EFRBICBI2EBAEPERE, Coes: EXRBIZBIT 2 EHABEFRE, Cuns : EFR
RRIZIBI1T 2 R EMEPIRE
1 : 56 BIDEMTEHE (95%EHER)
§: 41 BIOBMTEHME (95%EEXME)

NA : %% L
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4, HEIIZHOWT

BIGEIRA R EERAEICHT 3 AREMH L LTHARBERE (£FFRE) 1SRE
BRTWAZ b, YSRAELZBEINICER TE 2R THILEN DD, TOLT,
ERLY X7 EEEE (RMP) [2E3%, AR OEEMZLEETIEE ~O B EH S
HAMRTHo T, AROBRENFEONRBELZZH - HEL., ARORECL Y EER
BIER 2 RB LEBICHIET 5 2 L BNBERZD, UTOO~@DFT XTI R
KBWTHERTARETH S,

@ mMERIT-OWT |
D1 T%@(nﬁvs)@mfnﬂguéfém RTHBHI L,
(1) EABBRENEET BB ADREEL SRS EEFRS ASREEL R,

ﬂﬁ#h SECEHEIL SRR, RS AR AR &)
(2) FrEMRERPE
(3) EEFRMEPIEET DMHAR SRCEERE (5 ADREHSIEERbL. 15 A DR
BHRRE. BABREEHEERRR L)
(4) HRLFEREELRE L. SRERIENE | IS SRILFRIEMNE 2 OfEsk A1
IR BEHEITo TV D lER
(5) PEMEERINS EERME OHREEITE S BHEIT > TV 5 iR

D2 EHBEEAEO(FRERCRBIERRBEROIIC 47250 & BRR L FoEM
(FEOWTNNTEYT HEM) 25, YRR OARICETIREOBREE L LT
BEEShTWAZ L, |

ey

o ERGRHFRER 2 EOUBTHERZET LI2BIZ 5 F£L LN ABRORKIHE %
TFoTWAI L, 55, 2FULIE. PARWRESE L LEBRKBEREZOWEL
FToT WA &,

. EMGHREBE 2 EONPFFHERET LRI 5 U E0REEEEBSROE
KEREAELTVDZ L,

@ BEHOEXRMEREBROEKRIZONT

ERLBREHICRFTIEEEIRB S, BELGENOOFRED, A - K
S HER OE I K CERS T 5 ERRMt, AEFRNBELZBEORE
¥, ERFELHTTONDEHIBESTWD 2 L,
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® BIEA~DRIRIZOWT

®@-1 BMHERRBRFOMIGERICET 5B G
BMEMMRBRSEOEERBIFEANREA UZBIC, 24 FEIREREH OT, Yikibi X
IGEEER TV T, BRLUZEWERICR U TAREERR O CT Z0RI1ER OB

BERREOHEREPY AT/ LN, ELICKHISFIRERERINE-TNE Z &,

@2 BRUEBEFICLZABRBISRMSICHTIEYS

BABRICED Z2EMMNRIBREOEREZATIEREEENBERE=2) 7
EEWTERDAY ) —=V T2{TWERE L BREIA TE 2 F — LERGHINE
HENTWBZE, 2B, BHEREICOWVWT, PABRE L FOFRERCHSICARENT
WwWaZk,

®-3 BIfEAORETCRRICELT

BIFER - (REMEMREBIZMAZ, KIBK - /NBX - EEO TR, BIREFK - FFR% - §F
BRERRE - ATk - BLMERAE X, BT (RMEMENBRSE) . RowEE (T
EARAEREE, FIRIREREES. BIBRERES) | 1 3ERRE,. SYOBRK. Bk - K
WEEARIE, Bk, BEROKREEE (TEMRIELMARLE, KERRIVERRE, £/
ALBE, FRRMIASE) . infusionreaction, AN - BEMEJC, BIEMENE. HREE (¥7
Vo NU—ERRESE) | DR, ERRMIKEE (et MR MESRBER. YR
i, FREFERE, BIEREVES) | MEREREGRE. HZ%) 8L T URERXIX
BRI OE MM L2 F 3 2 EA L EE L (BUWEAOBZEX RN E L TRERUX
EERIDNDIFMBTHD L) | ELITHEDZRLEN TE 2EHBE>TND L,

17



5. BeEXRRLRDBE
(BB 5 FHE]
O TROBHFIZBWTAAOFERERTIN TN D,
o (LEEREREORVRMEFEERO H 5 RGBT LB BEERE
o EAUREORTF—VM BV OEMEGEEEIZRIT A MR MERE
7235, BRAF BETERPHTAHBEEFITB VT, BRAF FAEFIC L 216R L ERE
THZLE,

@ TRICHEYSTIAFOBREROERFECOWTIE, AFOAZESHL S TR
59, ARDJEEXR LB,
o OFEMEGH LR L TRESNDBE

[Z&t ¥ 5 FER]
D TFTREEUTIEFCOVTRAFIOBRENER L ENTVWDI I Lhrb, EEZTT
2wz &,
o ARSI VIBBIECBEEROH 5 BE

@ BEFIOIMMIB VT TRICHEY T 3 BE IOV T, FARORETHR S 2w

B, MOIBEBIRE N2 WVEAICRY . BECAREERTLZLE2BRETE D,

o FIEMMERBOAHIIBEDH S BE '

. MMEGBRE CHER LR D BE R OIEEME O BUR RIS R B R
SO REERELD S DN D BE ’ |

o HOABEEROAH. TBHRMLE L IIERED B CRERBOBERED
»HAHBE :

o  [BEBEBEE GEnSMRBEELST) Ob5BE

o WEOBRXIIRFEEETAIBRE

s ECOG Performance Status 3-4 %2 D E

#2) ECOG @ Performance Status (PS)

Score EE

0 |B<EERERCE b, BREILFAL AEAENEIRG T 5.

PIREIC I LVEBNISIRR S0 523, HITAIAET, BIERERE - TOMERIIITI 2L TE S,
Bl BVWRE, FHEX

N CH S OEOEY O LT AR A PR TE v, Ao 5% EEy FATBE T,

BoNESOEORY DI L LATERY, BPOD 50%L L2y NOHHFTERIT,

Bl N

2BV, BRAOEDOEY O LiIZE TERY, BRIy FHRF TR I,
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6. REIZRLTHERTNEEHR

@
@

®

AT CEZ TN Z ., BERTEEE VR T 2 ERE LEO%ZK%IJ@Q%&&UIEE{f

H?@ﬁ.bkzgf&l‘*ﬁ%-l'/\ WWHEHBELTHhHroERATHZ L,

BRBMBICELD, BEXIIZOFRKRICEDERGREEZ+5HAL, RS

ThboRETBHZ L,

FERBWERAO<RX Y AL M2V T

o FEMEMEBREHOONDZEBHBEDOT, AEOEREIZH > Tid, MIHE
W (BEIh, PRRREE, M%) OBRUME X SREOEES, BlRe+
STATS Z &, Eo, MBS UTHE CT. E~—V—S0RELEHY
52k,

* infusionreaction 23&% H oI D Z L 3% B, infusionreaction 2338 HiL/z5
X, BURLEEZTTY & L bIT, Eﬁ?ﬁ@?ﬁﬂ'éi’@%ﬁ@ﬂ(ﬁﬁ%‘l‘A ﬁ%:
THIE,

o FURIBEERE. TEHRSEREERVRIBREEERS DN LRHID
T, AFO®RERRHHIR R SR P IZ BRI WEEERZE (TSH, Tt
T3, EHE T4, ACTH, mars ' — L E0RIE) 2ERET D&,

o BUERFZK. A2, IFEREE. FFx. BHREARH LB Z LB3H 3
DT, FENOHRERMARIR R EHE P EHBICITHSEERZE (AST, ALT,
y-GTP, Al-P, B UL 2EDBE) 2EHETIZ L,

o SEIERK WEAKMIEEREREZED) SOEERBEENS LIS
_k#%éwf EHRCROREOREBLHRT I L, iz, ROERER

BOONTZH/EITIL, BONICERBEL2Z2 T2 L BERRETLZ L,

. K%’J@%&‘f? XV BEOCRERIGNCERET S &%7{_ LI DR X RERBSREE
BHoONDIeNbd, BEPRBDOONELAICE., BELEBRIISLE
%F'ﬂﬂ’]&%ﬂ’ﬁa?z#‘?ﬁ%ﬁoliﬁﬂik@%L’Cl@@]f;%?ﬂ] 2WT 21TV, BE DRE
ISz X 2BIERAR LN D BEITIR. AFIOREZFIE, ROBIBRE
NEVRIOREELZERTDZ L, 2B, BIBRERLVEYOREIZLDEIE
RDOBERRD bNRWIEEICIE. BIBRERNE V UAOREMFEIF OB
bERETDHZ L,

» RERTR KER»OEy ARBL THLEWEARRRTZZ L BH B0
AR OB EMR TRICHLEWERAORBICDICEET D2 L,

o 1EBERIS (BIE 1 BRERFZEL) Bhobh, BRAES TV F—v 2
CEDZLHBHLOT, AE. Bl BHEEOEROREERECMEED LR IZ+
DEBTHI &, 1BBERFERGELRHAICEIRSEZPIEL, AR 8
RoOREZEDHEE RIWBEEITH Z &,

RIGUIRTRE R BN EAERE R DRI, AROBRARICBN T, &E

BR%AH> 6 3 I AN, TN LRI, j’x“"é—ﬁﬁﬁ“?b) 1M 6 BRIZ L I2ARMEDFE

MiziT->TWieZ & 285BI, ARRGTIIEHICHROMREZITI Z &,

mé@ﬁ%i&@ﬁﬁié}i@*%f\@mfﬁﬁ%ﬁ(ﬁk LU THERT 2RI, 2B OBRRK

RRICBWT, 5B OEREBERE T 12 BRI Z L ICEDMEOREMEIT> T
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'7‘:: Y REEI, AFOBRETIIEMMICHROMREEITI Z L, 2, WEmMBI
ke LCTHEBATABACE. AROREHMIT 2 VAETETD I L,
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HEERHEETA o4 v
RATBY XvF GRIGTFHEHZ)
(R54 : %4 PV —F BFE#HE 100 mg)
~EREET XY Vo~

YRk 2 941 1A (fF1348 AED)
JE A EE



B

XU P2
AR O, TERER ' P3
R PR BSCAR P4
HERRIZ DWW T P7
BEXIRERDBE P9
RECEL TEETREXEIE P10

I S



1. L®Iiz

EXGZOFRE - REMEOREROT=DIZIX, BMIESICESWBERFERARRD
bid, X, IEEOHZEMOESIC LV, MEEER R L OEFHRFTHRM RS
FEELPABINIPT, INODEERRZEICLELRBEICRMETZ Z L NRED
BEEL 2o TR REMBCEE L EOEAFE 2016 CERL 28 45 6 A 2 A MR E)
BT, EFNEERLRSOFERORBELHELZRSZ & L Eh T3,

FRERARFERRIL, FBREARCEEM 0 7 7 A VREFEOEEZLH L NICE
RBZERBD, ZORD, BHEROEREMICET 3 ERS+SEMT 5 TORM,
URERSOBEEZMZT 52 L NP SN BEIN LTEAT 5 & L bic, BIfE
AR BER L EBICKRERINE L D2 R TRER—EOES 2T EREE THEA
THLBEETH S, ,

Lie3o T, RHA KT74 TR, RBERECZNETIBLATOIEFERN -
BRI RMICESE, UTOEERRORERFERAZ2HET 2B AN OLERER, £2
FROEESFEZTT,

RB. RHTA FTA 0%, MITERIEAERLERESROSHE. ASEREARR
ERRIER RS, — A EEA B ARBRRARES R O—R RN B ALEZE OO
b L AERL L 72,

RBLIRDERR X4 M —F KFHE 100mg (—R4% : a7 v <7 (BE
FHAHL %))
HRLRDIPEIDE - BRIUIEHEEOHFH-M AR X U V&
RNBERIFERVEER  B¥., BRAIKIZ, a7 n) XA+ (BEFE#HZ) LT, 1
‘ [E] 200 mg % 3 EEIRIFEXIZ 1 [E 400 mg % 6 XEREIRINGE T 30 2
2T RERET 5,
¥ 3 . MSD ¥katt

& IR

c

3




2. AFIOW, ERBF

F A h—F RIEHE 100mg (—R4 . o7 ) X+ (BT, LT IX
] £vv5,) X, PD-1 (programmed cell death-1) & %D U 4 KT 5 PD-L1 KT PD-
L2 & DA FEERET S, & MiigGs £/ 7 u—F A HRETH S,

PD-1 iR B&1% T MRS AR > D N B 7o D12 03 MR ASFI R 3 5 R SuBe il
A4 v F T, PD-1 1%, BEZREBIZENTESRR T HlROMBERECHEEL., BER
BRGEELANELAR R RIS EHHT 5, $72bb, PD-1 IV FEfE
BTAZLIREIVRABEZARFCIB VTV EEFARICHIET 5%EAETH S, PD-LI
DERMBICIBITARBATDOTHTH DR, £ OBAMIBTIE T MBEOBE ZMX
Z1IE BRI RBE LTS, BAMAICIBIT S PD-L1 OFEREIL. BRERE, FEEE.
Frempass. SPEE. JE/NIARER & Ok 2 RBATTFRAREFTHY | BVAERFR
& DOFEENHE N TN S,

BE OB ADOEKRP T & PD-L1 SBLOMEINES 5. PD-1 & PD-L1 DERIIES
OEEERRIC BV CEERZEEES Z AR ENTRY  Fiiz B AREROERN &
LCHiFEhL T 5,

AFiZ. PD-1 &£ PD-L1 RO'PD-L2 DF Y H v FORKAEHEETSZ a XY
BUNRSE T OEGFRAOMIREGEE T U o 3keEmtHba ¥, PLEE S % BRI
T35 L THBEDRLRET 5,

AR OVEFMEFIC S BEDRERGIC L 2BHERE RS bbh, BEXIIFELIT
B AR DB, ARIOREFROEERITIL, BEOBREZHICTV. BENR
b BAITIT. BB L ERIC U BP0k & RR O EM & s Ll
G AERBERITV. BEORERISIC X 2EHERRRDN S BEITIT, BIBRESV
EVRIOB S EOEIRIEEIT O VERD B,



3. EEEEJZFE
BREIEEEOEBROR T E ) VR EOARBIZFEM 21T o 2 TR BERAR D
5% =R TN I

[F2hiE]

ERRSL RS MR (KEYNOTE-087 3ER)

BREIEREOERHR DX ) o ERE 21061, BARAN10HI2ET) QLT
D 3OO aF— hEIZIZ, AF 200 mg 3BEEBR CAT TQ3w) 2w, ) #ED
AR OEEMNRE S iz,

- BRELSBMRBERITHRIC, TV YFo~T RNFURKDEREZ TR

& (=dh—1b1)

- BREMSFRBHEEENTHY., HOT L YFivs RFFUIZLEEEE
R BE (28— 12)

- BREMSMABEETRIC, TV YR e SEFUCLBIEE (—RIBRY
EBBEFREO—RELTOT VLY YFU~vT RNF UL DRBEITE R
V) BRI TWARWVWEE (adk—R3) /

7, EHRREAT CHRAEMAED b BAIT, FRET LR TERIRSD b2
SRR ZE LTV 5 BTk, KE A O Bl CHBET 335 b LB £ T
KA OB R MET 52 & BT E Shiz, TEFEERTHBEME (T IWG
criteria (2007) IZE-25< PRYEIC X 55EL£FS) (CR) XiT#EHE=% (PR) OFIE) X
R 1 OLBYThol, 2B, FRNIREINEZREZHERIL, WTFhoark—1(d
20% T o 7z, :

£ 1 . B3RS (KEYNOTE-087 BB

ak— b1 ak— b2 = k— h3

(69451) (8141)  (6041)

E2%E% (CR) 15 (21.7) 18 (22.2) 13 (21.7)

p— aER (PR) 35 (50.7) 35 (43.2) 27 (45.0)
(%) ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#17 (PD) 3 (4.3) 17 (21.0) 7 (11.7)

B iEN 3 (4.3) 2 (2.5) 0

F=%h=% (CR+PR) (%) 72.5 65.4 66.7

(95%fE R X ) (60.4, 82.5) (54.0,75.7) (53.3,78.3)




[Z4]

EEE LR T AERER (KEYNOTE-087 ER)
ﬁi?%iﬁ&é%fzmnmﬁu%m@umbam,ﬂwmjanmﬁH@@w
b b, BEEN S%ULOBMERIIR 2 DB Thot,

#2 SREWH 5%LLEOBWER (KEYNOTE-087 B  (RE&MMIT I SER)

BRI k45348 (SOC: System Organ Class) - W;&iﬁ;;ﬁ:
EAEE (PT: Preferred Term) 210/
(MedDRA/ ver.20.1) £ Grade Grade 3-4 Grade 5
__2alEA “ 144 (68.6) 23

1 16 a6 |

k. REMEMRERIX 6 B (29%), KB% - EEOTHIT 3 F (1.4%), FHEEE
(BT« S EERE) 12141 (0.5%). FIEHEREEIL 8 il (3.8%). FHIRBRHERERE
=213 29 1] (13.8%) . B¢ - BEEUASRMARAE 1% 2 41 (1.0%) | infusion reaction i% 17 1 (8.1%) |
BEHEAIT 2 (1.0%) RODEHEIT 16 (0.5%) TRHLhE, £ic, BEOKE
R (R ELIEIRAEER, S, EREAY) . TEAHERE, BIBHERE. 1
R RS . BHAEEE (RS REEERS), Bk, BEEGEIE. B - 1IRE, R
SV M/ MERR A M SEBER . VMR R OSRIEBREIEERD bR D o 7o, ARBIFERFER
CREEES (BEREERERSD) 2AUERERETT,



(A - AE]

AR OBEFARDHEETNVEFIALIZY I 22— a2k v, AH 200 mg %
Q3W. 400mg % 6 @RIRNE (LT TQ6WI &5, ) XiX10mgkg (KE) % 2 @R
g (AT TQewWl &5, ) TRELZBEOAF OMETRENRF SN, Z0k
F. AFH 400 mg & Q6W TRE LBOKRK DO EFRIEIZKIT 2 FMmEPRE (B
T [Cagssd &350 ) 1E, AH| 200mg & QW TERE LTZBRD Coges LT 5 & FH
Ehiz (TR) . £z, A&l 400mg & Q6W TEE L2 BEOARR O EBEINEIZBIT 5 &%
BMEFRE (LT [Chaxss) EVV5, ) X, AF200mg 2 Q3W TG L7ZEED Coaxss
LHBRLTHREEZRTEFRIESNEZLOO, BAABRBEICB W TARESER ST
LHE - HETHS4A 10 mgkg (FE) % QW TERE L72EED Craxss & HE L TIK
fExrTETFRsn (TR) . b, BHEEAEBRE % HRITAKA 400 mg 2 Q6W
TERE U@ ERERER (KEYNOTE-555 3BR) X v & o= EAEICE S < RpEhie
NWNIA=ZI VI ab—a LD TFRILAEEYEERF A —% LEULEZ (TH),
Mz T, BEOEBREIZET 2 BRRBRBRICESE, XEOREER L A UIL e
L OBEEZ T ABRBRICTT VBEBE I, AF 200 mg # Q3W ik 400 mg &
QoW TEE LIZROREE & AIMEIIR &M L ORI >V TR SRR, &
SEOAE - FEOR TASMER LI HERZER IRV E FRIS A,

£33 EHOENMIB T A—F

Rk BE | o | e (ugim) ) ) o)
200 mg Q3W! (58.55?.519.7) (27.27'?.298.1) ( 1713811 8.3) (91.%??4.1) (49.%(,).;1 1.0) (30.35?§1 4)
400 mg Q6W! (12;,2?24) (32.?)?;12.7) (10.11(,)';S 0.8) (14211;49) | (50.51(,)'57 1.3) (19.?;(,)'230.9)
e (1351.2,6‘10;6.@ NA <14.lf,‘?§s.4> NA NA NA
10 mg/kg Q2W* (212’2(2)23) (14;?;145) (1 1;1 ?21) (423,2233) (272,7 382) (19;,9 ;00)

t:1n1=2,993, 100 HDOV I 2 b—ya AR D EHINESMENEOPRIE (2.5%K,97.5%8) . Cumax : FIEE
EHOEBMEPRE. Co: YEREHZOFHRFEPRE. Cu: FIEEES (FA 2702 BEF) ORIELTE
EPY%E\ Cmax,ss . ﬁ;”%"%ﬁ&&:%ﬁé%%ﬁu%ﬁlﬂﬁﬁ\ Cavg,ss : ﬁ:’ﬁ%ﬁ?@:ﬁh‘éqﬂgﬁﬁ%qjﬁg\ Cmin,ss : Hﬂ:’ﬁ%%b:
BT 5 HAR MG R E

1 56 BIOBTEIME (95%FHEX M)

§ : 41 BIOSIEHME (95%IEHIX M)

NA : BZ442 L




4, RERIZHOWT
A& L LCERARERE (2R AREELATVWAIEND, YEmELHE
PICERTE AR THAILERD S, TOLT, AHOREFE2BE LW - &
EL\KﬂwﬁékiDE%&@@%%%%LK%K%ET%:tﬁﬁgﬁtb\uT
DO~BDTRTER/ETHRICBNWTERTIRETH D,

@ mERIZHOVT

D1 FED (1) ~ B) OVTNNCEETHHERTHDZ &,

(1) EABBRENEET 505 ADREEIL RS GEENRSADRESERL R,
HuIR 23 A OB EEHL AR, HUIRAS AR 72 &)

(2) FrEHRERDE

(3) EEFFRAENIEET 2 NADECEER (DA DREEIEERR. 1ALRKESE
BARE, BABREEERR 2 L)

(4) AFALFRERLRE L, ARCEEEME | UIAREFFIENE 2 O EE
IZRBEHEEIT> TWVWAHER

(5) MEMEERINS EENEORREE RS BHET> TV MR

@4'aﬂ%$y#yuyﬂﬁ@méﬁ&&wawm%ﬁﬁ@ﬁm oy TR N L R
Bk HOER (FEOVTNACHELT HEM 5, UEBHAOAAICET 5 1A%
EEFLLTEREINTWAZ &,

=

1o | EMGHFRER 2 EFOMPFMELET L&IC 5 FULOR ARROBRIRIHEZ
FoTWaZl, 5b, 26U I, BPARYRER XL LIZBRERZOMMEL
THoTWBAZ &,

o [ERDFFFEL %2&@%@HV%WTL1” 4¢utwﬁ%ﬂ%%ﬁbfwé
L, 9h. 3L R, EMBREEEE OB ARYREY & URKLIKT ONHE
EITFoTWB I L,

@ BREHNOERMEREROEKHICOVT

ERAIERESHIAET IEEEIRBE SN, RECENSOFREQD., AL
SMEESEROEER OCEMSICHT 5 BREE AEFERBELELBEEORSE
¥R, ERESLNIITONIEHINE-TND I L,




® BIEA~DFIRITOVT
@-1 MERRAHICBE T 5 B

FIEMEMRBEOERLRBIERNIEE LIZERIC, 24 FRZFRAEROT, YERX
ILEE R IRV T, FBE L BWERIZE U TAREERR O CT S 0ORWER ORI
BIREORERPE AFICE LI, EHITSFIRERGRISE-TNDZ L,

@-2 ERNBHIC L A EERICET 5B

BABRICED 2EMNZMBRE KL ET 2 EREEENEWERAE=4 Y v/
EEDEERDORY ) —= U FEITVERE L ERELE TE 25— A BB 1%
BENRTVWBEZ L, 2B, BEAHIZOWT, BABRE L FORKRICHSIZEASRENT
WBHZE,

®@-3 BIfEA ORI LT

BITER (MEMMRBICMEZ., K%K - /DBK - EEOTH, BIREFE - FFR2 - iF
BEREREE - AP - BILMEARE 5. BHERS (RATHEEEAS) . NowEE (T
EAHEREE., FRIESERES. BIBTEERES) . | BERKF, S8R, K - B
FIRARAE, BER., BEEOKEEE (PEMRKESCMATE. KEREBEGER, SBa
B, FXEIES). infusionreaction, AN - BEIRA, EEFMHENE. WREE (F7 -
NV —ERERES) . DR, BEERMKREE (G MR 458307, EimiEEm,
REFERES, EERERIES) . MEREREMREE. BE%) K LT, Yk IakE
FARBOHEMM LA T 2 EM LEE L EIERORE-CHRICE L THRERUVRES S
TONEEBHICHDI L) |\ EHICHENRABN TE2EHNESTNE L,



5. RENRLRDIBE

(Fhiic 4 5 FEH]

O BFREmMHMEBHEICER ﬁXiTm@@ﬁ%XiﬁﬁﬁwﬁﬁmT/%/)/
NEREICRBWTABROFEIMER RSN TN D,

®'Fm_ﬁé¢5%% R A AFIO®RE R UMERFECOWTIE, ABRIOFZES
B ENTELT, RRDOERERZRLRLR2N,
o [LERERIGEROBE,
o foTMEMEER L OO,

[Z&tizBE$ 5 FE]

@ Tﬂ:&%?é%%;omfixﬁw&%bmukénfmé Enb, Eﬁ%ﬁ
hlnwz ok,
o AKEIDORSICH LRBEOCKEREDOSH 5 BE

© IBEEIOFMICH T FRICES T 5 BECHOVTIL, AFOBREIHER SR

B, MOBEEBIRERRVEAICRY, BECARZERATIZLEBRTE D,

o MEMMERBOGHIIRFEDOHZBE

o [ EGRE CREE 2R 5 BE R UTEBIEO BUR BRI O R G 7%
EDORICRERERH BN D BE

o  HACAEEBROAEDE. UTBMHALE L IIERED B AERABOBERED
»HoHBE

o [EERBHE CEhBRMRBREEEZS) Ob5BE

o REORBENIIBEEAETARE

*  ECOG Performance Status 3-4 EVD#E#E

(ED  ECOG @ Performance Status (PS)

Score | B

0 | &<MELEBTES, BRLFELREEBEVPHIRERITX D,

, REEICE LW IEBNIHIB S h 303, SMTATEE T, BB TOMERERITI 2B TE S,
Bl BORE, FHEX

BoNEESOFORERY DI L LMTERY, BHD 50%UEEFy FOHTFTRIT,

lwiN

2BTRV, BOOEOEY DI LiZe TERY, B2y FIBTTRIT,

BARRTHESOEDEY O 3T X THEEMERRTER, BFD 50% .y FATBRIT,




6. BEIZBLTEETXEE :

O BRAXEZICMZ, MERTEENRET 2GRS ICESEARR OB R OB IESE
DD HERERE+SICER L THhOERTS 2L,

BRBRRIZESN D, BEXIIZORECAEIMREREEZ+23B L. AEE2E
THrboEEGTHZE,

ERBWERD-X VAL Mo T

@

@

MEMEMRRRID bbND I ERHBDT, AFOREIZHT--> Tk, FIHIE
W (B, FRRREE, M%) OMERROME X SREOERES, BRE 1
SCATH 2L, Eie, KBS CTHE CT, MiF~v—h—S0OREL R+
AT &,

infusion reaction 238 H N5 Z L 3% 5, infusionreaction 23528 LN HFAIT
W, EERAEBEITO & L bic, ERMEIET S E TREORERZ +OICBIE
THIE,

FRIREREREE . TEABEREERUVRIBBEBERD OLNEZERHBHD
T, AFN0EEBIART R O 5 HIR I ESRIC NS UMsRERE (TSH, &k
T3. M T4, ACTH, M= F Yy —AEDRIE) 2 ERT5 - L,
BUERTZR. A2, SRS, X, BHEEERRH b3 L B8H 5
DT, KFOBE5 BRI O 51 I3 EHEC I RERZE (AST. ALT,
y-GTP, Al-P, VYA EVEOBIE) 2FEETHZ &,

S EIER WWEARNTEEFAKEZED) SOBERREERDLbND
TERBHBHZOT, EHHCROEREOFELZERTIZ L, o, BOBRER
BOONTHEITIT, BONICEFEELZR2 T2 IBELBETL L,
AHRIOBEGIZL D BEOHBERINIER T3 LE 2 bhdkkx R RABORE
BHobhDZ bbb, REPRDLNEZHREICI, BRLEFRIILUE
BRR A & R R OEAD LB U CEERERIBE 21TV, BEDRE
RIS L 2EWERAREDNL 2 BAITIE, AFIOKRE TP, RURIBEE R
NEVEIDBREERZET 2L, BB, BIBRERLVELOREIZ L VEIE
FIOWERTD bARVBEITIE, BIBEERLE L BSOS OEM
HEETHI L,

BERTH, B0ER»OE I ARB L O LEWERRNRRTAZ L RH 510,
ARNOEEGEETRIZOBWERAORRIZFHICERTEZ &,

1 BOBERIG  (BIEE | BRI 210) Rbbbh, BRFEES, F7TY F—x
WEBHZLBHHDOT, OB, B, BHEDEROBRCMPEED LRI+
FEBRTHZ L, 1 BERBRRLONZEAICEEEEPFILEL, 10X ) 8
AOBRELEDBEEIRNEBEEZITH Z L,

AFNDBRBBRIZEN T, REFRWND 12 BT L ICHEEOFMEIT- Tz Z
LEBEIL, ARREPIIEHRICERRE CHROMBREITI Z &,
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BEEREETA FTA
RA7nY X</ (GREFHEHL)
(BRF4 : ¥4 PV—F SEEE 100 mg)
~R¥E LB~

T2 94E1 28 (47F0 348 AT
EAEGBE



B&

A S e

XL HIT

AHN DR, (ERBF

R PR AR

HERIZ W T
BEMFRLRDBE
BREZBRLTEETN&EEHE

P2
P3
P4
P8
P10
Pl



1. XL®IT

OB - ZEMOFEROTDITIE, T TESCESWBEERER?I KD
b, éau\ﬁﬁwﬂ%ﬁmwﬁﬁhiw PLiEEE G2 ¥ OEFO 2 FHRIERE
FEELNBEBINIFT, INHOERLZE! WCHLERBREICIREET 5 2 L BEED
HEE L o TR Y REMECEE L WEDEAF$ 2016 CERL 28 45 6 A 2 B EERE)
KBWTYH, BEFWERLEOFRAORBHEELZNS ZLLsh TV, .

TR ER ST, REERASEEM T 7 7 A VRRFOERS L AL NICE
RBZERDD, Z0EH, AEROEZ2ECET 2 FERR+LEET 5 TOM,
W EEE OREY BT AR ENSBECH L TERT S L &b, BIE
FANRE LRI LER R & 52 LN MR —EOEG 2T ERIEE THER
THIENEETHD, ‘

Lo T, AHA FFA Tk, BREBLINE TRELN TV D EFREER -
BRI ESE  UTOEERORERERZHETI2BANDLEREHR, BX
FROCEBEFHEETT,

A ST Ny VI (N % Vg N miﬁﬁ&AEﬁmtﬁwﬁﬁéwﬁ AEAEFBEAN B
E%ﬁr“A“—h&@&AaﬁmﬁWﬂE EO—REMAEAN B ARMRBEFZ2OH
F1DH EAERR LT,

HBLERDEER ¥4 b — X AHHIE 100mg (—% : Xa7n) X<7 (s
THE#LZ))

HEBERBMEINE « BALFERIER ITHEE LU RIBYRTRE 22 IRIE £

| B3 BERVAE @, RARIZ, a7 e ) X<7 (BEFHEHEZ) LT, 1
[ 200 mg % 3 ERIEIFEX1Z 1 B 400 mg % 6 B T 30 22
T TRIAFET 2,

B8 & IR F ¥ & : MSD Hkikstt




2. FROK, ERBF

XA MN—F REEEE 100mg (—B4% . RoaT7n ) Xv7 (BEFEBRZ). LT 1K
#l1 £\ 3,) 1%, PD-1 (programmed cell death-1) & D U H > FT¥% 5 PD-L1 R PD-
L2 L ORAETEBEMET S, £ MbIged T/ 7 u—FAHETH 5,

PD-1 &1 T #BALS IR M > b3k B 72 DI 238 ARSI A 5 72 s 14
24 v FT, PD-11E, BRERREBIZEOCIESR T MAOHIRETmICREL, 204
BEUL T B e ML BEXITAR 2B H#T 5, kbbb, PD-1 XV H FEfE
BTAHAZ LI VNEZEERICL AV I EERZACHET 2ZR/ETH S, PDLI
DEFMEICBIT DHBIDTNTH DR, £ OBAMBBTIE T MlaoBs Mz
BIEEBRICHER LTV 5, BAMIRICHITS PD-L1 OBFRIIL, BN, M.
FFAmRGE. DRELE, FE/ NIRRT 72 & D2 R B A TFERRERFTHY ., BVAERER
& OEEERRE I TV S,

BEOBADEEROTH L PD-L1 BHOHEM) S, PD-1 & PD-L1 ORKIIEE
DOFBEERICB W TEERRBZHS ZEIRRINTRY -2 B ABERDERN &
LTHEENTWS, ‘ ‘

AFNL, PD-1 & PD-L1 RU'PD-L2 OF Y H v FORAZEETHZ &LV, ER
WIREPOEEFEMMIRESESE T V v 5k2EEb sy, EERE > BEMEL
T3 L THIEBDRERET S,

AR DOVEREFICE S BEDORERGIC X 2BIFASER S S b, EEXIIFELIC
EDRMEDR DD, FROREFRURERICIE, BEOBEL+HITITV., RENR
LN EITIE, R L BRITIER U PR 058 & R R EM0 &8 LTl
M2ERBE 21T, BEORERIGIC L 2RIEAREDN 2 HEICI. BIBRESV
EHROREEDELLBELITOLERD S,



3. ERBRAEE :
W AALERRIE R I U - AR VA BN R 88 72 JR B b B O &GRS 21T o 7o E 2
EERABR OB L RT, ‘

(& %hiE]

EpFEMAERR (KEYNOTE-045 35%)

75 FFBE ST FRIERE 2B T 5 RETETHE TSRS ORK LRERE
542 ] (AAN 52 BlaETr) X8, A% 200 mg3 BRI CAT TQ3W1 &1 95,)
BEOEEROREMN, [L3EIE (37 ) #XE1, FEH X &V vinflunine)
2 RRBE LTREENE, 28, ERFECRBETRRD bhHaic, REET
BRTERAED bR VWEDERIICEE LT\ 5 BE Tk, RE LK OEGFHE T
FEREITHRRD DN ETAAOER G ZMET 2 Z LFREL Shi. FEFHMEIE B I
SATFRIR (0S) ROVEMEAGZHR (PFS) & &h., AARIXMbFREL LT, OS
PABICEELE (RIRURD , |

“: TIFHRAEETERE (R RICRBETEROLAE, RUTIF MRS
(LRI & B AT - AEMBNLEMER 12 5 A MUNICHS L BEMEB AN b,
¥ . AF T vinflunine IZHRERTH B, A7 U XX AT FEZ FEALOVTIOHERIRL »
Yl



"3 1 KEYNOTE-045 3B DA Shik sk

A% 200 mg L5
Q3W
(270 1) (272 1)
oSt gl [A] 10.3 7.4
(95% (5 HE X ) (8.0, 11.8) (6.1,8.3)
N — R 0.73
(95% 15 HE X ) (0.59, 0.91) —
P i 0.002
PFSTl vl [A] 2.1 3.3
(95% 5 #E X 1) (2.0,2.2) (2.3,3.5)
NP — Rt 0.98
(95%fEHAIX ) (0.81, 1.19) —
P fi$ 0416
t. PRIENRER DT —& (2016 9B THY y hAF T
i BRI Cox tefl¥F— REFNVIC L B{LFEE L Ok
S:@Rle /S U oBE
I: RECIST A FFA > 1.1 BRI E-S < Jh~r Hr g &
30: M%—«
20 ] —— smwong OW
0 “trorsrerETeTTE TSR TR T TR TR TR T TITTITIY
0 2 4 6 8 10 12 14 16 18 20 22 24
at riski% 4N (8]
EH200mg QIW 270226 194169147131 87 54 27 13 4 0 O
e = P23 272232171138109 89 55 27 14 3 0 0 0

1 OS @ Kaplan-Meier Bi#f (KEYNOTE-045 3iB%)



[Z4i]
EpRStFSE MAERR (KEYNOTE-045 FER)
BEERIIARFE 248266 B (93.2%) R UMLFBRIERE 2507255 B (98.0%) 230 L
. BERIZZENEI 162/266 5] (60.9%) RKT*230/255 i (90.2%) IZ#B®H bz, &
FIBECRIAEN 5% LOBHERIITRD EBY TH o7,

22 ﬁﬁm‘ﬁ 5%l EDOBIWER (KEYNOTE-045 BB (LSRN ASLR)

FBERIKRSE (SOC: System Organ ClaSS) wﬁ%ﬂ(;/;

EAZE (PT: Preferred Term)

266
(MedDRA ver.20.1) 4 Grade Grade 3-4 - Grade 5
éE‘M’EFﬁ 162 (60 9) 3 (143) | 4 (5

=il 29 ; 1
L. cgmEs T O e ORE [
5 15 1
e 37 (13.9) 3
bt 17 6.4) :
O REBIURERE Pt G i e
BARBER 23 (8.6)
B IURTHEREE AL
Z 5 EEE 52 (19.5) 0 0

X5 22 (8.3) 1 0.4) 0

2. ARFIBEC BV CRIZE MR 10 4] (3.8%) . KIBR - BEEOTH 761 (2.6%) |
*’Fﬁ‘:l‘ (XF v« AU—ERRS) 141 (04%) . FFHEEERES 14 61 (53%) . FIRER
HEEREE 23 ) (8.6%) . BIBHEREREE 141 (04%) . BHERE (RAEEEEERX
&) 14 (0.4%) KN infusionreactionl ] (0.4%) @B ohiz, £, EEDKERE
= (REHIEIRIEERE, SSTAALEE, iﬁf?ﬁ%g‘%) _Fﬁﬁi’lﬁ‘é EREE, 1 BRI, R,
fhdk - EEREE, BEEMHEE. LHR - BElEA, S XS, RN/
WA MBS, AR M & RS ERES imbb Bﬂiﬁ 3o Tz, ARIWERARBIRIILE
HES (BEREEEREED) 23DEMERETT,



(R AE] .

AHOBEFAEDEEETAZFHALEZY I 2 b—Ya ik, A5 200 mg %
Q3W, 400 mg % 6 BRI (LT TQ6W] &5, ) Xik 10mgkg (FE) % 2 AR
R (BT TQw) &), ) TRELEEBEORFONEFRENMFN SN, FORK
. AHl 400 mg & Q6W THRE LEBOARFOEFREBIZRIT 2 FHmMEPRE (UL
T [Cagssl £V D, ) 1, &K 200mg % Q3W THRE L72BED Cavgss & LT3 & T
Stz (FHR) . £, KH 400mg # Q6W TR E L 7-BEOAFI O EFIREBICKIT 55
BIMEFRE (AT [Coxssl £V, ) 1X, A& 200mg 2 Q3W THEE L72EED Craxss
CHBLTEEZTTETFRAINEZL OO, BARAABEICBWTERERSER I TW
LR - AETH 54K 10 mghkg (KE) % QQW THRE L72EED Cuass & B L TIE
EERTLETFRENT (FR) . EbZ, BEEGERE ZXRICAH 400mg % Q6W
THE U7 EIMERER (KEYNOTE-555 3EBR) X 015 5z ERMEIZ S < EKipEhkE
NWIRA=ZR VI a2b—va LY FRLEEMEERS A —F LB L (TR),
Mz T, BEROBEIZK T 2BEERABRBEICESE AAOBRER L A ITREM
L OEEEZRET IBRBRIGET APEEIN, AHF 200 mg Z Q3W ik 400 mg &
QoW TRELZBROBREE L AIEIIZEME L OBEIC DWW THRETS KR, E
DRI - FEOB CTHEMR OV ESMICAmRERIIR VW E TR ST,

R3 FROKYMB AT A—F

R RE | o (agml) (g ) o) )
200 meg Q3W! (582?'519.7) (27.27?'298.0 (17.1;,;'11 8.3) <91.97?'984.1> (492;(,)';1 1.0) <3o.3s(,)'391 4)
400 mg Q6W! (12524) (32.?)??2.7) (10.11(,)'16 0.8) (14(1:{1;49) (50.51(,)'57 1.3) (19.?3(,);0.9)
40((;?%?156)\” (1351.36,6.10;6.4) NA (14.1:, '?;_4) NA NA NA
10 mg/kg Q2WT (215,2(2)23) (14;“1145) G 1;1 ?215 (421,248133) (27@,7382) (19;,9 ;00)

t:0=2993, 100 EDY I 2 b—¥a il XV BEHSARMEHEDOFRE (2.5%I%, 97.5%/R) . Cmax : FIEHE
SHORSMBETRE. Cop: FEBREZEOFEHMBTRE, Cun: AIEHRESR (S 712 #58) ORELTE
EP@E\ Cmax,ss . ﬁﬁﬁﬁ%ﬁlﬁﬁé%%miﬁqﬁﬁg\ Cavg,ss: ﬁ;”%‘)ﬂiﬁ%&zisbj’éilzﬁjlﬂliﬁcpﬁg\ Cmin,ss: ﬁﬁ%ﬁé&c
B} 3 REMFPEE

1 : 56 BIDRTTIGE (95%IEH XD

§ : 41 FIOLMTITHME (95%FHE X

NA : ¥4l




4,

E

ﬁﬂkob\f

AREM & LTHEARERE (£FFE) PBRELhTVEZ b, YERELHE
WCERTX AR THILERD D, 20 LT, AR OREREY2BE LW -
L\ﬁﬁ@&%ﬂlDi%&@#%%%ﬁbt%ﬂﬁﬁ#é:kﬁ%%ttb\BT

DO~QDTRTEMETHRICBNTERT LI ETH D,

@
@-

g1 A o AN
1 FTED (1) ~ (5) OWVITNNICEETIERTHDHZ L,

(1) EAESBRESEET DS ADIESEILARRS FRERFRS A BRRESE LSRR,

HIIRAS A RSO EYLRRIE,  Hdls ARSI AlE 2 &)

Q) HEWEERE
(3) FEFEDENEBETINABDRESRE (BAR ﬁ@%hiﬁh DS AR

ke, BNARFEEHEERE R E)

(4) SR RRER 2 R E L, SR BRIEME 1 UIARACFERIENE 2 Ofagk 1

R A BEEIT> TV SRR

(5) FIEMEERINSBEIRME DR REHETIR B B H 24T T B MR

D2 RELEEOLERER OBIER BRI O S IC 50 72 55 L R 4 o E

&

(FROVTRSICEST BEM) 25, URBHREORFICET 5 BROBLE L L
TEESATNET L, -

EMGHREYE 2 EONBMFHERET L= 5 U LR ABROERIKIHE %
ﬁofmé_&q95\2Euti\mA£%%ﬁésztﬁ$@%$®ﬁ%%
ToTWVWBZ &,

EfMairBuiasg 2 E0BIHERET LoRIZ 4 £ LOWRBHZORKIHE
2F-oTEY. 95, 28 T, RELREONARDRIEEZSURABROER
RPHEZRIToTCWVWBZ L, v

@ ﬁwo)lﬁinnﬁﬁ%ﬂﬂ)ﬁﬁjiu/)b T '

ERR GRS AT 2 TLENRE S, WEME, D OFHER, ﬁ%i 7S

SMEESFROETEE CEMS T 5 ERRME, AEFERBELLBEORE
W ERFONIITON D EHINESTNDE T &,




® BWERAA~DRISIZOWT

@-1 HEEREHIZ BT 2 Bl
MEMRMEBEOEELZBIERANRA L-BIC, 24 BRIZREH O T, YEHHRX

IREERERICBV T, B LUEBWERIE CTARERE OV CT E0RIER OB

BERBEOERPLYRPIZE LN, BEBICHISFREREHBE STV Z L,

®-2 EREFEICLIAEFRMGICET 2 ES

NABRIZED BN ZRABEOBKEEZ AT 2EREEFENRERE=2) v/
EEDEEBEOAS ) —= 0 T EITOVEIRE L E#R A IE TX 35— AEBKH NE
BENTWBZ &, 2B, BiFEEizonT, BABE L ZOREICHDICAMEhT
Wa Ik,

®-3 BIERORETCRIRIZE LT

BIfER (EMRRBICMZ, KBk - MRk - BEO TR, BIERF% - FFR2 - FF
WEBERESE - AT - BE(LMEARE 4, EHMEREE (RMEHEMLEAS) . NOWEE (T
TAMREIEE . IR S, BITARIEE) . 1 BUEIRAG, B2 5 Bk, 57 - B
R, Bk, BEEOKEEE (hEURRETMAE, SSHERERRE. ST
BE. MEFBIEE). infusionreaction, MNZE « NS, BEMESE, MEEE (X5 .
NU—SERERS) D%, BEEANKEE (Gt i/ MR SEER . h A,
I, BEAINES) . MIRAREER, BI%) 0L T, YR ILEKE
WSO RPN 2 T 5 T & L BIEA OB Ic B L TIRER X E 2 2
TBENBEREICHBHIE) | BHICETRABERTE BEHREoTNWE T L,



5. BREMRLRDBE

[t IcBE ¥ 5 B E]

@ 77FFRHE ST LERERE AT 5 RFTETEXIIEBEORE ERED S
BBV THAOFMERBRIES LTV D,

®'F£_Méié%%uﬂ¢éﬁﬁmﬂﬁﬁoﬁﬁﬁ&_owfi ¢ﬂ@ﬁﬁ&#
' I ENTELT, FROTEGRHRL 2L,

o FIFFHEAEETILERIEIC L DIBREDCRVEE,

o FIROMBIERIE,

o fhOBEMERR L 0P,

&t 25E]

) Tﬁuﬁéiéﬁﬁ_owfixﬁwﬁﬁzmM&énTwé ENnG, BEEIT
bhwnwz e, :
o FKEIDORSCH LRBREDCBRREREDC D 5 BE

@ LHEH OB T FRICHYT 5 BHFICOWVWTIE, AFOREIZHR SR
B OEEBREEASRVEAICRY . MECAREERAT 5L EBERTE S,
. BEMMEROAHUIREDOHDBE
. EEGRE CREE 2R 5 BE R OTEBIE O K IR O R B g

B DRI RIEME LS b B B ’

o HARAEEBOAH. ULBMNARE L IEREO E RAERBOBERED
' bHoHBE
o MRBHEE ELBHRBEERSD) ObLBRE
. OB UIBRERETHBE
«  ECOG Performance Status 3-4 ®VDE#H

(ED  BCOG ® Performance Status (PS)

Score | B

0 | &<HEARESTED, BFEAMEFALRBEEIHIRR TS,

1 PRI LVNEBNIRIRR Sh B3 23, BITARET., BIEERE > TOMEXIITI 20 TE S,
il BOWRE, FHEX :

BoN-ESOHORYDZ L LATERY, BHD 50%A L2y KT TCEIT,

alwin

BTV, BADOEDOEY DI L2 TERY, BEEy FORTTRIT.

10

BAMETESOEDEY O LT THBEMEEIITE RV, BPO 50%U LISy FATRIT,




6. BEIZERL TEETREER

@

)

®

R XEZFIONL, HERTEENRET 28RS ICESERBORER OEIEME

HADEDICHBRERETDICEBEL THLERTZZ L,

BRBAIRIZSEL D, BEXIREORECEDIEREREEZ+SF3AL, AE2E

ThbETEIL, '

ERBIERADOFR Y AV MzoWT

o MEMMEREHOLNDZZ ERNHDIDT, ARDEREIZHTZ - TiX, FIHVE
W (B, FERREE, %) OMRBEOIE X SREOERS, BEs+
MTATOZ L, F, MBS CTHE CT, WiF~— I —S0OKREEERT
Ak,

* infusionreaction 233 H N B Z L 23 H 5, infusionreaction 235D HNTZH/BEIT
WX, BYRABEITS L & biz, ERBRAETIE TREDORREL HHICBIE
TBzL, \

o FRBMEEEE. TEMSEREERVBIEBERERDODLNIZLRHID
T, AHOH5BERTE RSB PITESIR A SIEEERE (TSH,
T3, B T4, ACTH, A aVF YV —NEDRIE) 2EET DL,

o BIEFFR., AL, FF#EEE. FX, BIEREARLODLNEIERH S
DT, AH OB EGBAETR O S HF P I ERRICIT#EERE (AST, ALT,
y-GTP, Al-P, BV ALV LDHIE) 2ERTH L, »

o BEIER WIEAKRNIEERELZED) SOEERIBEERXDLbND
TERHHOT, EHNOICIROEFOFRELMERT I L, £z, IROERER
RBOONTHEITIE, BONCERBEZZR2 T2 5BE2HETIZ L,

o FAFOBEEIZLY ., BEOCRBRIGICERNT S LEZ N AL REBRE
BHOLONEZZENHD, EEXRDONEHBEITIE. BREALEFRIIG UL
HRY 2% L R Z RO ERD &EE U CGEYRERNRET 21TV, BEDRE
IS EABIERAR &N 2HEI2IE, AROKREZF I, RUBIBRE R
NEVRIOBREEREZRTHZ L, B, BIBRESRNVEDOREIZLYEIE
RAOBENRD bRRWEAITIE, BIBRERVE U OREmHH DB
LEBETDHZ L, ~

o REKRTHR, BHERBIOEVTARBBLTOLLEWERANKRTIZ ER8HB7H,
AR OBERTRIZHBWERORBRIC+HDICERT L Z L,

o 1BIBERIF (BUE 1 BERFRZED) Bdbobh, BRAEES P 7 F—vx
ELHZEAHHDOT, AW, Bl BHEFOERORBELMBEMED LF I+
DEETH L, 1BBERARELDN-BACIIRELZPIEL, 12T VB
OB EEOBNRLEETH Z L. |

AR DOBERFARIZEBNT, BERB?D 9o BE., THUBIIRERIEND 1 FRIX

6 BREIEM. ®RERBMS 1 FLKT 12 BREER A0 MEIT> TV 2

L EEEIL, ARBRERIZEHNICEBRE COHROEREZITHIZ L,

11



BEERMEETA N4
Ra7uY) XvT (RETFHERL)
(RF#4 : ¥4 b —F EF#HE 100 mg)

~MSI-High ¥ 83 3 EEE (EEARBRIEERRSITRS) ~
~MSI-High 283 5% - ERE~

3041 2H (5348 AKED)
EAENEE



B%

S N

XU DIT
AEIDORE. FRABF
ERERFAKAR

TEERIZ 2T

BRERMRERDBE

BRECRLTERET&EEE

P2

P4
P14
P16
P17



1. [XEHIZ

EIRMOE M - BEMOBROTDITIE, BN XBSCE SV EBERERIRD
BB, S5z, EEOHERMOEAIC LY, FEERR R ¥ OEHN 2RI
 FEERNERBINZFT, hbOEERZEICNERBECRET S Z L ARED
mEE L 2 s TR Y REMBOEE L WO EALS 2016 (LA 28 45 6 A 2 BEBRRE).
RWThH, EFMERLSEDOFER O E(LHEERZRLZ L &I TWVD,

SRR EER L KBERSZEE T 07 7 A VREFEOERR LB L MR
&5 LRBB, CDD. HOERUERSMICET 2 HEA+LEET 5 ETOM,

WHERROBEZB BT Z L B/YBINIBETHLUTERT S L & bIT, Bl
BARE LB LB Sy L 32 & RN AReR— m@%#%ﬁt?E%&%fﬁﬁ
THLRBETH D,

Lo T, KHA RT4 0 Tli, BRBRERC nifhﬁahrmét%%%m
BRI ESE | UTOERROREREAEHET 2B AL DLERER, £
FROEEEEL R,

BRI, KFA BT A4 Uik, MSfTBIEAE RS EREIR AR, AREREA A
BERIEESES  — i EEA B ABRKRNBELS R OC—RAEEEA B RBRRFR 0%/
Db EVERR LT,

Xt & R BERE : XA FV— & RREE 100mg (k4 AA7n)xv7(ﬁm
T %))

,%%ﬁwmmmﬁi.ﬁhm%ﬁﬁﬁmﬁﬁbt@ﬁ-ﬁ%@%ﬁE74&u&?
54 FRZEEM (MSI-High) 2H T 2EME (EENRBRIE
G EICIRD)
2. TEBYIRTEERETT - BROBBEE~A 7774 FRE

, B (MSI-High) %/ ¥ 58 - EGRE

WL ARERCAE : B, RAIIL, ~ATRY X~v7 BEFHRKL) L LT, 1
[E] 200 mg % 3 BREIEIFEIE 1 [E] 400 mg % 6 B@RHIFERR T 30 5/
T TRE#ET 2,

% Bk e ¥ & MSD iRett




2. FRIOHHE. ERARF

XA M —F SEEE 100mg (—B4 : _AT R ) XvT BEFHEREL) . BT A
1 £ 3,) 1, PD-1 (programmed cell death-1) & D Y F Y K T#H 5 PD-L1 L PD-
L2 L DREREEERET S,  MbigGd £/ 7 u—F Rk ThH B,

PD-1 1% T MR AE RS 2> b3k B T DI RS AR SR T % X tle
AA v FT, PD-1 1%, BEZRBIZBWCTESER T MROMBREEICRRL, BOR
BRLE B U ALEXLRR BRI E2H#HT 5, bbb, PD-1 XY T FEfE
ATDI LRIV HURRERICL 2V PV EEEAICHET 22846 Th 5, PD-LI
DEFMBBICBITIRBIDTHTH LM, £ OBAMILTIE T MEOBE 2
2T EBRNCRBE LTV D, BAMRRIZEIT S PD-L1 OFRETIL, BHlE,. FKiRE.
FFAERRE . BRELER. FE/NHRRRMIHR 72 & O 2 R R A TFRRRRTTH Y, BVAFR
L OMBEMRHE ShTV3,

BEOMB A DRI T & PD-L1 REOMBEMEN S, PD-1 & PD-L1 OKRKIIERE
OSBRIV CEEREHIZH 5 2 L AVTR SN TR Y | 208 A TR OISR &
LTS T3,

AFi%, PD-1 & PD-L1 X U'PD-L2 Diff ) H o FOREEZAET D Lk v, [EE
WREFOBEBEFEMOMRESENE T V U R2EE LI, RIEEREZBFIEHL
T5Z L THEENRERET S,

ARHN O PRI 5 < SBEE DSERUSIC & 5 BWERS 2 b & bh, BRI
EBTENS D5, AROBREPRURERITIL, BEOREEHHIT, RENR
D HIHAITIL, BT L7 HRITIE U T BFRRO 72 0k & 4E8R % 4 o AT & il LTl
GIRERBI LT, BEORBERISIC X 3 BERRRDN 3 HAIIL, BIBRERL
FLHDREE DR NE 1T LEHH B,



3. EEIREE ,

[ A AALSERRIE ICIE L2 1T - BROBHE~A 7 2T 74 P REEN (MSI-
High) #AT5EBE (EEMNREBEIEEREAICES) ] KU TARIRRERE
IT - BROBHEE~A70¥T 74 FALEM (MSI-High) RETARE BRSO

FAGRER I 21T > T~ ERBERBRBROKEZ T,

R, (BEE~AS 70V 7 54 FREEM (BT MSIHighl LW 5,) #FT5A
#) B LT, [PCREIC L W MSI-High L ¥IE SN -BE] 2BERT 256 (k&) I
iZ MSI-High (PCRIE) 2B T5HE] LELL. DNA I R+ v FEEEHE OIS
HHELEMTEEE (%), 77205 PCR I LY MSI-High XU Gl 25
& (UUTFMHC W S,) BIC LD I Rvy FEEEEDOKE LIF TdMMR] &\ 5,)
LHESNI-BE] » BT 554101 IMSI-High 257 5 8% LRE L, HCIE
2 X% MMR BZ & PCR IEIZ & 5 MSI RED—BEIL 96.6~98.7% & THHZ L%
BREINTND, ‘

[F%hiE]
<P AALFRRIERICHERE LTOETT - BEO MSI-ngh 2 HET 5 EHE (ﬁf_’éﬂ’m(ﬁ%rﬁ
HEt2 A1z R5) >
DEE;LFEZE T35 (KEYNOTE-164 R, =2H— b A) '
T oLV I DV RABMIEER, AXY Y S IF RO Y I T R
i & BALEFIERED & 5 IBREIR T A2 EST - BH O dMMR X MSI-High (PCR ¥5)
@) E AR - EREAE 61 F (BARNTHEZET) ZXRIT, A% 200mg3 #H
B LT TQ3wl &Wnd,) BEOAMERVREESKRET Sz, 2B, E@:
TR BETHED LN BT, KRBT 2R TERNED b2 WEDRKRAIZ
LTS BE Tk, REICAE OB EHE TREEITHSR HHIBE “CZIK%'J@&‘—’?%M
ST AT LANEREE Shis, TEFEEE ThDEPHE [RECIST HA K7 A 11K
CES L PRUEIC X B5EAEED (CR) XIFAF PR)] 2oV T, ARRICRE
AN 6l PIDHREZIIR1IDEBY Tholz,

(£1) 1 indor Naralane M et al.: J Clin Oncol. 2002; 20: 1043-8, Bertagnoli Monica M. et al.: J Clin Oncol. 2009; 27:
1814-21, Ferguson Sarah E. et al,: Cancer. 2014; 120: 3932-9, Wang Yang et al.: J Mol Diagn. 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197-203

(B2) pgpgrensb iz 5\ T, THC 3RIC X ) S A~ v FEM #2737 Th 5 MLHI, MSH2, MSH6 i3 PMS2
DOVTIHORRENED bR WVHEEIZ dMMR, PCRIEIZED 22U kD=7 ud 7T A bv—:v~r
RSTBEFEDY A XOELB K Sh 728812 MSI-High (PCR % LHIEShT,
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£1 RERAPRRUESR (KEYNOTE-164 BB, =3dh— b A) ,
(RECIST ver.1.1, AT RERE, FRUE, 20072 10 A5 —F by b F7)

2 A FIE (%)

RRBEBR BLE 39 5
5E2#R%) (CR) 0 0
wo2E%h (PR) 17 (27.9) 9 (23.1)

ZE (SD) 14 (23.0) " 10 (25.6)

1#1T (PD) 28 (45.9) 18 (46.2)
HEEFRRE (NE) 2 (3.3) 2 (5.1)

#Z%h (CR+PR) 17 9
(BZhHE [95%EEXMZ] (%)) (27.9 [17.1, 40.8]) (23.1 [11.1,39.3] )

L AR R RER. 2 ARHMERATHRERD 5 b MSHHigh (PCRIE) 2H T2 8%,
*3 . [FpElk

QEBRIERE DA (KEYNOTE-158 FAER) :

—RIEFR L U CTRERNRMLFRIEED H 16 IBRR 8 ET - RO IMMR XX
MSI-High (PCR %) #2 2853 2EBEEE & 23812, A% 200 mg Q3W #E5DH
IMER R EMPRETE NI, 2B, ERFHE CREETHRD bR BRI, KEE
T ERTRERDFBD DR RWE DKL E LTV 5 BE Tk, REILIE O BB G
THREBETIRD 5D L THRORE LT 2 Z L AWREL Shic, TEFMEEE
THBHFHE [RECIST VA FTA 2 L1 RICES FRHUEIC L 55E2RS) (CR) X
ZEARS (PR)] 122V T, MSkhigh & 2 SN RICARRICEREZ S N7z 83 Fi%

(ZN—7K) OREFITER 2. FRBICERE S N7 94 FIS 2B 2 BIERI OFRERITR 3
DELBY THoT,

#2 RBERADRRUENER (KEYNOTE-158 B, 1 —7K)
(RECIST ver.1.1, AZEMRITRIRERLZ, PIHE, 20174E4 B 285 —F v b A7)

LA B (%)

RERADR 83 f5i"! 28 32
FE2F% (CR) 4 (4.8) 3 (10.7)
#Ho=% (PR) _ 25 (30.1) 8 (28.6)

TE (SD) 20 (24.1) 3 (10.7)

1T (PD) 24 (28.9) 9 (32.1)
HETRAE (NE) 10 (12.0) 5 (17.9)
£z (CR+PR) 29 11

(FhFE [95%ERXME"] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*1 : BT RER, *2 : HMMEITRISRER D 5 © MSI-High (PCR #k) #FHT 3 BHE,
*3 . IEFETE :

) R = L1 A~T 1TV T2 7 v — 7 ROt MSI-High OYEATEMEAE ZHA AN 7 A —T K 2 i

mEh, Fn—7 A TIEIEME (BELEE). ZVv—7 B CRLERE (BERUBEOBRE). 7L
77— —REEEZRL, FA—7 C T, BE, /NG, BB, EBR OSSR OMEAS IS E
B (BB IhAERRANAWEE), 21— 7 D CIITFENESE (WERVEESREEZR).
IN—7ETIRFEERE (RELRE)., ZV—7F Ci3sRE (RELRE). JA—7 G Tl
B, IA—7HTIIPRE, 771 TRERRE,. 7Vv—7 ] CliEERE (AEXTRESEET
<), ZA—7 K TiX MSI-High 25+ 2B E (BF - ERE2BR) BEMREANBNE, T—
7 A~TICEEE SN BE O MSI-High IZ oW Tid, V b AR F 4 TREFICE VHES L,
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3 MSLHigh #8353 EREORENDES®R (KEYNOTE-158 RER)
(RECIST ver.1.1, AZMEAATHSERS, PRUE, 2017445 28BF—F v bE7)

Bl (%) £%h (CR+PR) BlE (%) #£%h (CR+PR)

IR 94 B (EE (%)) 39 B EmE (%))
FENER 24 (25.5) 13 (54.2) 11 (282) 6 (54.5)
B 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
/N RR 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
=30 10 (10.6) 1 (10.0) 1 (2.6) 0
JiEBER) 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
BRI R ERE 3 (3.2) 1 (33.3) 0 0
W R RE 3 (3.2) 0 - 1 (2.6) 0
7N A 3 (32) 2 (66.7) 0 0
FE IR 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
PR USRS 2 (2.1 0 0 ‘ 0
R B 2 (2.1) 0 1 (2.6) : 0
R LR 2 (2.1) 1 (50.0) 1 (2.6) 0
MRS 1 (1.1 0 0 0
PR B 1 (LD 0 0 0
BT ST R 1 (1) 0 1 (2.6) 0
% ERERE 1 (1.1) 1 (100) 1 (2.6) 1 (100)
MEVR AR 1 (1.1) 1 (100) 1 (2.6) 1 (100)
L 1 (1.1) 1 (100) 0 0
NEREE 1 (11) 0 1 (2.6) 0
Rk 1 (1.1 1 (100) 1 (2.6) 1 (100)

*1 : AEHMEREATRIRER, *2 : AT RERM D 5 5 MSI-High (PCRIE) 2H T 58%E

<IGHEIETREEREIT - FH D MSI-High 289 585 - EEE>
GEPLRFE MR (KEYNOTE-177 &)

(L ZEREERE O 72\ B EIR R BE 2 11T - % dMMR Xi3 MSI-High (PCR &) ®?
AT AR - BEREBEREE 076 (BARAN22A2E5T) ZHRIC, &AF 200 mg Q3W
BEOHAMER RSN, Y EMOERT 2 LERE (Trdae v Z o (BT 1s-
FUJ 25 ,) + RV F =B oh (UTFT WY F—h &W5,) - XYV TTF
viEE (LT TmFOLFOX6] &\Y9,), mFOLFOX6 R UMY X< (BiETHBZ)

(LT TRV R=T] 2WVW5,) ity xv~7 (EETFEHRZ) CUT ryxy
<7 E\nH,), 5FU- KU F—b AV T 0 EREKY#EE (LLT TFOLFIRI)



&5 ,) FOLFIRI RURARY X2 7TtV F -7 ]® 2 utlR e L TR S hiz,
7B, EEFn TREBETERD bNZHAIC, RRETEZRTERIRD by
DERRENCEE L TV 5 BE T, REILIEOEIGRTM CRBETARD b5 L TK
OB G Lk d 2 Z L BFIRE & Sz, FEFEMHIE B i3S E A FH (UL T TPFS)
) ,) ROEAEFHB L Sh, AFNILFRE L LB LT PFS 2 A BICER Lz (&

4 RUE 1),
F4 AYHHERR (KEYNOTE-177 RER)
200 mg Q3W {biepRys &4
(1534) (15441)
fofE [A] 16.5 8.2
(95%I5 X M) (5.4,32.4) (6.1,10.2)
PFS™ | /N — R 0.60
(95%f5HE X ) (0.45, 0.80) —
pfE" 0.0002

*1 : RECIST H A FJ A4 VLIRIZE-S S MISLFRHZE, *2 : Cox FINY— REF M X B3
TEL OB, *3 . v ST 7RE. BEAYE (FHAD 0.0117

W LEREOE L VAV EUTOL B Y S L,
mFOLFOX6 :
F%Y% Y75 F 85 mg/m?, &V F— F400 mg/m>X i L AR Y F— $200 mg/m?, 5-FU 400 mg/m? (&5
B#iE) . 5-FU 2,400 mg/m? (46~48FFRFFG#E) Z2BHRB TRE LT,
FOLFIRI : ‘
AV T A EEBRE KT 180 mg/m?, Y F— 400 mg/m? X iz VU ARK Y F— k200 mg/m?, 5-FU
400 mg/m? (BUEFIE), 5-FU 2,400 mg/m? (46~48B5REIHGERTE) 2 2BRIBR TR 5 Lix,
RR X7 - '
5 mg/kg Z2RABMBTHRE L,
TYEFwT
FIE T 400 mg/m?, 2 [ B LAIX 250 mg/m? % 1 BRIBRE RS L,
7




10- e e e

1 R e
0 4 8 12 16 20 24 28 32 36 40 44 48

at riski® ML THERILA]
EM200mg QIW 15396 77 72 64 60 55 37 20 7?7 5 0 O
ook 154100 68 43 33 22 18 11 4 3 0 O O

E 1 PFS O Kaplan-Meier Bift (KEYNOTE-177 3RER)



[Z&i]
< BAALERRIER ICHEE L7217 - R0 MSI-High 283 5 BB (BEH 72185
REERIZEITRSE) >
OEBRI®FFE TERER (KEYNOTE-164 3B, =7x— K A)
BFEELRIT 60/61 ] (98.4%) 1, BITERIX 35/61 %1 (57.4%) 1T bhi-, FEK
2 5% EDORBHWERIZITRDO LB Thotz, ,
#£5 REER 5% EOBYER (KEYNOTE-164 BB, =h— k A) (RSHMATRHRE)

BERIKB (SOC: System Organ Class) Bil% (%)
HAEE (PT: Preferred Term) 61 %) ]
(MedDRA ver.20.1) ' 4 Grade Grade 3-4 - Grade 5

_ 2RIER 35 9 (14.8)

725, FVEMEMER 16 (1.6%) . BEEORERET (REMNEREER, SN,
FRBEE) 16 (1.6%). FIHEERE 3 61 (4.9%), FIRIMEREREE 2 61 (3.3%). B
%361 (4.9%)., Fhse - MERCTRRMAREE 1 1 (1.6%). MM%s - BEREZS 1 B (1.6%) SER® 5
Niz, Elo, KB4 - EEOTH, MBEE (50 - N —EGEHE), FTEEKERE
£, BIBHEEEE, 1 BERR, BREREE (ROTHEMBL%) . EEHENE. L
frdk. St/ MR ERBER, FhitE i, FREFRE. infusionreaction RNEE 5
BAITRD bk o, ABERARBRRIEEES (BRREEEYLED) 25
DERABRETT,

OEEEILFE T /EA8 (KEYNOTE-158 345R)
HEFRRIL, 91/94 5] (96.8%) 2. BIYERIX. 58/94 B (61.7%) 238D biz, TR
N S%BLUEDORBERIITERDOLBY Thoi,



#6 FRBHBH S%IULEOBHER (KEYNOTE-158 K) (LS S48H)

eI k4 (SOC: System Organ Class) B (%)
FHAFE (PT: Preferred Term) , 94 {51
(MedDRA ver.20.1) £ Grade Grade 3-4 Grade 5

723, BIEMERER 461 (43%), KBk - EEOTH 3B (3.2%), MEEE (X7

e N L REERES) 2 ] (2.1%) | TR REREE 8 1 (8.5%) . AR RERRE 8 B (8.5%) .

1 BUEERRYS 1 4] (1.1%) . infusionreaction1 ] (1.1%) S8R bz, Eiz, BEEDOKE
BEE (REREIREGER, SN, BREES) . TEREERESE. BIBHERSE,
BskeEE (RESENSAS) . Kk, Bk RUGRAPE. BEWHENE. L5
g, Mg - BEREZ. ShtE/IMRIBAERBER, WA D, REFRBERVS L S RRE
RRH NN, ABWEARRRIIEESES: (BEREERELZESD) 2805
HRERETRT,

< BIEEIRRREE 2 YEST - FEFE > MSLHigh 2 &7 5 fh - B >
@EERERFMERR (KEYNOTE-177 &)

HEELIT. 149153 B (97.4%) 12, BIERIX. 122/153 6 (79.7%) IZ&BH LT,
WO THREARN SUULOBIERIITROLBY ThoTz,
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£ VThIAORTREARSE 5% EOBHER (KEYNOTE-177 RER) (ZLMHMAT N SEM)

BEEHKRKSE (SoC: B (%)
System Organ Class) AENFE {LERIERE
EAZE (PT: Preferred Term) 153 143 45
(MedDRA ver.22.1) £ Grade Grade3-4 Grade5 £ Grade Grade 3-4  Grade 5

SBWER 122 (79 . 0 141 93

(98.6)

=gl 9 (5.9 2 (13 0 17 (119 7 (49 0
HFPERB D FE 0 ' 0 0 30 22 H 0

0 0 10 (7.0) 1 (07 o0

" KB 8 (.2) 3 200 0 0 0 0
B 2 (1.3) 0 0 10 (700 0 0
FH 38 (24.8) 3 20 0 75 (524) 14 (98 0
B PR 11 (7.2) 0 0 6 (42 0 0
B 19 (124 0 0 79 (552) 3 @21 0
AN% 8 5.2 0 0 43 (30.1) 6 (42 o
Mgt (3.3) 0 0 40 (280) 5 (35 o
BIIEE 11 (7.2) 0 0 25 (17.5) 5 (35 0
e 32 (20.9) 3 200 0 63 (441) 13 (1 0
RERE D SSE ' 4 2.6) 0 -0 25 (17.5) 1 07 o
FEL 11 (7.2) 1 07 0 7 (49 0 0
BEE(CARmE 0 0 0 8 (5.6) 0 0

RBE% 1 @©7 o 0 8 (56 1 (07 0
ALT 3850 15 (9.8) 3 20 0 10 (7.0) 1 (07 o
AST $#/m 17 (LD 2 (13 o 7 49 1 07 o0
e ALP 3850 : 12 (7.8) 1 07 0 3@ 0 0
P ERER 1 0.7) 0 0 33 (23.1) 24 (168 0
/SR B 2 (1.3) 0 0 9 (6.3 1 07 o0
EERD 3 2.0) 0 0 8 (5.6 0 0
B i BR¥epid 1 0 42 o

4 26 0 0 15 (105) 0 0
2 1.3) 0 0 13 @O o0 0
K=o —a NF— 1 0.7) 0 0 25 (17.5) 1 07 o
KRR =2 — /T — 0 0 0 29 (20.3) 3@ o

BB ICRBES




EEAANE (SOC A —
System Organ Class) AKIRE {LEFRIERE

FEAEE (PT: Preferred Term) 153 4 143

(MedDRA ver.22.1)

R

e 5 (33 0 0 28 (196) 0 0
BERR 7 (4.6) 0 0 10 (7.0) 0 0
FE# . RERRNE N SAEGRE 0 0 0 25 (758 1 (07 0
% D PEE 21 13.7) 0 0 7 49 1 @07 0
b3 17 11 1 07 0 1 77 1 @©7n 0

0.7)

i, PVEMERES 5 6] (33%). KB - MBK - BEOTH 1446] (9.2%), i
BEE (X5 - SU—EEHEESZ) 146 0.7%). BUERF%K - AL - FFgiBEE - Tk -
B PERRAS 25 25 1) (16.3%) . IR A AE R 2 18 41 (11.8%) . T EAMMREREE 2 41 (1.3%)
BISHAEREE 2 ) (1.3%). BHeeEE (RUEREMEBRS) 26 (13%). K - K&
4 S RMRNE 1 151 (0.7%) . infusionreaction2 % (1.3%) . #&k% 1 41 (0.7%) A35® biviz,
¥7-. BEQOREREE (THEERERMEE, REHRREFER, ST, BRE
B 1 RRERE. Bk, BIEGENE. Mk - fRKk. S OER, LK, ERBR
MEREE (Bl MR REEE, WitEm, FRFHRE, BENERES) KU
REAEERIIRD bhRd > 7o, REERRBRIBESFSR BRAREEREZE
i) BEUESRBRETT.
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(R - HE]

AR ORBEFARYBHEETAZFHALZY I 2 —2 a1k v, AH 200 mg %
Q3W, 400mg % 6 BRI (LLF TQeW] &5, ) XX 10 mgkg (KE) %28
B (LT TQaw) &5, ) TRELE-EBEOAFOMETRBESRN SN, O
R, AHA 400 mg & Q6W THRE L 7=BEORFIOEFIRBIZRIT 2 Y MEHRE (L
T (Cagssl EVVH. ) X, AHI200mg & Q3W TIRE LIZEED Copss EHELIT 5 & T
iz (F&R) . £, AFl400mg & Q6W THRE LIZBEOEAF D EEIRREIZE T 5 &%
BMEPRE (AT [Chwsl £V, ) 1X, A& 200mg % Q3W TG L7ZEED Chaxss
UL TEMEEFT L FRSNAZLO0, BAABECSO TAREIER ST
ZHE - AETHZHA] 10 mgkg (RE) % QW TIRE L7ZFED Chaxss & LB L TIK
EERTETFRIESNE (TR) . &bz, BEMHEAERE 2 HRITASE 400mg 2 Q6W
THE Lz BIFERER (KEYNOTE-555 BUBR) L &5z ERIEICE-S < RYEhE
NIA=FBF VIalb—ya R FRLEEYEEARZ A—F LRULE (TR).
Mz T, BEOBEIZR T 2 BAABRBRICESE AHOREE L A IR eMt
L DEEZRFTT 2BBERISET ABEE I, AF 200 mg & Q3W XiX 400 mg %
Q6W THRE LZBEDORER L AMEXIIREE L OBEIZ W TR SR, L
ORI - AEROB TAMMR OREMICHARZRITL VW E TR S W,

#8 FHOKWBE T A —F

AR | (g (s ) () o)
200 mg Q3W? (58.2?99.7) (27.?7;7.298.1) (17.13?'11 8.3) (91.3??4.1) (49.?3(,)?1.0) (30.35(,)'391.4)
400 me Q6WT (12;?24) (32-%?212.7) (10.11(,)'16 0.8) (14221;49) (50.51(,)'57 1.3) (19;?;0.9)
'40(¥]£J{QE6)W ( 1351.2?.10316.4) NA (1 4.1:, ?i 5 NA NA NA
10 mg/kg Q2W (212,2323) { 14;?1‘45) (1 1;1 ?21) (421,2233) 