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BRAHJREZIT> TV Dl CER 2947 A 125 JEHEIT > T D liak CEak 2847 A
1 HEEA 2&nﬁmﬂ> 1 HREA : 2540-fifgk)

(5) P& i@rﬁmﬁﬁﬁm%@m R ILUE TR (5) P& i@rﬁ@ﬁﬁﬁm%@m YLV fR
L EIT> T D laex CE29 47 H 1 L EIT> T Dl CPk 2847 H 1
H RS : 1287 Jifiak H IRF AR ;299ﬁﬁéﬁ>

8§ _— @®-3 HRIEHDOZEr-CRHNIZRE L T 8 N— @-3 EWEHOZWOXHIZEI LT
BIER (REMERREICI A, KR - NG - BIVER (MEMEREERICMAZ, KBk - EEOT

HED T, HFHEREREE - Eﬁﬂﬁﬁﬂﬂﬂﬁ . BEHREE

. RTRERERE T - BEALVERRAE R, BHREREE (K




P (PRAME VMR 22%) . WiskEsE (FER
PeRBbEE . HURIRMERERE S . RIBMERES) . 14
PERIA. 5 & DK, ik - BRBUHRARIE., k.
HEDKGRES (R RERIERRE, ZIHLHE,
FAKRIEIED) . infusion reaction, MMZc - B,
IR E, RkEE (KT - N —EEE
), DS, BEER MRS (G M s
PEERBERS . TR I, ARIFERES | MBI BRIE ) |
MERERAEGERE, FEEZESE) 1Tk LT, Yk X
T B R RS B O B A A T B R & L
(EMEHAOZWroX IS ICB L CTHRER R %
FTONLEMITH D L), BHHICHEY)RALEN T

A TRV MR R AE) . Wormikess (F A eErE
ORI el . BB M REREE) . 1 AUBEIRE, 5
EOMRER., ik - BT BARIE, R, BEE DK
JERREE (R RERIRARIE R, ZIPALEE, BREE
%), infusion reaction, MM# - B, EHIEM)
HESIE, PRRRREE (T2« NU—JEBERES) . D
e, BEREIRMKIED (St MRksA SR BT
i, TP, RIS, MEETRIERAESE) | M ER
BEIEGEE, M%) Ioxt LT, MEiER LT
BRI EA O 2 A S EAN & L (RIE
A OZWORHNIZE L THERELROXEZZ T b
LHEMICHDZ L), BEHICHEYRAENTE HIR

X DRHIPESTND Z &, HHSTND Z &y
10 =—3 6. BHICE L THETRXHEHE 10 X— 6. BHEIZHELTHEET NEFHE
(@D, @ ) (@O, © )

@ FERREWERHDO~xXT AL MZONT

o MEMMEENDLLDLNDLZ ENRHDHDT,
ARAFNDOPEHAZ BT - Tk, gIEER (B84,
R IR M) D RfERE M OaEh X iR
DEME, BIEE2+0ATH) 2 8, Fo, &
FHZ U CTHER CT, Mg~ — I — DA
EFEMTDHI L,

e infusion reaction "H HHOND Z ENH

@ FERFEWEHDO~RT AL MIDONT

o MEMMEBRNLLDLNDZ ENRHDHDT,
AN O EAZ B 7= > Tid, MIHHER (B,
MR IR kS ) O HERE S OIS X AR A
DEMEE, B2 017528, £, &
FG UCTHES CT, i~ —h —F DM
rRMT DT &,

e infusion reaction "HHLOLINLDH I LD




%, infusion reaction iR HILTZHAIC
WL, BEO R ALE AT O & & BT, SERDEIE
THETHREORRELZ +DICBIETLZ L,

o FUIRARMEREREE, T IR ISEEREREE M OV
BEEEN D Db d Z ERNH 5D T, AAID
P 5B AR & OV G- IR T 3 0E B I R 4y
WiHERERR A (TSH, 0EHfE T3, JFHE T4, ACTH,
P = VFy = VEORIE) ZFEHT 52
&

o JFREREREE LM ERN D LD Z &
N % DT AHFN O 5B bART M O G- 1
T E AR AR BERR AT (AST, ALT, y —GTP,
AlI-P, BV VEVEDORIE) ZFET 52 &,

(%)

5, infusion reaction 23Fd& HNTZHEIT
X, WY LE 21T O & &b, FER A EIE
THETHREOWREL HITBIZRT L,

o HURIMEEEIEENRNH O bNDZ ENH DD
T, ARAHNO £ 5Bl bdn & OB G- B H 3 E H
A BRI RE AR AY (TSH, 7 T3, WERfE T4
FOWE) #EMTHZ L,

o HERENR L LDONDZ ENHDHD T, K
O£ 5B Ak T M OB G- e e
fFkBER A (AST, ALT, y-GTP, Al-P, EV
NEEORNE) EERTH L,

(%)

EHE~A 70T 74 "AREZEE MS 1-high) 28T 2EBHED
ol AT A RT A o OWETERT FIH%RSR)

il

IH

T

(FHRERIBRD)

T

(IHBREBHIER)

9 ~—v

TiLd (1) ~ (5) OWFINITEET
i T2 Z &,

(1) EEFEREDPIEET D0 AL

9 ~—v

OF T{dslANE
O-1 TFTio (1) ~ (5) OWTNNITEYT
LR THDH I L,

(1) EAETGEREDIEET 505 A2PEHE L




b (EENT RS A2 P B ML R BT
H3Ek 23 A RSB ML SRS . HIE S AU IR
b7 &) (B 7 A 1 BIREAL 436 i
e

(2) ¥rErgmembe CEFRC 31 A4 7 1 HEFRL - 86
M%)

(3) #ENFRENFENFEET 203 AR T

(R AR ERPE, 23 A2 a1
TR, 8 A I EEHEE R 7 &)

(4) ARAFEIEE Z2iE L, Jhkib ik
B XU RACTFRIEINE 2 O gk FEYEIC
2B EIT> T D litiek (CFpk 29 4F 7 A
1 HEEA : 2531 fifiak

(5) LT AL TG & BN R O e BB 12 £R
L EIT > T DR CER29 £ 7 H 1
H B : 1287 fifigk

TbessE  (FBE D3 A RS e e L Ui B

HiIEk A3 AU RS OB ENL SR e . HIE s ARSIk
Wbt7e &) (EE30-F4-H 1 HIRFA @ 437
MEE%)

(2) FrERRERPE Rk 20-4F-6-H 1 HIRFA : 85

(3) #EMFRAFERIEET 203 AR b
(DS AP BB, 25 A 2RO 17
J1BE. S AR EL S HEE R P 7 &)

(4) AR bFRIE=EZ2RE L, SR FRIEN
B UTHSRALFHRIE N 2 OfEsk B
25 EHEIT> T D litisk PRk 284F 7 A
1 HIE A 2540-Jifi7%)

(5) PR A L5 & BN O fits 3% FEHE I £
HIEHEIT > T Dltiek CERk 2847 A 1
HF L 1290-Jiii %)

10 ~S—

@-3  EHEHOZEr-CxHcIZE LT

IR (MEMEMRECI A, KRIBR - DMEX -
HEDO TR, FFHERER T - A LIEARE 28, TEHKRE
PR RAVEFEMEE RS . WomkEE (PR
PREERETE . HURIAMRRERRTE, mIBRRERS), 18
BERT. S & DR, ok « BBUHRARIE, 2.
HEOREEE (BFRBIREGRE, 2 IPRLHE,

10 ~~—

@-3  BIfEHOBZEr-CxGICE LT

RIER (MEMEMZEEICIZ, KX - EEDOT
. RTRERERRT - MEALVERRAE R, BEHERERESE (K
MV TRV 22 55) L NP (T A pERR
HURBRBERERR S . RITERRRERR ) . 1 AUHEIRA, 5
E MR, Mgk - BT RARIE, ek, BHEDK
JEREE (BFRBEIRIEGRE . ZIPRLBE, BHRER




FAKRIEIEE) . infusion reaction, MMZc - B,
IR E, RREE (KT - N —EEE
), DS, BEER MRS (ki M s
PEERBERS . TR I, FRIFERES | MERERIBRIE ) |
MERERAEGERE, FEEZESE) 1Tk LT, YikhEx X
T B R RS B O B A A T B R & L
(EMEHAOZWroX IS IZB L CTHRER R %
FTONLEMITH D L), BHHICHEY) 7R ALEN T

%), infusion reaction, MM# - B, EHIEM
HESIE . ARRRREE (T2« NU—JEBERES) . D
fhoe, BEREIRMKEED (St MRksA SR BT
i, TP, RIS, MEETRIERESE) | M ER
BEIEGRE, M%) Ioxt LT, YEiER LT
BRI EA O 2 A S EAN & L (RIE
A OZK-ORHRIZEE L THERELROXEZZ T b
LHEMICHDZ L), BEHICHEYRAENTE HIR

X HRHPESTND I L, HESTND Z &
12 =—3 6. WHICE L THETRXHHE 12 = 6. BHEIZHELTHEET NEFH
(@D, @ ) (@O, © )

@ FERREWERHDO~xT AL MZONT

o MEMMEENDLDLNDL I ENRHDHDT,
ARAFNDOPEHAZ BT - Tk, gIEER (B84,
R IR M) D RfERE M OaEh X iR
DEMSE, BIEE2+2ATH 2 8, £, &
FHZ U CTHER CT, Mg~ — I — DA
EFEMTDHI L,

e infusion reaction "H HHOND Z ENH
5. infusion reaction 23FRéD HILIZGAEIT
WL, O AE AT O & &bz, FEIRDEIE
T5E THEDOREZ I8 T 52 &,

o HURIRBEREFE S T AR L OV B

@ EREWEHDO~RT AL MZHONT

o MEMMERNSLLDLNDLZ ENRHDHDT,
RENDOPEHAZ o T - Tk, gIHER (B84,
MR IR kS ) O HERE S OIS X AR A
DEMEE, B2 017528, £, &
FHZN U CTHES CT, M~ — 7 —F DA
EEMT DL,

e infusion reaction "&HHONDH T LD H
%, infusion reaction 23R HNT-HEIC
L, WY AE AT O & &b, FERDEIE
THECTERIOREBE+SITBIETHZ L,

o HURIERERREERNH LDLNDZ ERHDHD




REFEEND LD Z ENH DD T, AFD
P 5B AR T & OV G- IR T 30E B I R 4y
Wi RERR A (TSH, 0ERfE T3, JFHE T4, ACTH,
P = VFy = VEORIE) ZFEHiT 52
&

o JFRSREREE LM ERND LD Z &
N> % DT AHFN O 5B bART K O G- 1
T E AR IS BERR AT (AST, ALT, y —GTP,
AlI-P, BV LV EVEDORIE) 25T 52 &,

(%)

T AHN O 5-BAERT M O 581 I E
AL HL g Ra R A (TSH, i#f T3, J0FHE T4
FEOWE) #EMTLHZ L,
HHREEEN S LD Z ENH LD T, K
H o Fe 5B hh EiT & OV G- W R IE#Ir Iz
ATHERERR AT (AST, ALT. vy -GTP, Al-P, BV
NECEORNE) BFERT DI L,




B 1

EEfEREET A R4 v
RATBY Xe7 (BIEFHEBRZ)
(R4 : ¥4 b—F EHHE 20 mg. ¥4 ML —F SH# 7 100 mg)
~ R ~

SFTE1 2 A
JEA B



SR

1. [FL®IZ

2. AANIOFHH. (EHEF

3. FRIRHEGE

4, Tz oW

5. BHxtGL e b

6. BHICERL THE T XX HIHA

P2
P3
P4
P8
P10
P11



1. IXTdic

RIS DOF M  ZEMEOMERO T2 DITIE, WS SCEEITIES W 2 7 AR D
BND, 6T, IEOREHRFOMEARICZ LV | FUKREIRS 72 & O 72 3R AR
FPEIMPARINDLH T, 2N O DOEHKNZEIZLEREE IR 5 2 L 3BRED
PRE L 72 o TR Y RFMBGE R & SCE O ST #2016 (L 28 4F 6 A 2 H MIFEDE)
ICBWThH, HEHNERNLEOMHORE(LHEERZX S Z & LS Tn5,

R R S T, KRR 2T 0 7 7 A VB D ESK L & B S MR
RHZENRDD, T, HIWEROEZEMICET D HEHRN+0ERT 5 £ TOR,
MHEEGLOBELEEZT D ERIREEINBHICH L THEAT D & & Bz, BlfE
FMFEE LTI B2t & D 2 & AN A fE e — 1 O B 24 7= 3 EE R B ¢ A
THZLENEETH D,

LR T, ATA RT4 0 TlE, BIRBERESSINE TITHE LTV A EFIRFR -
BHER R EED & | LU O E IR O feii 7o FH 2 HEE 3 2 8LA b B2 B B %
F RO EFREEZRT,

I ARITA KT A %, MSIATEBOE NESE SRS S, A B AR AR
BRAR RS oy —MAERTE N B ARERIR N RFE S e O AR A A ARG IRERFH 2 O 1
Db EAERR LT,

XG & 7R DRI A M V—F STEERE 20mg, A M L—Z A 100mg (—
4 a7 nl) XAv7 (En R z))

RG LR DTG ARTBUIBRASRE S TR 0 Bl g

HEERDAEROCHE : 7% F =7 LOfFHICBW T, %, AT, a7 rl) X~
7 (B fHHiz) & LT, 18200 mg % 3 ¥ [HRHIFE T 30 5
DT CTRIEFET %,

B3 R 72 3 F - MSD Rtk

(%)

A TAXEE 1 mg, FEESmg (R4 : 7L F=7) OREUILE., HiELOH

=R

I=EN

R SUFAN R+ ARTBUIBRANRE S TERREME oD Bl i e

FREROHE G, RAIZIETF v F=7L LTl 5smg% 1 H2EEROKZS5T 5,
B, BEOKRBICKVEEEET 525, 1 10mgl A 2[BE TH&ET
x5,




2. ARIOFK, 1ERKERF

FA hL— & g 20 mg & OVRLATEFE 100mg (—f 4 : RAa7 e X~7 (&
v z), LT TARAl w9 ,) 1E, PD-1 (programmed cell death-1) & Z DU 4
RTd % PD-L1 XV PD-L2 & DG A EEMET 5. & Mb1gGs £/ 7 m—F L gifk
Th D,

PD-1 #2885 1E T MA S0 GRERE D & 284 5 72 OIS A AR DS FI FH 9° 5 T2 70 S0 2 il 4
AA wF T, PD-1 1%, DRIV TEMESR T HifuoMinLmIcBELL, B O%
P2 SO % B e AN B X Rl 7 0% SO & HliE 45, 9725, PD-1 (XY Hv REfE
ATHZ LRV PURSZEBRICL D v VT VinE 2 AICHIET %8k TH 5, PD-LI
DEFMMBEICBT H2RIUTDT N TH LN, Z< OBR M TIE TMBOBE 282 5
IECBBENCHBL L TV D, BAFIIICE T S PD-L1 OEREEIL, B, B, iF
HEfEgE, SREGE . FE/ VBRI & Ok 2 IS ATTHRARIK - TH Y | RWAEFRLE
OMEREENRE I TWD,

B OB DEGR)T1% & PD-L1 ZBLOMBINEN S PD-1 & PD-L1 ORREIZIEL O
SRS EREC BV CEHERBEE ZHH ) 2 EAURBENTEBY i ARROER L L
THIfF STV 5,

AANL, PD-1 & PD-L1 X OXPD-L2 Dl U B> ROFEAZET S Z Lick v, HEE
W NBREE T D B R BRI S M T U o _ER 2 TE ML &8 HUE R S & FE M b
52 & CHIEE R AR D,

ARFNOVE RIS < W O RS X 2RISR & b oh, BESUIELTIC
EOWREMD D5, AANORGH R OEEGRIZIT, BEOBIEL TIATV, RE DR
O HIVIZE AR, FEH LT RIS U RPN 2 ek & REBR 2 RO Rl & L Coi
BN 8RR W 22 ATV P DSERUSIC K D RIER 2 B 2 56 1213, BB RE AL
RO GHEDWY) IRALE 24T 9 ER D D,



3. ERPRARE
RIBEIBRANHE TR M 0D B g 0D A GRIFIC R 2 1T o 72 1 72 iR IR BR 0D i &
ZNE IR

[F 0]

[ PR [R5 AR AR (KEYNOTE-426 7R)

{EZEIRIEIE D 72\ O MRIG UIBRANHE ST HEARE ™ oD 18 B B A Rkl g A 861 1 (B AN
NPl ZEETe) ZRBIT, A=F=7 VA LIF RA=F=7] Lwo, ) 2%
KHE LT ARANET X F =7 LD HEE (LT IRB/TXRF=71 205, ) =
DA INE R NI RET S ivle, FEFHIE BT 24 (BLF ToS) w9, )
KOS AR (LT TPFS) &9, ) L&, AKHI/ T X F=T71%, A=F=
7l LT, OS KUPFS # A BITIER L7z,

*] : American Joint Committee on Cancer J7%& #155 3H12 5 < JEHITV

*2:50mg 1 H 1[0 4885 #% 2 HEFIASE

*3 : A% 200 mg 3EMMMR (LT TQ3WI &5, ) THARNELG L, 7% F=7%5
mglH 2[E (LLF TBID) &9, ) AL L, T F=7DHK 5T, 5mgl
A2 CHfgd s 2a—2 (6#M) LLEAFMENRHY ., Grade 2 2257 F v F =
T ORIERNZED BT, ol E2S 150/90 mm Hg UL FICEHE SN 7-854. 7mgBID
~OWEEZAEEE Lic, EoREOLEREZ FV, 10mgBID ~Of &S AliEs Lz, 7
XFUF=7E, BEAOMER, BEEESICG U TARE IEE (3 mg BID, KiZ2mg
BID) b AfdEL L7z,

#1 Ak (KEYNOTE-426 3Bk)

KEN) T X F=TRE A=F=TRE
(43241)) (42951)
o (H) NE NE
[ (95%CI] [NE, NE] [NE, NE]
OS™ | n¥— K™ 0.53
[95%CI] [0.38, 0.74] —
P " 0.00005
o (H) 15.1 11.0
[95%CI] [12.6, 17.7] (8.7, 12.5]
PFS™ ™| A — REp™ 0.69
[95%CI] [0.56, 0.84] —
P {3 0.00012

Cl: (E4EIX[H. NE: R, *1: PRMHTEFOT — & (20184E8H248 > "4 7) | *2: )=
B Cox LEBI NP — RET WL D A=F = TRELE DR, *3: @RIn 7' o 7 KiE. *4 : RECIST
HA RFA4 P LURICHS < S PSP oei) &



AF200 mgQBWR UV 7 XL F=T
/

0 4 8 12 16 20

at risk#§ SFHR[A]

A#I200mg Q3W KU
£y o 432 417 378 256 136 18
Z2=F=7 429 401 341 211 110 20

X1 OSoHEENrEEDKaplan-Meierfi#f (KEYNOTE-426338%)

100
90 1
80 1
& 70
B 60
50 1

0 R L LR LR AL LR R LA LARRARRRRRRLARLL
0 4 8 12 16 20 24

at risk#q HISEAFHIRB]

ZA1200mg Q3W 432 357 251 140 42 3 0
RUO7x9F=7
A=F=T 429 302 193 89 29 1 0

X2 PFSOHEENTR: D Kaplan-Meier#i#R (KEYNOTE-426345%)




[Zz421E]
[E BRI RS M AHGER (KEYNOTE-426 #5Rk)

HEEQIIARHF/ 7 X F =T # 4221429 5] (98.4%) K RNA=F =7 R 423/425 {3

(99.5%) (278 B AL, BRI L DR EBMRNGE TERWAERERIT, T T 413/429
B (96.3%) JOF 415/425 15 (97.6%) (T3 LTz, WT I ORETHBLEN 500
DOEWERIZTTFRO LBV TH -T2,

£2 WDINOLORETRIEN 500, EOBIEAH (KEYNOTE-426 3ABY) (LMLt S4EM)

HEBNRSFE Bl (%)
(SOC: System Organ Class) KK/ 7 X F =T A=F =T R
JEAEE (PT: Preferred Term) 429 14 425 51|
(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 4= Grade Grades 3-4 Grade 5
AR 413 (96.3) 269 (62.7) 4 (090 415 (97.6) 244 (574) 7 (16)
KR LY v SREEE
Z 1f 12 (2.8) 1 (02 0 69 (16.2) 13 (3.1) 0
i BRI 5 (1.2) 0 0 37 (87 6 (1.4) 0
I R ERIBE 6 (1.4) 1 (0.2 0 79 (186) 28 (6.6) 0
1IN 8 (1.9) 0 0 94 (221) 22 (5.2) 0
WM
R IR RETTHESE 52 (12.1) 4 (0.9 0 14 (3.3) 0
FOR IR RE IR TR 135  (31.5) 1 (0.2) 0 119  (28.0) 0
BIGREE
-0 23 (5.4) 3 (07 0 16  (3.8) 0 0
{5 31 (7.2) 0 0 29  (6.8) 0 0
T 210 (4900 31 (7.2 0 175  (41.2) 19 (4.5) 0
Pz f 17 (4.0 0 0 22 (5.2) 0 0
HIE R R 12 (2.8) 0 0 48  (11.3) 1 0.2) 0
A E MR 6 (1.4) 0 0 34 (8.0) 3 (0.7) 0
D 91  (21.2) 2 (05) 0 111 (26.1) 4 (0.9) 0
a W% 61 (14.2) 3 (07 0 86  (20.2) 9 (.1) 0
M - 34 (7.9) 1 (02 0 56 (13.2) 3 (0.7) 0
—f - AFEERS X O GMALOIREE
1 J5E 50  (11.7) 6 (1.4 0 54  (127) 12 (2.8) 0
957 130 (303) 10 (2.3 0 142 (334) 21 4.9) 0
FERE D JAE 55  (12.8) 4 (0.9 0 90 (212 7 (1.6) 0
P 16 (3.7) 0 0 24 (5.6) 0 0
(YR g
ALT H#4m 102 (238) 52 (121) 0 54  (127) 11 (2.6) 0
AST H#4/0 97 (226) 29 (6.8) 0 59  (13.9) 7 (1.6) 0
M7 L7 = 24 (5.6) 0 0 30 (7.2) 1 0.2) 0
1 AR ARSI AR LV L HEN 22 (5.1) 0 0 22 (5.2) 0 0
I v ER AR 3 0.7) 1 (02 0 48  (11.3) 29 (6.8) 0
RN & 14 (3.3) 1 (02 0 76 (179) 31 (7.3) 0
RERA 41 (9.6) 6 (14 0 36 (8.5) 0 0
F i BREGR D 1 0.2) 0 0 37 (87 11 (2.6) 0
B L Ok EE
AARIBOR 94  (219) 9 (21) 0 106 (24.9) 2 (0.5)
&) o me il 6 (1.4) 2 (05) 0 26 (6.1) 11 (2.6) 0
W E R R L O ARk E
RARIR 52 (12.1) 3 (07) 0 15  (35) 2 (0.5) 0
kL] 23 (5.4) 0 0 16  (3.8) 0 0
PhRE R R
VST 40 9.3) 1 (0.2 0 129  (30.4) 0 0
GIEVE] 35 (8.2) 3 (07) 0 33 (7.8) 1 (0.2) 0
B L ORI IEE
EAR 66 (154) 11 (2.6) 0 39 9.2) 6 (1.4) 0



SN B%% (%)

(SOC: System Organ Class) AEN/ T X F=TRE A=F =T
JEARFE (PT: Preferred Term) 429 15 425 15
(MedDRA ver.21.0) 4= Grade Grades 3-4 Grade 5 4= Grade Grades 3-4 Grade 5
e g, TERES K OithmRE
K 32 (15 1 (02 0 12 (28) 0 0
TR 98  (22.8) 1 (0.2) 0 12 (2.8) 0 0
IR0, DR e 28 (65) 2 (05) 0 16 (3.8) 2 (0.5) 0
S 19  (4.4) 0 0 32 (15 0 0
R F L O FRERRREE
R i g 27 6.3) 1 (0.2 0 35 8.2) 0 0
P RERFMEARSEGE 119 (77) 22 (51) 0 168  (39.5) 15  (3.5) 0
* S 53 (124) 1 (0.2 0 18 (4.2) 0 0
5 46 (107) 1 (02) 0 38 (8.9) 1 (0.2) 0
k=4 &
5 LUE 179  (417) 91 (212) 0 184 (433) 78  (18.4) 0

B, ABH/ T XTI RUCB O CHEE MR E 126 (2.8%) . KIEK - Mk - HE
D TFHI39 %1 (9.1%) | #fREEE (F7 v - N —SEERESE) 241 (0.5%) | H#RElES (ALT
SN AST #8072 & O re e R 25 Te) 150 5] (35.0%) . FURIREEERET 165 fi

(38.5%) . FHERFEREFEZ 541 (1.2%) . RIBHEREREE 10 B (2.3%) . 1 AUbERIA 1 4

(0.2%) | BEHEREREE (RANE MR TER %) 9 01 (2.1%) | 4% - BEEUT AlARIE 4 41 (0.9%) |
EIEREEE 4 611 (0.9%) . D% 261 (05%) . 5E DS 16 (0.2%) KO infusion
reaction 2 5l (0.5%) 23388 Hivlz, £7-, BEOLERE (FKEHIEIRIEGRE, ZIALHE,
PERRIEDE) | ER, M - B, EERMKREE (S M/ MR SRR, IR
A, JRIFERES, MEERIERE %) | MERERIEGER K ORI b e o 7o, ARRIEM
FHURDUIEESRSR (RAREERE 25T) 2508 RE R,



4., HEERIZOWT

I Y 2 7 EEGEHE (RMP) (M0 & A O B 3K 22 R TS B~ oD 1 ) (Al
Do Hltiak T o T, AANOEGNEY) 72 BE 22 - FFE L, AFORGIZ X0 EHE
7REWER Z 3B LT BRITIS T 5 2 & BB R 7e D LLF OO~@DF T A& 72 i
HICBW AT o2& TH D,

O mEFITHOWVT

D1 FiEo (1) ~ 5) OWTFRNTEYTHMiHTHDZ L,

(1) EAFBREDTEET 205 A FEHEILRPE S GE R RS A2 REEEHL U L
BN AR EE B RURRE . B AU IERE 72 &) (BFCAE 7 A 1 HREAS @ 436
JiE %)

(2) HrTksEERPbE CERR 31454 A 1 BRGAL : 86 fipk

(3) HBENFIRA TG E T 2 0 s (D AR REHEE ERPL. 25 AR
W EBE, 3 ARSI EEHERE B e &)

(4) ARALFRIEE AR E U, SR REEINGE 1 SIS RA L2 REEIN G 2 Ok B g
R DR AT > T D ftiax CERK 294 7 A 1 BIREAL @ 2531 Hiiak)

(5) PUEMIEEAIAL T B HEINE O IEEI R D R 21T > TV Dl CERR 29 4E 7
H 1 HEFA : 1287 ik

O-2 B O b FRE & ORIWE RSB O XS+ 77 70 505k & B & FFoERT (R
KOWTIDITEZ YT HER) A, Y2 BB OARFNCET 20RO EMTH & L CRE
Y (G

#*®

o [ERNRFFIUGHE 2 FEOYIIWHE ZE T L7 1212 S L0 AR DEGIRIHE 217
STWNDHZ L&, 95, 29U RiE, DAFMEELY T L UBRRIER - OHME 21T
D Tb A 6 Z & o

o [EffEFEUSE 2 FEOYANHE ZE T L2121 4 UL EOWREEH O BEIRHE 217
STEY., 95, 2400 BiX, BHIIE DN AIKYER L2 G T 0N ATEIR O RERVHME 21T
STWAHZ &,

Q@ PBENODEELEREEDEHNIONT

I EHRE BCEE T 2 LA DR E S, BEEBEN O OERED ., BRI - &
EPESEIEFRE RO B L OERMSEIC T 2 IRt A FFRPBAE LG H oS
¥, FERESLIATON DGR ESTWND Z Lk,




® EIER~DOXHRIZONT
@-1 MERRAHNCEET 2 EH

MR B O BEERRWEANIEA LIZBRIZ, 24 BRI H| O T, Yakhisk X
HHERRIZ W T, FEIH L 7ZEIERICIS U TABREE R O CT HORIWEH ORI 23
TR OFEFR DY H GO, B HICRHSTRE72 K H NS> TWnWDH Z L,

@2 EERFEHRICLI>AFEFSAMISICET HEH

ARSI HE D 2 B 7 sk K OB RE 2 AT D IR RIEFE DNEER =XV v 7
EHEOITEIROA T ) —= T EITOERE LR EZ LG TE 5 F— AEFRRE] 235
ESNTWDZ L, B, BIFEHIZHOWT, NABRE EZDOFBEICHDITEAmMmENT
WhHZ L,

@-3 BIEAOBEORIRICELT

FIVERT (RIEDPERA BN, KIGSE - /M7 - B T, IFFRERERET - BR(LMENR
TR, EHRERETE ORMIE MRV 22%) . WS (TRMERS. FkIHhE
P, BIEREAEREE) . L BUBEIRAN, S & O IRAR. RESE - BRI RMIBIE, MR, B
JREE (B RREIIRIERGERE . ZTUALHE, FURMIIES) . infusion reaction, 7S - BlEZE .
RIS, MRRREEE (T 2 - SRR . Ok, EEA MRS (o
R/ IR D VESE B . PR, ARIFBRE, MEURIERAESE) | i BR ARG,
BE) 1okt LT, SRR S LT R R O B FE 2 A7 B R L dHE L (RIPEA 0
DWTRAIRICE L TR OB EZ T OB &M H 5 2 L) | EHICH Y /2 L E
TELKHNES TS Z &,



5. BeGxB LD BE
(GBI 54 1H]
@O ALZERIEIE O 72 W IRIBEIBR A BE

TR ME O B s BB 2RV T ARANE T

F =T L OAREGEOFERENRREN TV D,

© TRLICEEY T B EE TR D AK O PG K OME A IEIZ DUV TE, AFI OB ZhER
ESL SN TE LT, AAIOBRGRFR L7520,

o IR
o KHOBMPEE

o OTAADHZNEN R S TWIRW M OHUEMEIEEEF & O FF 5

[Z2atEic B+ 5 $ ]

O FRICHEYT B BFE IOV TIIARIOR GAERE SH TS 2 Enb, 5517

DNz &

o AFIOEGTIH LIsBUEOBEERE D & % BH

@

TEIRATORHIZ W T RRCIZEZ N T 2 BE T OV TE AR OFEGITHER S e

P, MOTEFERIRE D R NGEEICIRY | HEICAFZERN T L 2BETE 5,
o HEMEMREDEIFSUIBED & 5 BE

i A
Hr

o JEr G R A TR

B0 % R M ONE B O O Ak ¢ R0 Jek e i ¢

FOICIRIEMEEAL N b % B
o BHOREREDOEDR, UTEMERRF L IXFFEMEO A SRk RO BEER D

% A

o SR (EErMaBiEE L ZT) Ob 5 EHE
o MDY I LA AT DR
e Karnofsky Performance Status 70%Aji Y o B

(1) Karnofsky Performance Status (PS)

Score | E 3%

100 |1EH, AT HBREOHF LNV, BHRERZ L,
EH OTEE A ATRE, HPIe B EN LB\, 90 |BRERIRIESR TS D28, IERTEB) A fE

80 |/ 72 0 EERIER H 208, ) L CIEE OIEB) Al HE
TG D2 LIIARARE, BETHEETE T, &| 70 |[HoBHOWFEITE 528, EWOIEE) - FET 25 2 L IX AR A
HEITF LA EBAHRBRIZE DD TH D, | 60 |HNTKHERZ LT TEXAHR, & EXNBASLE
Bea REREONMZLE LT 5, 50 PRIRE BB LR #ER X OENNRERITADLE

40 (BT, WU EIRE LOFE#S LT
HOEIYDZEEASTTERN, fiZdHH0| 30 |[2<ETT . ABNSLEEDEITII LEE > TR
WO E# L FSOE#ELMLELT5, FKEA| 20 FEFICEE, ABSKLE CREANRIREN LI
MNEGHIZHEIT L WA ATREEN S 5, 10 |FE#A B> T D

0 |4t

10




6. BHEICEL THEETREHIE

O IR SCEZEITIN Z ., SIS IRTE 3£ DR T 5 ERHE 1T 25D & ARF O R KON 1EfE
OO B ERZ+ 0 ICB i L ChofHT 52 &,

@ BEBRIBICSESL D . BE XIF OFBRIAIMER a2 453 L, FE %215
EG/NCE A R R

@ FEREWERHO~RT AL MZDOWNT

MEMEMERRZ D LoD 2 EDRHDHDT, KO GIZHT=> Tk, WIHE
W CEYIAL, PRIRIREE, RZ0KEE) ORERE R O X fieds O FEhEss, B+ +
AT H T ke Flo, BEISUTHE CT, i~ —F —FEOMRA % Ehi 7
HT L,

infusion reaction 23 &% H 4% Z & 3% 5., infusion reaction 2358 H LI AT
I, WY RALEZTT O L &I, EERNEIE T D F TREOREEZ o128l %
T5HI &,

FR I RERR S . N EAEERE LR OCRIBEEEREERH LN D LR H LD
T, AAF| OB G-BAERT M O G-I RIS E NN W RER A (TSH., 78
T3. 8 T4, ACTH, I =T —VEDOHIE) & FEhid 5 2 &,

[P RERE S . M LI E RN H bbb Z L0 5O T, KEIOFRG-FMERT &
O G- S I E I IR EER A (AST, ALT. y-GTP, Al-P, BV LB %
DOWPE) ZFhT 5 &,

SEIER (IR L TR BHRAERZGT) FOEERIRESE NS bbb
ZENHHOT, EHICIROEFE OFBEMHRT 52 L, £, IROEF N
RBOOLNTHEITIE, HONCERENZZ2T 2L )BEFELRETLHZ L,
AHNOBEGIZLY | WEDORERINIERT 5 &5 2 bILD kA IR B E
DHOLLNDZ ENRDHDH, BEDPBOONTLEICIE, BELEFRIIS U
BEFRR 20 ik & R BR 2 e o [l &l U ClE vl e BRI i 2 1T\ iR EE O s
FONZ & 2 BWER BN 2561215 AR ORE I IE, K ORIE B R
NWEVRIOERGEEZBETDHZ L, 2k, BIBEREFRLVEYOELIZXDEIE
A OYEERFRD IV WIGEITIE, BB RE ARV o LIS O S i Fl oisin
bLEET DL,

B TR, BORRI 5 AfRE L T LEERD BT A2 B3 H 579,
AFNOFGHETRIZGEWEHOFBU A 2ITEET D 2 &,

1 BUBEpRIE (BIE 1 BUBEIR S 2 & de) Db bbiu, BERPES 7V F—T &
IZELHZENRHLHOT, Alg, Fl, EHFEDEROFEELCMBEEO R+
SEETHZ &, 1 HERFEN SO ZGE &G ERIEL, AR Ul
RO 5EOBWE2EZ1TH Z L,

@ AHFNOEFRRBRICIBWN T, BEBBHS 2BA. UIRITIM4BEEETCORITE, 0
#% 12 WL ICHEDMEOFEEIT > TV 2 L 2BE T, AFIHG R ESICHE
B TR OMEREITH Z &,

11



i 2

REERAEET A KT 4
RAFEY XvT GRETFHERA)
(BR7E4 : A bA—F JIEEE 20 mg, A M —F JH#E 100 mg)
~ TS~

SfTHE1 248
JEA B EE



ER/N

1. LI P2
2. ARHIOFHE, TERBET P3
3. ERIRRGE P4
4. MFRIZHOWT P11
5. ®hHxtGE LB P13
6. HEHEICELTHETRXHIRA P15



1. IXC®IC

=S5 DH I « B RMEOREROT-OIZIL, IR SCEEIZE S W2 Ee AR D
B, 6T, IEORFEHNOEAIZ LY | FUREIKS 22 & OFHH 7o Frll/F A%
FFEIMPEKRBINLH T, 2O DOEEKLZFEICHLER BT IR 5 2 L BRED
PR L 72 o TR Y RREMBGEE & O FEAR T #2016 CEAL 28 4F 6 A 2 H BRI E)
IZBWTH, EHMERLEOMFHORKE(LHEEZXNL Z L &S TWn5,

FORE R E ST, SRR BT 0 7 7 A VDS EDEIK L LB S TR
RHZERDD, ZOD, HMELROLZRMICET 2 EHMN +0ERT 5 £ TOR,
WMELEIL DO BE LR ZIT 52 EPWIRE SN D BFICK L THERT 2 & &b, BIFE
PN U= B 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7 9 R B < fdi
THZLENEETHD,

L7eRoT, KA KT A4 TiE, BIFERES ZNE TITE LN TV A EFEIH -
BHEm R S & | DUTF ORI O e H 2 HEEST 28800 6 MR 2R 5 2
FROEEFRREZRT,

B ARITA RT A %, MNATEBUE NEE S EREE R S, A tHEAR AR
BRRIE s . — M RTE N B ARERIRNEES . — A EEAN AR F SR 7 kO
NasfEHEN AR ORI 20106 EERR LT,

RGe L I HEIS, - A b V—F S 20mg, A b L— & S EE 100mg (—
s a7 n ) X~v7 (EinfHEz))

WG ERDMENINE « R LRSS &2 A9 D SESE

MNEERDAEROHE : @, AL, a7 n ) X~v7 (Bar#kz) LTl
[ 200 mg % 3 ¥ IR T 30 42 CAEEES 5,

& W 98 ¥ & MSD Rt




2. AFOKK, {ERBERF

XA hV—F g EE 20 mg & ONELETEEE 100mg (—i%4 : RXAa7 v ) X~7 (&
i z) . LR TARAl w9 ,) 1E, PD-1 (programmed cell death-1) & Z DU 7>
R Td& % PD-L1 XU PD-L2 & D& EAZHET S, & Mb1gG4 £/ 7 v —F ik
Tbh b,

PD-1 #REIE T M50 B AR 7> O KA D 72 D12 28 AR A3 4~ 5 2 72 e i )40
AA »F T, PD-1 (&, fEFEREBIZEWDCEER T MildoMia£mic BB L, 3%
P SO % B e A Tl 72 S0 OS2 %, T7ebBH, PD-1 (XU 2 REfS
ATHZ LKV HURZRIRCE D v 7P vBEZ AICHIET 2% 8K CTh 5, PD-LI
DIEFMHMEIZIB T 2HBUT DTN TH LD, ZLOBAMIETIE T Mlao@E 2Mmz
HIFCEENCIH L TWD, DAMBIZIIT D PD-L1 O &38RI, BN . BENE
JfAasE . RO, FE/ INRaIE 7 & OB x Ze A TTRARK 7 TH Y | fRWALFE
& OMBEERRE I TWD,

BEL DD DGR T & PD-L1 FBEOFEEEMED S PD-1 & PD-L1 OB ILNEE O
TP AR C BV CEEARRE 2 H Y Z EAVRB SN TEY | i RN ARROEN L L
THIfFF ST 5,

AFNZ, PD-1 & PD-L1 xOXPD-L2 Ofj ) > ROfEGEET L Z Lk, 5
W NBRBE TR D RS OO HIE EE T U o ERATEMA L S8, HUEE IS 2 FEE(L
T2 Z L THEGNRARET D,

HAN DRI 25 < MBIE DS RISIC & B BIERIS 2 3 & b, B UIET I
5 NS B B, ARIDR G R O EHRICIT, BEOBRE HITT, BiNR
0 B HEAITIE, IR L7 TG U 72 S 72 R & BB A I AT & s LT
OISR & 1TV IE ORIEREIC & % B B EEbN 5 B A 11T, BB RS
LA DB GO B AT D LB B D,



3. Eﬁﬂiﬁiﬁ‘*
P8 T R R RS & T 5 BHSAGRIE O KGR I R 2 17 - 72 £ 722 B R R BR O plois %
N B

[G2hE]

[ BRI [R5 MAHRAER  (KEYNOTE-048 #U5%)

L RERE D 72 TR S (U, R - TUHER J ONWEEE OO 38 R fRis 2 A5
5 BHS R - B R R 882 Bl (H AN 67 flagle) xR, BYXv~7 (B
mrf#az) (IR TeYydo~7) &no,), 7rtrvsior (BUF I5FU) v
9.) RO 7 FFRAIOHHEE (LFRIER) 223t LT, 5-FU &7 o758
FIOPEH T TARAN G (RANOF A G-HE) = K OAH] 200 mg 2 3 B IR (LT TQ3W
LW ,) BE (RAIEMBEGR) OAIMEE LSRG Sz, FEFHMEEE O
—oO L SN AAEEER (LT TOS) v o,) 1220V T, ITT £E£FICB W T, AKHAIGF
ﬁﬁ‘féif HMEFRE L i L CTHEICIER Lo, £70, AFIBIMEE I L FIRTE & i L

T, ITTHE£HICEBWT, OS 1ZFEHMEE R L, combined positive score™ (ELF [CPS) &
W) N1 UL EDOBEEMIZBWT, OS OFERIEENFED b,

1 JRPTRZICH T DR & L TEERIE A B I N F4l S LTV /B3 Tk, M4E%TA
FOBMIGHE R H6H HLL LR L T2 5A1%, lAARREE Shi- (272 L
WMELIRWSE T 61 A LANICIRBHETT L7235 813BR <),

Y F~7 (FEI400 mg/m?, 2[ETH LAFE250 mg/m?) . ¥ AT T F 100 mg/m? XX
VAT ZF 2 AUC 5 (mg = min/mL) K OV5-FU 1000 mg/m?¥/day (4 H W$&ee S0 5

DIEIZ Q3W (BY v ~T7 DA LRI THRK6=—AEEH, Y F 1 ~7250
mg/m*% LR FIR CT& 5 LTz,

*3 . AKAFI200mg, AT F 100 mgm> XX H VR T T F > AUCS (mg = min/mL) K O°5-
FU 1,000 mg/m?%day (4 H e G) DIEIC Q3W T K67 — A 5% AF1200
mg % Q3W THH L7z,

*4  JEBHARRIC IS D PD-L1 2 %88 U A L OeE e (w777 — VKON »
NER) OB RIS TR L. 1007 3% U 72 5,

K1 AROHABREOEDMERE (KEYNOTE-048 35R)

AKIOF e 51 (bR ikt
(2814) (278%1)
ol (A) 13.0 10.7
[95% CI1] [10.9, 14.7] [9.3, 11.7]
0S™ N — K™ 0.77
[95% CI] [0.63,0.93] —
P " 0.00335

Cl: EHEXM. *1 : PREMITEREOT —% (Q0184F6H 138 U » b A7), *2: @RI Cox Ll N —
RETF N L DACFRIERE L DL, *3 @ @Wlla 7' o 7 e



A F#1200mg Q3W., 7 T FF HiHI K US-FU

AR (%)
5

/"""“““'Iiﬂlll—- t

i
20| woxs~r, rorrmamossy I

Iy,
0] M |
0 I I I I I I I I I
0 5 10 15 20 25 30 35 40
AFHIM (A

at risk%x
AF1200mg Q3W,
75 %T@%U&US-FU 281 227 169 122 75 40 10 1 0
Eyxy~ 7\ 278 227 147 100 51 20 5 1 0
77 F I8 K O5-FU

X1 AFIBEHERED 0S O EETED Kaplan-Meier Bi#f (KEYNOTE-048 3RER)

#£ 2 AFEMBEDOEMEE (KEYNOTE-048 35R)

AR Hh P - (bR
%5 30141 30041
hoefiE (H) 11.6 10.7
\ o | [95% CIl [10.5,13.6] [9.3,11.7]
ITT S84 05 NH— R 0.85
[95% CI] [0.71, 1.03] —
P fE™ 0.00014
%k 25713 25543
o (H) 12.3 10.3
cPS=10 | o [95% C1] [10.8,14.9] (9.0, 11.5]
AR NP — R 0.78
[95% CI] [0.64, 0.96] —
P fiE™ 0.0086

CL: RHXE, *1 : HEAEITREOT — 5 (201846 H13A U v b A7) *2 2 J&@hil Cox Hfl ¥ —
RET M L DALFIRIERE L O, *3 : @hln 7T v 7 /g GEREPE) . *4: @hiln 77
YU RUE (R P )



A #1200mg Q3W

A1 (o)

0 I I I I I I I I I

AR (A ]

at risk#
AF1200mg Q3W 301 225 172 125 81 37 18 2 0

YR,
7 5 FF 8K O5-FU 300 245 158 107 57 26 10 1 0

100
% —
w —
70
g €0 5 #1200mg Q3W
< 50
o
& 40
ﬁ 27“‘7'\‘.
30 /// mm+
7 -
2 Y F vV T T 7T AR UE-FU [ It ‘*ﬂ‘rh R
10 FHi |
0—— \ \ \ T ‘ ‘ | |
0 5 10 15 20 2 0 35 0
A (A ]
at risk#x
AF#1200mg Q3W 257 196 152 110 74 4 17 2 0
YR T, 255 207 131 89 47 21 9 1 0

7'Z FFBH L OB-FU

M2 AK|BME 50D OS O HREEHTED Kaplan-Meier i} (KEYNOTE-0483%5%)
(BB : ITT £, TR : CPS2 10 BEER)



(PD-L1 FEBLR IR D A %0 1H)

] PR IE R 25 M AHRAER (KEYNOTE-048 3UR) ([CHAAN DT BEOT —ZIZHED x|
CPS BT 24T o T2 A 20 (BRERA 2T 2 5 de) M OVZEMEORERIZU T O LB Y
ThoT-,

AANCZEBIEGEH OAZIMEIZES LT, CPS 28 1 Riii DA AL RIERE S IRIEFEED
RTH-oT- (F3, K3,

AR EMBEE OGRS L T, CPS 2MEW T SRR IERE IS 69 5 AR B 50
DAY — RN K E L 2 DEANFRD B, CPS A3 1 K DGFAITII AT — RN 1 %
kFEl>72 (R4 KUK 4),

723, PD-LIOFBLRBUZ L 6T, RFORZEMET 17 7 A VIFFEKRTH -T2,

# 3 KEYNOTE-048 BREBRIZ 1T B K EOF AFED CPS Bl TD 0S™

PDLI %5 EEs gy PRI DeeCH e e
o R e e

1=<CPS<20 2&{%{;@2?;% gi 1;; [[89:’1115.'53]] 0.75 [0.57,1.01] ™ 0.25
crss | PMBEEE D0 L0 o

CI: EHEXM. *1 : REEITEEOT —4% (201846 H 13 A~ vA7) *2 : JEEHI Cox LN — K&
Fv (PRREIMEAT) . *3 : ECOGPS (0. 1) X OVHPV J&Z: (B4, [atk) ZBRIKF & L7- Cox Hfiil
— KET L

100+ 1004
90+ 90
80-| 80|
s M A F 75 F A O s M v X vT | 77 F KOS
§ o , 200mg Q3W., 77 A OBRU § . N 4
% w0 / PR B /
Itk 40 & 40
H My #H oo
20- L m 2
0] EYFYIT TITFFRARCEFU +11"177—##17717—1 10| AAI200mg QBW, 7T FHRAIKUSR
=
0 T T T T T T T T 0 T T T T T T
0 5 10 15 20 25 30 35 40 0 5 10 15 20 25 30
i AR (] . AEAFIR (]
7‘5@“ 3@;&%}’(\’% % w0 67 36 9 1 0 f’j i” ;Ogmigu?’x"iv b5 ® 30 2 13 8 4 1
VXTI, CYF YT,
EAARATANS - T 122 83 2 16 5 1 0 s ® 36 % 17 9 4 0

X3 KEYNOTE-048 3B 35T 2 &K BB E#ED CPS B TD OS D H T D Kaplan-Meier Hif
(£ : cpsz1 oFEFER. A : CPS< 1 0EFEF)



# 4 KEYNOTE-048 FABRIZ I3 1T 5 AF| B 5.0 CPS BT 0S*

PD-LI %5 T I T B o s
crs<t Mlvmrn s s lorise 1370862200

1=CPS<20 ngigi:;ﬁ 1;;‘. ig? %2(7): i;?% 0.90 [0.68, 1.18] 2 0.028
T A T

CI: {ZHEXE], *1 : PRIMITREDT — 4% (Q018F6H 1384 v b4 7) *2: JE@RICoxtL BN — KTV (I3
SRIWIMEAT) . *3 : ECOGPS (0, 1) M OHPVEY: (B, FBatk) ZERIN T & LizCoxbbfii ¥ — RET L

100
m .
m .
. 104 —
> =)
5 60 % #i200mg Q3W é
i 07 5
& 40 Rliad
H o @ “Hhy 4
21 -4,
o] TYFRYIT L TIFIRARUSFU -t
=
0 T T T T T T T T T 0 T T T T T T T
0 5 10 5 ®» % N B W 0 5 10 15 2 % 2 %
o ATFHIR (A ] o EFHI (A ]
at risk %% at risk %%
K 1 200mg Q3W 257 196 152 110 74 % 17 2 0 K #1200mg Q3W 44 29 20 15 7 3 1 0
Y X7, Y X7,
7o FrwgposRy B M Wm0 S S s ® s 0

X 4 KEYNOTE-048 3B CI51T 5 AF BEME 5D CPS B TD 0OS D H T D Kaplan-Meier Hif
(£ : cps21 DEFEEF., £ : CPS< 1 DEEFHEM)



[Ze21k]
OEBILFEFH MR (KEYNOTE-048 #5)

BEFGIIAFIG A GHE 271/276 51 (98.2%) . AFKI B SR 290/300 1] (96.7%)
J OLSERIERE 286/287 Bl (99.7%) IZFRD B, TRBREE & ORERGENGTE TE 20
HERGIT, TNE 263/276 1] (95.3%) . 175/300 1] (58.3%) K TX278/287 il (96.9%)
IR BTz, WITNDORETREEIS D 5% L EORIERIZTRDO LB THHoT-,

£5 WIhLOBETRIAFISS 5% EOBIEM (KEYNOTE-048 3BR) (Z2MENT X REM)

FEERIKRSHE (SOC: System B (%)
Organ Class) AHIGE & 51 AHI BB 51 bR
FAFE (PT: Preferred Term) 276 fi] 300 1 287 Bl
(MedDRA ver.21.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5
EIEH 263 (95.3) 196 (71.0) 10 (3.6) 175 (583) 49 (163) 3 (1.0) 278 (96.9) 195 (67.9) 8 (82)
MiRIs LV >R bEE
2 133 (482) 52 (18.8) 0 12 40 2 (07 0 118 (41.1) 42 (14.6) 0
TEENE LT BRI 21 (7.6) 21 (7.6 0 0 0 0 12 42 12 @42 0
i Bk fE 34 (123) 8 (29 0 2 (0.7 0 0 38 (132) 16  (5.6) 0
I BRI E 91 (33.0) 50 (18.1) 0 3 (1.0 0 0 90 (31.4) 59 (20.6) 0
i/ MR E 75 (272) 24 (8.7) 0 4 (13 1 (03) 0 63 (220) 24 (8.4) 0
Hi L ORKBEEE
Hig 15 (5.4) 0 0 0 0 0 16 (5.6) 0 0
P IR
FOPR IS REAR T iE 35 (12.7) 0 0 39 (13.0) 0 0 1 (0.3) 0 0
H ke
(G 28 (10.1) 0 0 9  (3.0) 0 0 31 (10.8) 0 0
T 49 (178) 3 (1) 0 16 (53) 1 (03) 0 75 (26.1) 5 (L.7) 0
L 124 (449) 15 (5.4) 0 12 (4.0 0 0 131 (45.6) 16 (5.6) 0
REAES 67 (243) 22 (8.0) 0 2 (0.7 0 0 69 (24.0) 10 (3.5 0
Mgt 75 (272) 7 (2.5) 0 7 (23) 0 0 64 (223) 5 (1.7) 0
—f% - BHEER L OB GENLORE
A7) i 33 (1200 8 (29 0 7 @23 1 (03 0 30 (105 6 (2.1 0
95 84 (304) 19 (6.9) 0 43 (143) 3 (1.0) 0 83 (289) 11  (3.8) 0
(a9 18 (6.5) 0 0 (1.3) 0 0 9 (3.1) 0 0
KD S SE 77 (27.9) 26 (9.4) 0 8 @27 2 (0.7) 0 76 (26.5) 14 (4.9) 0
FEHL 16 (5.8) 0 0 10 (3.3) 0 0 12 (42) 0 0
JRYIE RS L O A BUE
JIINGEAS 0 0 0 0 0 0 33 (11.5) 0 0
B, hER L OWEAIHE
HEALLE D Kt 2 (0.7) 0 0 1 (0.3) 0 0 16 (5.6) 3 (1.0 0
g PR A
ALT #4)0 10 (3.6) 2 (0.7) 0 7 (2.3) 0 0 15 (5.2) 2 (0.7) 0
M7 V7 F =80 30 (10.9) 1 (0.4) 0 2 (0.7) 0 0 15 (5.2) 0 0
I v BRSO 46 (16.7) 28 (10.1) 0 1 (0.3) 0 0 54 (18.8) 35 (12.2) 0
/N 51 (185) 14 (5.1) 0 1 (0.3) 0 0 46 (16.0) 9 (3. 0
R 21 (7.6) 2 (0.7) 0 9 (3.0) 1 (0.3) 0 30 (105 1 (0.3) 0
i BRI 36 (13.0) 15  (5.4) 0 2 (0.7 0 0 43 (15.0) 22 (1.7) 0
R L OB EE
BARIGEE 62 (22.5) 12 (43) 0 16 (53) 1 (03) 0 62 (21.6) 8 (2.8) 0
KH Y 7 A 16 (5.8) 8 (2.9 0 4 (13) 1  (03) 0 36 (125) 11 (3.8) 0
K~ 7% 7 A fE 209 (105) 4 (1.4) 0 3 (1.0) 0 0 95 (33.1) 11  (3.8) 0
KT R U T AfE 23 (83) 10 (3.6) 0 9 (3.0) 6 (20 0 20 (7.0) 9 (3.1 0
1KY i 6 (22) 2 (0.7) 0 1 (03) 0 0 19 (6.6) 5 (1.7 0
PhR R P
USOE Y 16 (5.8) 0 0 6 (2.0) 0 0 15 (5.2) 0 0
KR =a—aF— 15 (54) 3 (L) 0 1 (03) 0 0 6 (2.1) 2 (0.7) 0



FRERIRSEEH (SOC: System

Bi%x (%)

Organ Class) AFIOF B 51 AFH BB G (LR IERE
JEARGFE (PT: Preferred Term) 276 51 300 f31) 287 5
(MedDRA ver.21.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5
BB X OUREEREE
T R 15 (5.4) 4 (1.4 0 4 (1.3) 1 (03) 0 6 (2.1) 1 (0.3) 0
J2 R KOV TRk E
SUERRR R 1 (0.4) 0 0 6 (2.0 0 0 82 (286) 6 (2.1) 0
Fe g 5 (1.8) 0 0 6 (2.0 0 0 27 (9.4) 2 (0.7) 0
;ﬁ FREREFFEASIE )y 0 0 1 (0.3) 0 0 20 (70 2 07 0
& D PEIE 14 (5.1) 0 0 21 (7.0) 0 0 24 (8.4) 1 (03) 0
% 22 (8.0) 1 (04 0 25 83) 2  (0.7) 0 101 (352) 17 (5.9) 0
B2 €2 2 (0.7) 0 0 0 0 36 (12.5) 0

7ok, ARG GRICRB WO CHREMEMZER 13 61 (4.7%) . KIBX - /MK - EED
THT9 B (3.3%) ., MRS (57 2 « N —IEBERESE) 9 (3.3%). AFHEREREE 27 31
(9.8%) . FLIRAREERERSE 40 1] (14.5%) . FIEMAHEREREE 1 6] (0.4%) . BHEREREE (R

A REVE MR REE) 21 #1 (7.6%) . D4 141 (0.4%) KON infusion reaction3 1] (1.1%)
DROONT-, T, BEORERE (REBEIRERTE, SAEE, BEREIES) .
BB R RERR . 1 BUBE PRI, R, AR - BRBUTIBAAE, BEEAL M0, M - BERSS

SE DS, EERMERREE (S i MRS VESR RN, IR L, ARIFERR, B
FERIERAESE) | MERE RAEBRE L O EZ TR o7,

ARFN B SR B W CTHVEMEZE AR 16 61 (5.3%) . KB -
B (1.3%) . BEEO LGRS (FERMBEIEERE, 2B, FHREIES) 161 (0.3%) .
I RERE R 15 1] (5.0%) . ALK IBRSRERE S 42 f51] (14.0%) . T HE(ARERERESE 1 451 (0.3%) .

/NGS - BEED T 4

RIBHERERE S 1 61 (0.3%) . EiRelmEs (RAEHEMEBRE) 56 (1.7%) . MKk - 5
B2 161 (0.3%) . 5&E DR 1] (0.3%). B 261 (0.7%) K TN infusion reaction £l
(0.3%) DO LN, T, MREE (X7 « NU—ERERS) . 1 BBERKB.
K- BT RUARIE, BER R, Ok, EER MRS (M MO MR 5T
. WML ML, REFERES . MERERIEKIESE) | MERE BIEEE K O ZITER O Hivle s

D72,

AREWERZEHR DI EF S (AREERE 25 250EIRETT,

10



4. FEFRIZOWT

AR OG- 72 BE 22 W - FrE L, AR OB EHIZL Y BEELRBIER 2RI LT
BRICKHEST 2 Z ENMERTED, LFOO~QD TN T &z il W THERT 5
RETH D,

@D #EHRIZHOWT

D1 Fieo (1) ~ (5) OWVWTNNTENT I THDHZ L,

(1) EAEFBREDEET D05 A BEEERLS RS (BRE RS A S HE B S 5T
%ﬁﬁh%ﬁ@%%ﬁﬁ%\%ﬁﬂhﬁﬁfh&&(%ﬁm$7ﬂlﬁﬁﬁ:%6

i)

(2) HrTkgeERPE CERR 3144 A 1 HEFS @ 86 ik

(3) HBENFIRAFDIEE T 20 il (DS AR RESEIE ERPE, 25 AR
W IRBE, 23 ARSI HERE B e &)

(4) I RALFIEE A FRE L, ARG 1 U SRAL RN 2 O fii gk FL e
AR DR AEIT> T Dliieg (CER 2947 H 1 HIRFAL - %M%i

(5) PUEEMEREE AL EENNE OREE IR D B E 1T > TV A ek (CEEk 29 4 7
H 1 HIRFA : 1287 sk

®-2 E?%ﬁ@k?%%&@ﬁ@%%ﬁﬁ®ﬂmK+%@ﬁﬁkV%%ﬁOE%X
TERHER (FROWTNANIEL Y T D EM ST HEBHER) 25, YaZZ2 R OAHNIZH
TOWFEOEME L LTRHESINTND Z &,

*

o [EEMEFFESE 2 FOUIMIMHEZE T L7212 5 FELL LD D TR DR IRIHE 2
ITHoTWBHZ L, 96, 2L EIX, BDAZEMEEZ £ & LUEERIES S OIHE 2
IToTCWVWBHZ L,

o [EENCFFEUERL 2 FOPIMMHE ZE T L7211 4 ELL o B SR aE ik o R
WHEZIT->THEY ., 95, 240 FiX, DASKYRREZ & te ESHE MRS 2 O
FERHHME 21T > TN DH Z &y

o [ERNARFF SUTHEFHERIRFFEUS % OMBNHE 2 & T L7722 5 4ELL Eo o ESAE
DEFRMHEZ1T>TH Y, 55, 24EL EiF, BDAREYELEE & OENEI OB A
IRREDERIHE 21T > T\ 5D Z &,
7B AFNC L DIERICBWTEHEWERAZ O FEH L ET 5720, BE DR

272 D RHERNT EOROWT NIRRT G2 7= T =R (BESER I Db
&&U@@%%ﬁ%@ﬁm TSy ik b RREBR A RO ERN) & OERREIEEED S &
WZRETH &,
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©® BRADEZXKR rwﬁﬁwwﬁ_owr
= 3K %%ﬁ% (ZHEFT D HATE DR E S L, ERFEN S OFRER ., Ao - &
A A ?@%ﬁ@@ﬁ&@i%# IXRT A IERER L, A EELORE LGS omE
EH, ERESCHIITON DRI N ESTND 2 L,

@ EBUWERA~DOXIRIZOWT

@-1 HEREHNICEET 5 E S
%W@%f$“@ﬁﬁﬁﬁﬁﬁﬁ%ibm%q24%%%%%%@T\%&mﬁx
IR R IC W T, FEEL L ZRIERNICIS U CARBEEE K O CT ZORIVER ORI &

%@ﬁﬁ@ﬁ%ﬂéa¢;ﬁ%n\ﬁgmﬁmi E/RMRHINE S TNDZ &y

@-2 EFEREHRICLH>AFEFSNCET I EH

AR DM 2 R M O e 2 B T 2 ERIEEE DRIERE=2 1V v 7
EHEOIFRDOAT ) —= T EITOERE &R Z A TE 5 F— AERIRH 23
S Tns Z L, ok, BEAHIZOWT, BDABE LZOFBEITHHIZEmE T
Wb Z &,

@-3 BIEAOBHCRIRICE LT

BWER (FEMEMR BTN A . RIBZK - /G2 - EEEO TR ﬁ?ﬁ%Abﬁ%%g X & ilE
%, BHR Kip: (RADERVEMER R %) . WoWkEE (FREEERE. FRIERE
e, RBIERRERETE) . 1 BHEIRIE. S & O EK. Bk ﬁﬂﬁ%%f\ﬂ%\iﬁ®&
I (&J’S*EH%HEI” Rt ZIBALEE, JEIIEIESE) | infusionreaction, ¢ - BARSE .
FIEF I, MRS (7 2 « NU—IEERS) . DR, BB mRES (%
PRI R SR B . B IPER I, ARFFERDS . MERRRIERIESE) | MERE RAEMEE, A
BEE) Tk LT, Yk XiLME%&@@ﬁﬁi%ﬁféﬁﬁkﬁﬁb(@Wﬁ@
WS L THRER OB EZ T DN ORMFICH LH 2 L) EHIEY) R ALE )N
TE LGNS TND Z &,

.
1

=5
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5. BEXB LR HRE

[B2h B3 % 1]

O AL D 72 WA U TR RS 2 3 2 S R B ROE BE 2B\ T AR
B Gl NZARA] 5-FU KO FFRFIO PR GOFMEN R I TN 5,

@ AFNIEFESILFESEIFEZE (KEYNOTE-0483E) 23\ T, &ERICBWTE
VX< T 5FU KO 7 FFRHFIOHFES & i LT, KAl 5-FU KOTZ
FFRFN OO R G KL ORF B G- OFIEN RSN TN D, 7272 L, TEEHGE
(BT DR IES MRS x5 PD-L1Z& 3881 U 7= B MR & OMa g fiin (w27 a >
7 =Y KON LoRER) OFIE (CPS) 1L 0 AHRMEN R DM 2N RE X 355G R
DRHITWD Z L (p7~8ZM) D, CPS" bR L7 B CTAAI G- nl & DH|
Wrazd 252 ENRLEELLV, CPS BIKMTHDZ EVHERINTEEFITEBONTIE,
ARFNA OGRS B ET 5,

* o KFIOZWE L LT, PD-L1 IHC 22C3 pharmDx [ =] (JR584) V&R STV
%,

@ TFRUICEZN T 2 BB KT DAFN DOBG K O TIEZ SV T, AFIOAZPED
MESLSNTELT, AFIDEREGIR LB,
o INREMBRIE
o OTHIMENR SN TWRWOHFEEMEREE I & OOF A5

13



[ZzVEICBE 4 2 FI1A]

O TRICEYTLIEEICOVWTIAFORENEZRE SN TNWD I b, AT
oY AN
o KAIDOBS IR LIBEUE DBEEED & % B3

@ 1BFEATOFEIZ BT FREICE S T 5 BFIC OV TE, AFOFEITHERE S e

D, AOIRFRPUR A 2 NGEITIRY | HEICAHIZEH T2 2L 2BETE D,

o MEMMZEEROEI IIMEOH 5 BHE

o iR CRVE R A R D B S ONE B D U # i 28 <o s e e it 2%
FEOMIZRIEMZE N A LN D BE

o HCOAERBOED, UTEMERZRE L < ITFERMED B R E OO
b5 B

o BB (Em@MaBEELST) Ob b EE

o OB IIBEEE T HRE

*  ECOG Performance Status 3-4 "™V o 4

(D BCOG ? Performance Status (PS)

Score EFR

0 | &<MERIEEHTE S, BT LlFE U R EAERPHRZ AT D,

PRREIZI LUEBNIHIR S 225, BATAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

BATRARECTH A O OEY O Z LT F N THEEIZBERTTE 20, HHP D 50%Lh Eid~y R Tl 25

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL EE Xy R+ T2 d,

AW

ELENT RV, BAOHFOEY OZ L34 TERY, BEICy R+l I4,
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6.
@
@
®
@

BECBRLTHEREIREHE

WA SCEZRITIN 2, BUEIRGEER DM T 2 BRME 2 3D & ARHF O Fei Je O 1E

DT OIZ B HZ I L TR 5 2 &

TRIEBRAAIZ e D | B XX Z OFEICHINE L OERR M2+ L, RE 215

ThoEETHZ L,

CPS H gl L7z BT, AFNOE G AR ZHW T 5 Z LN FE LAY, CPS D3RR T

XRWEEITIE, AR OO Z @O L ETERETH L,

FERBEIER O~ A MZONT

o HEMREENRDLOND Z ENH DD T, AFOEEIZHT-->TiL, PIHIE
e (BGIv, PR IR, k) O OO X S O %, Blggs 1
SITATH 2k, F7o, REIZS UTHIE CT, Mg~ — 7 —%OMA 4% FhE 3
5L,

* infusionreaction 3% H LD Z & 23 5, infusion reaction MR D HAILIZH AT
(%, WEIRALE 21T O & &b, SRR EIE T D £ TREOREBEL 0Bl
THZ L,

o FLIRHRFEREREE. T EMAHREREE L OCRIBHERENH O ENH DD
T ARAIOEG-BIHART R O 5 M P I X ESIIC N e (TSH, b2
T3. #EHE T4, ACTH, L = /LF Y —/VEOHIE) 2FEhid 52 &,

o JIFHREREDE ., WLMENEE RN D HbILD Z B DH DT, AFIOE5-HMbRT &
O 5P I Efmicsmefm 4 (AST. ALT, y-GTP, Al-P, BV LB %
DORE) % FEhad 5 Z &,

o HEIER (MERKMMLEERAERREEGT) FORERERIREENH DD
ZENHLOT, EHINCIROEFOFEAMERT D52 L, £z, ROEF R
O LNTHEITIE, HONICEREBEEZ 2T 0 L) BEZIEETHZ &,

o AHKIOEEIZLY BEORIERISITEINT D EE 2 BN DA R IRBSTE
NHLDLNDIENH D, BENPREDOOLNTHEITIE, BEALEZFLRIILLT
BEF) 72 5k & SR A FE O [ AT & U CEUIZRERE W A1 T ) R E ok
BOGIZ X B EWER D St 255 101%, AFIOKRIES T Ik, K ORIE E R
NEVHOBRGE2ZBET S L, B, BIREEFRLVE L ORGIZXVEIE
R OUGENRFRD B WIGEIZIL, B RE AR VE LSO il &l oEm
LBETDHZ L,

o B THEEMNLED AR L COHrLRWERNRERT L2 RN D720,
AFNOEEHETHRICHRIER OB 2ITHEET 52 &,

o 1 EUMEIRYE (BUE 1 BUBEIR A2 S i) Nd bbb, HERFMES TV R—T X
IZEDLZENHLOT, Al Fl, TRHFEOER OB M ED FH- 2+
SERETHZ L, 1 BERE NN GaIIR G 2L, AR ) il
Hl OB HEOWEYRNEETITH Z &,

AFNOEGRRBICB N T, BG5GNL 9B, UMIZ1FEREToHITE, 0D

#% 9T L ITHEIMEDFM AT > T\ 2 & 2B E|T ARFIE G- 30E B g
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e ET A R4 v
RATu Y Xes (BEFHEZ)
(R4 : ¥4 MVv—F SiE#%E 20 mg, A Mv—&F #7100 mg)
~ /N ~

YRR 2 942 A (Rt 1 2 HED)
AT EE



SR

XL HIZ

AHNOFFE, (FRET

i IR AR

FaER 122D T
BhHxtG L 70 D A
BHIZERE L TEET & $HH

o ks 0N

P2
P3
P4
P19
P21
P23



1. IXTdic

RIS DOF M  ZEMEOMERO T2 DITIE, WS SCEEITIES W 2 7 AR D
BND, 6T, IEOREHRFOMEARICZ LV | FUKREIRS 72 & O 72 3R AR
FPEIMPARINDLH T, 2N O DOEHKNZEIZLEREE IR 5 2 L 3BRED
PE L 72 o TR Y REMEGE S & O IATTEE 2016 (AL 28 42 6 A 2 H BFEERE)
ICBWThH, HEHNERNLEOMHORE(LHEERZX S Z & LS Tn5,

R R S T, KRR 2T 0 7 7 A VB D ESK L & B S MR
RHZENRDD, T, HIWEROEZEMICET D HEHRN+0ERT 5 £ TOR,
MHEEGLOBELEEZT D ERIREEINBHICH L THEAT D & & Bz, BlfE
FMFEE LTI B2t & D 2 & AN A fE e — 1 O B 24 7= 3 EE R B ¢ A
THZLENEETH D,

LR T, ATA RT4 0 TlE, BIRBERESSINE TITHE LTV A EFIRFR -
BHER R EED & | LU O E IR O feii 7o FH 2 HEE 3 2 8LA b B2 B B %
F RO EFREEZRT,

I ARITA KT A %, MSIATEBOE NESE SRS S, A B AR AR
BRARIEE . —MAEEE N B AR NEHE S FREFEeFITEENE AN B ARME 72 KO
— it EE N B AR P OO b EER LTz,

R L T HEIS, XA b V—F SIEEE 20mg, A b — & SEFE 100mg (—
ks« Ra7nl) X<v7 (Efn R z))

R ERDMEING - UIBRAREEZ2HEAT - F3E O IE/ Nl it

MNEERDAEROHE @, RAIKIE, a7 o) X~v7 (Bla#ikz) LT 1
[0] 200 mg % 3 ABIMENE T 30 232 CREHET 5,

3 R 5¢ ¥ & 0 MSD MRSk




2. AHN DK, 1ERBF

XA bV —F i EE 20 mg & ONELEEETE 100mg (—ix4 A7 r ) X~v7 (&
v z), AT TARAl Evo,) 1%, PD-1 (programmed cell death-1) & ZF DV 4
RTd % PD-L1 KU PD-L2 & OfEG #EHEET 5. b MhIgG4 £/ 7 v —F L gifk
Th D,

PD-1 & 13 T FAQ o0& BEARKSAE 2> & 26 2 72 O IZ 3 AVKIBE AN FI FH 9- 2 3= 7 s 2 il i
AA wF T, PD-1 1, EFEZRREBICH WD TEER T MifuoMinLmic BBl L, B o %
P i % B o AR LB TR R 7o S0 E SO il 35, 37 B, PD-1 (XU H o REfE
BTHZ IRV PURZERICL D v VT VinEZAICHIET 2% B&KTH 5, PD-L1
DIEFFMEICB T 2HBUTDOT N TH LN, Z<OBRAMIBTIE T M@ 2z
HIEEWFENFILL TS, DAMIBLIZE T D PD-L1 O &R B, B, s .
A . SREE . FE/ NI TE 72 & DR x Ze WA TTFHRABRK - TH D | ARWALFER
& OB HRE STV D,

BED 1 DEGIRE) T2 & PD-L1 FBLOFAEAME S . PD-1 & PD-L1 ORRBKILIER
DO PERRREIC B W CHEERKREZE S Z LRI TR Y iz N ATEEOER &
LTHIfF STV 5,

AANL, PD-1 & PD-L1 X ONPD-L2 Difi U T2 ROFERZLESTH Z Ll kv, [EE
W NBRBE TR O B OGS S T U S ERA TR &8, HUlEE 6 2 FEE L
T 52 & THIEG IR Z T D,

ARFNOVE RIS < W O RS X 2RISR & b oh, BESUIELTIC
EOWREMD D5, AANORGH R OEEGRIZIT, BEOBIEL TIATV, RE DR
O HIVIZE AR, FEH LT RIS U RPN 2 ek & REBR 2 RO Rl & L Coi
BN 8RR W 22 ATV P DSERUSIC K D RIER 2 B 2 56 1213, BB RE AL
RO GHEDWY) IRALE 24T 9 ER D D,



3. ERPRARE
YIBRASRE 72 1T « FF3E D I/ N itiJes D AGREFIZ 3l 2 17 - 7= E 72 WK RER O iliis &
ZNE IR

[H2hE]

OEBILFEFHIFEFE (KEYNOTE-024 #5R)

LFPRIEIED 72\ EGFR B 1n - A ML faE | ALK @G B 15 1-F2t: & O PD-LL Btk (PD-
L1 Z%8 U2 BEEMES 5o 2814 (BLF TTPS) &9 ,) =50%) ™ OYIBRAEER i
1T« T3 DI/l B 305 11 (HAN 40 il & &de) ZXF5IT, AHl 200mg 3 ¥
MM (LLF TQ3WJ W9, ) FGDFE MR NN, 7T FF 8k 2 & TefE vk
bR (BLF FSOCJ LV, ) XL LTRE S, B, B FEN CTHREE
HATDFE D BTG EI, RIBEIT 2 R 3IERDFE O DAV WEDERIRANIZZ E L TV
HEET i\/klilul&p@ GRHHE CRBETNRD DD E TREIOE S /i 25 =
EMTRE L A, EERENIE B A I (LU TPRS) &9, ) | BINKGE
I EE A I (BAF TOS) &), ) & &iv, RJNET 7 F 8K %2 & T b
WL LC, PFS, KUNOS (FFfEfiENT) 2 A BEITIER LTz,

*l: arR=F U2k L U CRBEIRGEAKGE S 41TV % PD-L1 THC 22C3 pharmDx [ 4 =1 )
ZHWTHRE S L,

#2024 WA ETREINTEGETARAOEGEHIEL, ZOH#
BlIcEEGERTE L &N,

. REHEIT RO DL Yy

#1 FiHRE (KEYNOTE-024 3RE)

AFl 200 mg Q3W 77 %t%%fj =
(154 f4i)) AL EHE
(151 1)
o (A ] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ NP — K72 0.50
(95%CI) (0.37,0.68) —
P fE" <0.001
R (A ] NE NE
(95%CI) (NE, NE) (9.4, NE)
0os™ A= R 0.60
(95%CI) (0.41, 0.89) —
P " 0.005

Cl: 1EEXME. NE : #iERA, *1

JIRE, *4 . PRIENTREO T — 2

: RECIST A FT A > 1.1 ARUIZE-D < Az A defl) e
BRI Cox Heffl Y — RETFIWAC LD 7T FF8HN %2 G T b R % & O gk,
(20165 A9 Ay bA T

*3 E%H77/



100 psc
90 ™ — AF200mg QIW
80 - T5FFHAESOIAEE
&£ 70 -
.ESI-I- 60
50
gﬁé 40 - l-‘
§E 301 v,
20 4 (R Yy
10 - "l——|__*____|
0 3 6 9 12 15 18
at riski HIaBEFHE A]
ZFAI200mg Q3W 154 104 89 44 22 3 1
TSFIRAERCIERE 151 99 70 18 9 1 0

M1 i & B PFSOEKARNTE D Kaplan-Meierdi#f (KEYNOTE-0243R5%)
(PD-L1BEME (TPS=50%) DEHEM)

100 :
90 ] ‘-\1_1\"\.
80 | '"‘x.\._
70 T
—_ ]
£ 60" Wi
ﬁ'!’ 50 . -'."n.m..." o e e ]
L
b 40
30
20 1 —— #m00mg Qaw
10 - TS5 BRSO SRS
0 3 6 9 12 15 18 21
at risk%y EFRRLA]
AE200mg Q3W 154 136 121 82 39 11 0
ISFrEREZOIEELE 151 123 106 64 34 7 1 0

X2 OSOH T DKaplan-Meieri#k (KEYNOTE-024385%)
(PD-L1BME (TPS=50%) D EFHLER)



@IEBEILE S 11 /M AHER (KEYNOTE-010 #5#)
7T F TR & T LRI #6675 PD-L1 Bttt (TPS=1%) 2 OYIBRAGE/R
1T - RO/ N EEE 1,033 6 (HAN 91 filxETe) ZXF5102, AH) 2 mg/kg
Q3W # 5T 10 mg/kg Q3W 5 DA MR OVLZatEn, Fe&Xearkfy (LT
DOC] & 9H,) XL L TREIENTZ, Zed. BN TR EETHRD btz
BAIT, REET 2R TIER DD B AR WED KRNI L E LTV 5 G TIE, KE
VIR D E{G RN TR BT B b D F TARBIOE GfkHi 2 le & Sn=", EHEFE
MHIE H 1% OS X OV PFS & &4u, AAIX DOC & LT, OS #HREICERE LT,

*1 : EGFR BT ERBGMEXIX ALK @A BB TBEOBE TIX, 77 578K %2 S b
WAL K DIRIRIEITIN 2. 21 EGFR FLEIEH T ALK FREMEH 2 A3 5 Huik
TEIGANC X DI RIELZ G 2 BEPHAAN LN,

*2 : PD-L1 IHC 22C3 pharmDx [# =1 | OR/E¥x v M EH W THRE I,

*3:24 WA FETERESNTEGAEEIARFORGAZHIEL, 20%, EEETHRRD LS
BlIcEEGERTE L &N,

#2 AHMRRE (KEYNOTE-010 3Bk)
AFH 2 mg/kg A 10 mg/kg DOC
Q3w Q3W
(344 1) (346 1) (343 1)
thdfiy [H ] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
0S | ~HF— K 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P fi*2 <0.001 <0.001
CI: ZHEXE., *1: @3] Cox LI NV — REFT /LI LD DOC & DOLER, *2: J@hla 7 Z 7
&
100 1=
90 L ——— 3l 2 mg/kg Q3IW
80 - #710mg/ kg Q3W
70 — FegFti
£ 60-
E 50
40 e ~lh"'II (| ] i
30
201 N
10
0 LR LA LALLM LU L L] LR AL LR L) LALLM LA L L ) LALULAL L LU LR L)
0 5 10 15 20 25
at risk# R R
## 2 mg/kg Q3W 344 259 115 49 12 0
F#10mg/kg Q3W 346 255 124 56 6 0
REIFtIL 343 212 79 33 1 0
X3 OS DEMMITE D Kaplan-Meier i (KEYNOTE-010 3R5R)

(PD-L1 BtE (TPS=1%) DBEHEEH)

6



QEFRL R MFHEER (KEYNOTE-189 #iR)

{LERIERE D 72\ EGFR A6 A REM K Y ALK @ éE s O UIBR A GE 7otk
17 « H3E ORI LRI/ N aE RS 616 6] (HAN 10 iz &te) ZXI5Ic, KK
200mg (Q3W) | XA hL-FE KT RU T AKX (LLF =AML XER] L9, )
BT T FFHRAF| (AT TF oI HNRTTF ) OPFHEE RAIGEREE) o
BRIER OZEVER, 7T78R, XX L%t KR T FF A OHAES ((LFER
IERE) 2ot L —EHEMRABR ORI SN, Mte b, 77 F AT Y EAL
DB ZTEIG®RIRL, BEIIHRK4 a3 —RAFETE L, BB, B CHREETFR
D O AT R REIT E2 R TIER RO LR WEDRGIKRMIICEE L TN D EBE T
. RIEILARE O EfGEHAN CHREET VRO D ETERA L AX N L3t ROJFHES
ZAkfES D Z EFREE IS, EEFHMIEEE L OS K UVPFS & S, AHl, <A b
Lt REOT 7 FFRFOMHZEGIET 7R, <X Xt REOT T FF8E 0
DFREEE- L e LT, OS K OVPFS # HEIZHER LT,

*1 0 ARHI200mg, <Ak LFE R 500mgim2, AT T F 75 mgim2 XXV T T TF
AUC5 (mg - mL/min) ®OJIEIZ Q3W (#%=2—AD 1 HEIZEE) T4 a—2& 5%, K
#1200 mg e M2 A kLt K 500 mg/m?2 78 Q3W T4 &z,

*2: 7 TR, LA M LFE R B500mg/m2, AT T F 2 15mgim2 xR T T F 2 AUC
5 (mg + mL/min) DJEIZ QAW (%F=—=2m 1 HHIC#KSE) T4a—2HFEE5#%, FI+¢
REOANA N L& R 500 mg/m? A3 Q3W T h &z,

*3:24 WA FTELEINTZHAEEIARFOERG 2T IE L, T0%, REETHRD LY
FlcEGHEHETELZ L E T,

#3 A3 (KEYNOTE-189 35R)

AHKIOFFH#E (bR ibRE
(410 f1) (206 1)
R (A ] NE 11.3
(95%CI) (NE, NE) (8.7, 15.1)
0s™ NP — R 0.49
(95%CI) (0.38, 0.64) —
P " <0.00001
o (A ] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PES™ ™ NP — K™ 0.52
(95%CI) (0.43, 0.64) —
P " <0.00001

Cl: {FHEXR], NE: HEEARA], *1 : FRBHIREOT —% (2017 11 A8y AT, *2: 8
B Cox WHINYF—RET ML DT TEBR, XA FLFt REOT T FFRIAGEALFEED
OERRE L oL, *3 @Rl 7' Z 7 BiE, *4 : RECIST A4 KT A4 > 1.1 USRS ERT
HRNT H Y]



at risk#g
AF200mg Q3W, A~
ANVFERRUTSF
FTEERALEEE
TSR, RAMFE
RRUTSF+8EIHA
(LB

4 OS

at risk®

AR200mg Q3W, A
XRUFERFMIDL
KiRU757 188
TS5k, RANEE
KFhUOLKERRY
757 HEA

20| —— #E00mg AW, SAFLEERRUTSTHEEIEREEEEE

10| ——— Sk, ~ANEERRUSSFHREAIHRILERE
0 T T T T T T
0 3 6 9 12 15 18 21
477HAR [B]

410 377 347 278 163 71 18 0

206 183 149 104 59 25 8 0

O [BRAT R O Kaplan-Meier Bi#f (KEYNOTE-189 35%)
100

90 - — NG QIV, RANAEEFMOLKEMRUT S TRA

80 -4 \‘1\ —— TR, RAMNSERF MO LKORRU T HR
¥ 70 1
% 60 -
ﬁ 50 4
g 40 -
g 30 -

20 “\N__L

10 M| 1—0———1—0———0

[ J m— S— R—— — R—— S—— ——
0 3 6 9 12 15 18 21

206 140 80 40 16 3 1 0

M5 SHTPRHEREIZES PFS OfEf#ENTEO Kaplan-Meier Bi#f

(KEYNOTE-189 35%)



@EFRL R MRS (KEYNOTE-407 #ER)

{LFRAERED I BIBRARRE 7R LT - FRI8 O R LRI/ N s B 559 5 (AA
A 50 Bl & ETe) xR, AHF200mg (Q3W) . HIARTTF L ROV Y X FE)L
XiF 7Y 2t (A7 I ER) (LT Thab-PTX) v 9H,) OOFH#ES (K
AOFHEE) P OFMER NLERMENR, 7T 8AR, INVKRTIZF RO Y ZF /LY
1% nab-PTX OOFHE G ((LAFER) 2 25 e Le “HEHRRR TRt S, mift
Eb, N7 Y Z XL NIT nab-PTX (%, #HYERIVEE ZEITERL, F51TH K4 =
—ZAFETE LT, 7ok, HEFHE CRAEMEITHRD bATGAEIT, REETZ 90K
DR BV NWEDEFIRIIZZEE LT 5 B T, RIBILLUE O B FEAN T EET N
RO LD ETARANOKG Zikei T2 Z ERAREE S, FEFHMEEE X 0S KT
PFS & &L, KA, WNKRT T F 2 RO Y &2 %8 /L (T nab-PTX OOFRHBEE1X7F
YR, DNVRTTF U RORT U Z X80 L nab-PTX OFFHES- & i LT, 0S &
O'PFS # 4 BITIER L7z,

*1: ARAI200mg, 237 U 2+ L 200 mg/m? X i nab-PTX 100 mg/m?, 4 /LR~ Z F > AUC
6 (mg - mL/min) DNEIZ Q3W (KA, /X7 VXL KRANRT T F o A35Ea—R
»1HBICES, nab-PTX Z%a2—AD 1, 8, 15 HHILEKE) T4 a—xEhH%, K
#1200 mg 2% Q3W TG-S h -,

*2:. 7Tk AR, /N7 U HXE/L 200 mg/m? XiE nab-PTX 100 mg/m?, /LR 7 T F 2 AUCE

(mg * mL/min) DJEIZ Q3W (KA, /X7 U XXV N K OHIVRT T F N34 a—AD
1 HEIZHES, nab-PTX (3£ a2—2AD 1, 8, 15 HEIZHKE) T4 a—2xE5%, 77
TR Q3W TG STz,

*3:24 WA ETEREESNIEGAEIIASORGEEZHIEL, £D%,

BlICREHEATEZZ L& AN,

BTN R H T Y

#F4 BuRE (KEYNOTE-407 3E&)

AAIDF L (bR iERE ™
(278 1) (281 1)
o (A ] 15.9 11.3
(95%CI) (13.2,NE) (9.5, 14.8)
os™ AN R 0.64
(95%CI) (0.49, 0.85) —
P fE" 0.0008
R (A ] 6.4 4.8
(95%CI) (6.2, 8.3) (4.2,5.7)
PFS™ ™ N — R 0.56
(95%CI) (0.45, 0.70) —
P " <0.0001

Cl : fZHEX[H, NE : HEEAR A, *1 : FREENTREO T —% 1201844 A3 Ay AT, *2: 8
Bl Cox HeBINY— REFT UL DT TR, WIVRTTF U KROURT U X FE/L T nab-PTX
OOFREIEE Oz, *3: J@hle 7 Z > 7 E, *4 : RECIST A4 K74 > 1.1 fIZE S ER
RS A Y]



100 1
90 N
80
70 1
g 60 L-“.
B 50 ] y,
ﬁ 40 l-q..--x'1\+-|-
30 __ I'H"'l"
207 AFN0mg QIW. AVRTSFYRUITUSH b 17U+l
18 1 ——— I5ur muTSFYRERIUSE DU
0 3 6 9 12 15 18 21
at risk#y LR IR
FE200mg Q3W, AR
TSFURENIUTFEI 278 256 188 124 62 17 2 0
Xignab-I17U9F Il
73R, ART3FY
RUKTVUIFEIREG 281 246 175 93 45 16 4 0
nab-I"7U 5+t

X 6 OS DH TR D Kaplan-Meier gi#R (KEYNOTE-407 3RER)

— FEN0Mg QW, ML TSFYRIINTUIE LT dnab- T U T
)'L-\‘ ——— S5t HATSF RIS UL Enab-T7U I 2N
"

%

™

e

-
M-
Ml

100
90 -
80
£ 70
ﬁi 60
50 |
gf] 40 -
g 30
20
10
0
0
at risk#l
FE200mg Q3W. AR
TSFIURGISIVIFEIL 278
RiEnab-N70 9%t
IS5k, ALRTSFY
RUENKIUIFEILNE 281
nab-I{7U 9%l

3 6 9 12 15 18

HERETHRA]
223 142 57 23 5 0
190 20 26 12 4 0

X7 BERTHPRHEEIZLD PFS OH T D Kaplan-Meier Hig

(KEYNOTE-407 5%)
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GEERLLFEFEMFEASR (KEYNOTE-042

E )

LFHRIEIED 72\ EGFR BAG 728 B2 ALK &85 7B2ME & OV PD-L1 ik (TPS
=1%) "' OUIBRARE /AT - B OIE/ NI BE 1,274 61 (HAAN 93 #il%& &)
Z BT, AH 200 mg Q3W & 5-DF M OV tkns, 7T FF 8 & G e s
xR e LTRSS vz, 7eds, WG CRAEETHRD b LA s, HEETE
ARTHEIRDNFRD B RWE DGR AIZZZE L T2 B Tk, WRIEI LI O {4 Al TR
BETARO B D TARAIDIR G2k 5 Z L3 FIRE & S 7c™, FEFHIE B 1T
0S & &, AANLT T FFHR-FE G L L LT, OS ZHREICHER LTz,

¥l A R=F U2 L L CTRBERGEA&GE S 41TV D PD-L1 THC 22C3 pharmDx [ 4 =1
AW THRAE I,
*2:24 WA ETHEREEINTZHEEFIAROERGEZHIEL, Z0%, ERETHIRO LY

BICREGHERATEZ L LS,

£5 ARMERE (KEYNOTE-042 3E) (PD-L1YE (TPS=1%) DREELEM)
77 F R ETe
AF 200 mg Q3W S,
il 637 1] 637 3
e [A] 16.7 12.1
TPS=1% .
DifEER | 08" (95 ACI) * (13.9,19.7) (11.3,13.3)
(95%CI) (0.71, 0.93)
P fig" 0.002
il 299 300 1]
o [A] 20.0 12.2
TPS =50%
0S™ (95%CI) (15.4,24.9) (104, 14.2)
=] =
PIBAIEH NP — REE™ 0.69 B
(95%C1) (0.56, 0.85)
il %k 338 4 337 il
o HgefE (A ] 13.4 12.1
5(;;;%?;4 0s™! (95%CI) (10.7, 18.2) (11.0, 14.0)
- N R 0.92 B
(95%CI) (0.77, 1.11)

Cl: {ZHEXE., *1 : PR FEF DT —& 1201842 A 26 A » kA7, *2: @I Cox L~
— RET WKL BT T T T8RN EGTALFHE L O, *3 . J@ille 77 v 7 RiE

11




100 7
90 ~ — FRI200mg Q3W
80 1 \ ——— F5FrEAESOLEEL
70 A
& 60
ﬁ 50
# 40 7
30 ] “‘“
20 ] - —
10 1
0 6 12 18 24 30 36 42
at risk2 SFERA]
AFI1200mg Q3W 637 463 365 214 112 35 2 0
TI3FFERRZO(LEEE 637 485 316 166 88 24 1 0

8 OS D MfENTEFD Kaplan-Meier #if# (KEYNOTE-042 3XB%)
(PD-L1 B (TPS=1%) DERELEM)

12



[Z4xtt]

OFE BRI R NS (KEYNOTE-024 ##)
HERRIIAFIRE 148/154 5] (96.1%) F O} SOC #f 145/150 ] (96.7%) (258D B, 15
B & ORRBIR NG E T WA FRHRIL, £ 113/154 41 (73.4%) K O¥ 135/150 )
(90.0%) ITFEH BNz, WTNNORETHILERD 5%LL LORIEMIZITERD LB ThHh-o

776

K6 WTNHORETHERED 5%LL LORIEA (KEYNOTE-024 3Bk (REMEMIr £ H)
FRERIKIHE (SOC: System B (%)
Organ Class) AFHIHE SOC B
FEAGE (PT: Preferred Term) 154 1] 150 31
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4 Grade  Grade 3-4 Grade 5
ERIEM 113 (734) 40 (26.0) 1 (0.6) 135 (90.0) 77 (51.3) 3 (2.0)
MmEFs LY >R fmE

21 8 (52) 3 (L9 0 66 (44.0) 29 (19.3) 0

A 1 ER A 1 (0.6) 0 0 8 (53) 2 (1.3 0

i R E 1 (0.6) 0 0 34 (22.7) 20 (13.3) 0

IR i 0 0 0 17 (11.3) 8 (5.3) 0
PN 3 AR 7

FR A e TOEE 1 (7.2) 0 0 0 0

FCR IR AR AR T JE 12 (7.8) 0 0 1 (0.7) 0 0
IR

5 6 (3.9 0 0 17 (11.3) 0 0

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

L 15  (9.7) 0 0 65 (43.3) 3 (2.0) 0

O 4 (2.6) 0 0 18 (120) 2 (1.3) 0

Mg i 4 (26) 1 (0.6) 0 30 (2000 1 (0.7) 0
— % - AHEEER L OB G OREE

I 9 5 (32 1 (0.6) 0 1 (73) 2 (1.3 0

955 16 (104) 2 (1.3) 0 43 (287) 5 (3.3 0

TR 1 (0.6) 0 0 9 (6.0 0 0

FE 16 (10.4) 0 0 8 (5.3) 0 0
HRPR IR A

ALT H5/0 10 (6.5) 0 0 7 @47 0 0

AST #4n 8 (52) 2 (13) 0 5 (3.3) 0 0

7 v F = 3 (19 0 0 15 (100) 1 (0.7) 0

A BRSO 0 0 0 20 (133) 6 (4.0) 0

M IR ER A 0 0 0 18 (12.0) 9 (6.0 0

1 BR AR 1 (0.6) 0 0 16 (107) 3 (2.0 0
Rtk L O EE

BAREGR 14 (9.) 0 0 39 (26.0) 4 (27) 0

K~ 7' x> U AE 1 (0.6) 0 0 9 (6.0 0 0
AR X O ARk R

BA &R 13 (8.4) 0 0 4 (2.7) 0 0
TR R P

VS 1 (0.6) 0 0 15 (10.0) 0 0

K= 2 — R — 2 (13) 0 0 9 (6.0) 1 (0.7) 0
RO o, HERRS L OWiEfRREE

filiig 2% 8 (52) 4 (26) 0 1 (7 1 (07 0
B R ¥ & OV TRk R 75

B E 0 0 0 12 (8.0) 0 0

B iz s 8 (5.2) 0 0 1 (0.7) 0 0

& D FERE 12 (7.8) 0 0 3 (2.0 0 0

e 1 (7)) 1 (0.6) 0 3 (2.0) 0 0

13



¥, ARFIFEIZI WD CRIE ML 9 6 (5.8%) . KIGZK - HED i 8 i (5.2%) |
PRI (7 v« NL—IEERESE) 261 (1.3%) . IFHEeRE 22 5] (14.3%) . Fk
IRHgRERE S 21 5 (13.6%) . TEEMAHEREREDE 161 (0.6%) . 1 AUHESRIHE 145 (0.6%) .
EREREE (RS TR %5) 161 (0.6%) . MEZE 161 (0.6%) . Ahde - REHCT
fiEfEIL 161 (0.6%) K TN infusion reaction5 4] (3.2%) MNR® Bz, F7-. EEORE
frst (R RERERSERAEMERE. SIEALBE, JEREIES) | B MRekEE, EEMEIGE, M
KBRS, SE DR, DR, PRI R VEEREES . R I M OREEER
BEITRRD b o 7o, REWERRBURILIIESESE S (BRREERY 25T) 25T
HEEHERERT,

OIE BEILF 2 /MR (KEYNOTE-010 #5#%)

HEFERIT 2mg/kg Q3W Ff 331/339 5] (97.6%) . 10 mg/kg Q3W ¥ 330/343 51 (96.2%)
KON DOC #£ 297/309 i (96.1%) IZ78& H AL, {RBRIKE & ORREBMERNGE TEX WA E
FRIL, TNE 215/339 B (63.4%) . 226/343 il (65.9%) TN 251/309 i (81.2%)
IR BTz, WT IO RETIHIELZED 5% EORWERIZ TEDO LB Th o7,

K7 DTN ORETREEDR 5% EOBHER (KEYNOTE-010 3RER)  (REMEMITIIREM)

FRERIKRSHE (SOC: System BilE (%)
Organ Class) 2 mg/kg Q3W ¥ 10 mg/kg Q3W DOC ##
JAEE (PT: Preferred Term) 339 {3 343 309 i
(MedDRA ver.20.1) 4> Grade Grade 3-4 Grade5 4 Grade Grade 3-4 Grade5 4= Grade Grade 3-4 Grade 5
REIEH 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)
MK LY R fEE

2 1 10 (29) 3 (09 0 14 (41) 1 (03) 0 40 (129) 5 (1.6) O

IR E 1 (0.3) 0 0 1 (0.3) 0 0 44 (14.2) 38(123) O
PN 3 AR 7

FCR IR AR AR T E 25 (74) 0 0 23 (6.7) 0 0 1 (0.3) 0 0
B IEmEE

i 24 (71) 2 (06) O 22 (6.4) 0 0 56 (18.1) 7 (23) O

L 37(109) 1 (03) 0 31 90) 2 (06) © 45 (146) 1 (03) O

H % 13 38) 0 0 7 (20) 1 (03) O 43 (139) 3 (1.0) ©

Mg 12 (35 0 0 13 (38) 1 (03) 0O 24 (78) 2 (06) O
—fik - AHEEL L OB GENMORRE

1 5 20 5.9) 1 (03 0 19 (55) 2 (06 0 35(113) 6 (1.99 ©

i 46 (136) 4 (1.2) 0O 49 (143) 6 (1.7) 0 76 (246) 11 (36) O

RN 5 (15 0 0 4 (1.2) 0 0 21 (6.8) 0 0

FEEN 10 29) 1 (©03) 0 14 (4.1) 0 0 17 (655) 1 (03) 0
BRI A

I ER B 0 0 0 2 (0.6) 0 0 24 (78) 19 (6.1) O
PR SRR

PR 3 (09 o0 0 3 (0.9) 0 0 17 (5.5) 0 0
B2 6 & OVEE T ALk RE 7

=B 3 (0.9) 0 0 2 (0.6) 0 0 101(327) 2 (06 ©

Z 9 FEE 25 (74) 0 0 32 (9.3) 0 0 5 (16) 1 (03) 0

% 29 86) 1 (03) O 44 (128) 1 (03) 0 14 (4.5) 0 0

728, 2 mg/kg Q3W #E & TN 10 mg/kg Q3W BEICBWCENZEH., RV MMz & 15 4
(4.4%) K146 (4.1%) . KRG - EEO FRHIS B (1.5%) KO 24 (0.6%) . =
FE D Rz [ (B2 R RERREIRAE e, 2R BE, JE RIEIESE) 1 41 (0.3%) KON 1 41 (0.3%) .
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PRI (X7 2« N U—IEERES) 2 1 (0.6%) L ON3 6 (0.9%) . AFH§RERES 23 5

(6.8%) KLUr22 f] (6.4%) . HUIRMRFERERE T 32 5] (9.4%) K UN35 41 (10.2%) . T
RBEREREE 1 1 (0.3%) KON 1 5] (0.3%) . FIIFEHERERR S 2 1 (0.6%) & O* 1 fi (0.3%) .
1 AUFERRIE 1 B (0.3%) KON 2 5l (0.6%) . BHERERETE (RMEFEMBRSE) 4 4
(1.2%) KO0, WL 161 (0.3%) KON0 B, sk - BREUmaAEE 161 (0.3%) KO
0 #1. infusion reaction 2 f5] (0.6%) MK ON6 5] (1.7%) DD NI, £7-. HIEAHES
SE, W% - B, SE DMK, Ok, N/ MBI PESREER . FE iR M OY
IREFEREF LGRS DR D o T2, ARRIVEAFSBURIXE L EFS (BB AT 2 5 Tr)
EEDERRERE TR,

OE BRI A MAHFER (KEYNOTE-189 #f#)

HEELIIARKIOFHRE 404/405 5] (99.8%) K USkEHE 200/202 5] (99.0%) (Z#8®H &
AU, TREREE & ORI RBIRAEE CTERWEEFEFRIT. Z4E4 372/405 # (91.9%) K&
0r 183/202 5] (90.6%) (ZFB¥ HALIZ, W ORETIEBLRAN 5% EORIMERIT TR
DEEBHTHoT,

K8 VTN DRETREEDR 5% EOBIWER (KEYNOTE-189 3RER) (MM REM)

8B BIIK 4748 (SOC: System % (%)
Organ Class) AFNOF R {bZFFRERE
FEAGE (PT: Preferred Term) 405 5] 202 131
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade5 4 Grade  Grade3-4 Grade5
EIEA 372 (91.9) 193 (47.7) 9 (22) 183 (90.6) 80 (39.6) 2 (1.0)
MR LY R REE
E=yiil 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
FEENE AT P BRI 25 (62) 24 (5.9 0 4 (200 4 (20 0
i Bk iE 22 (5.4) 8 (20 0 12 (59 1 (05) 0
B R ER R i 101 (24.9) 59 (14.6) 0 45 (22.3) 22 (10.9) 0
M/ A E 69 (17.00 31 (7.7) 0 27 (13.4) 13 (6.4) 0
Rl A e
AR IRER RE AR TE 22 (54 2 (05) 0 3 (15) 0 0
AR i
VRGN 51 (12.6) 0 0 14 (6.9) 0 0
e
(LA 67 (16.5) 0 0 24 (11.9) 0 0
] 78 (19.3) 15 (3.7) 0 22 (109) 4 (2.0 0
TN 187 (46.2) 12 (3.0 0 90 (446) 4 (2.0) 0
mISPN 26 (64) 2 (05) 0 15 (74 1 (05) 0
Mg 74 (183) 7 (L7) 0 39 (193) 4 (2.0 0
—f% - RHREER L OB EEHAOREE
T E 53 (13.1) 16 (4.0) 0 31 (153) 3 (15) 0
P T7 134 (33.1) 20 (4.9 0 62 (30.7) 3 (15 0
FERE DS SiE 30 (74 3 (0.7) 0 14 (69 1 (05) 0
RAG PRV 27 (6.7) 0 0 12 (5.9 0 0
FEEN 24 (5.9) 1 (0.2 0 4 (2.0 0 0
JEYE RS £ OV HUE
fEE e 20 (49 1 (0.2 0 10 (5.0 0 0
B AR AR AL
ALT #3n 38 (94 2 (05) 0 16 (790 3 (15 0
AST #571 28 (6.9) 0 0 10 (0) 1 (05) 0
ez vrF=48m 32 (79 1 (0.2 0 12 (5.9) 0 0
I I BRER 22 (G4 7T A7) 0 12 (59 6 (3.0) 0
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B BIK 5348 (SOC: System B (%)

Organ Class) AR RE {bZAFRIERE
HAEE (PT: Preferred Term) 405 4l 202 5
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4= Grade Grade 3-4  Grade 5
Rtk L O EE
EEXD BIES 84 (207) 4 (10 0 42 (208) 1 (0.5) 0
K~ 7 3% v AifE 22 (5.4) 5 (1.2 0 3 (15) 0 0
R
LR R 37 (91 1 (0.2 0 14 (6.9) 0 0
R X OV T ARk
B2 i W 1 27 0 0 12 (5.9) 0 0
9 FEE 37 (9.1) 0 0 12 (5.9 0 0
St 51 (126) 5 (1.2 0 17 (84) 3 (15) 0

7285 ARFIEEZ I CRIVEPEME 16 1] (4.0%)  KAGZE - FEE O T 20 41 (4.9%) |
fREfEE (77 2 N LU—EGIESE) 10 1 (2.5%) . IFHEREREE 62 1 (15.3%) . HIIR
AR REREE 32 5] (7.9%) . FHEEMAHEAEREE 2 61 (0.5%) | EIEFEEEREE 1 51 (0.2%) |
1 ApERRI 15 (0.2%) | BHReRETE (RS HIEMERE KE) 2561 (6.2%) . R 2

(0.5%) K N infusionreaction5 fil (1.2%) RO HNT-, 7o, BEOLEREE (KF
AEEARIE R . ZIALEE, BREIES) . Mk - BRRUTAlARE . BIEM e, MK -
BERBSE . S & DS, DA, SafE M MR PSR B . R IR i e OVIRZFEREE 13
R B otz, REWEARBURDLIIBEE F% (BEMREMRY 25T &5 ieEit
fERERT,

@[EBE LR 2B A RER (KEYNOTE-407 #5R)

HEEGIIARKIRE 273/278 1] (98.2%) I OXFHERE 274/280 1 (97.9%) (258 HAL,
IR & OREBUEDEE CERWVAFFERIL, T 265278 5] (95.3%) KXY
249/280 i (88.9%) (2388 BTz, WTNNORETIILRN 5%LL EORIWERIZ FRD
LB Thoi,

#£9 WTNLOBETREEN 5% EORIER (KEYNOTE-407 REr) (REMEMITrRER)

# B BIR7¥E (SOC: System Bl (%)
Organ Class) AAIE R HE (b EERE
HARZE (PT: Preferred Term) 278 il 280 1]
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
FEIEA 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
MmEFs LY > RbEE
21 123 (44.2) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
FEENEAT PRI 14 (5.0) 14 (5.0) 0 10 (3.6) 10 (3.6) 0
F if Bk s e 23 (8.3) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
1 R ER R i 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
M/ NR A SiE 81 (29.1) 18 (6.5) 0 58 (20.7) 16 (5.7) 0
Py s Res 5
FHR IR RE TUAESE 17 (6.1) 1 (0.4) 0 2 (0.7) 0 0
R IR RE A T E 16 (5.8) 0 0 3 (1.1) 0 0
B b
(& 31 (11.2) 1 (0.4) 0 25 (8.9) 0 0
T 61 (21.9) 8 (2.9) 0 47 (168) 4 (1.4) 0
L 85 (30.6) 2 (0.7) 0 71 (25.4) 3 (1.1) 0
& e 36 (129) 1 (0.4) 0 25 (8.9) 3 (L.1) 0
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B BIX¥E (SOC: System % (%)

Organ Class) ARFNOE B H==2-30s
HAREE (PT: Preferred Term) 278 15l 280 i
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
— - RHEER L OGO R

) RE 46 (16.5) 3 (11 0 41 (146) 6 (2.1) 0

it 54 (19.4) 7 (2.5) 0 52 (186) 7 (2.5) 0
R AR AR AT

AST #47 14 (5.0) 0 0 5 (1.8) 1 (0.4) 0

Uit R AR 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (8.6) 0

iR 23 (83) 5 (1.8 0 16 (5.7) 6 (2.1) 0

P i Bk Hak b 30 (10.8) 11 (4.0 0 28 (10.0) 10 (3.6) 0
Rk L OveskhEE

EEXNE BIES 47 (16.9) 5 (1.8) 0 57 (20.4) 4 (1.4) 0

K~ 7 3% v AifE 15 (5.4) 1 (0.4) 0 9 32 2 (0.7 0
B R B L UGB LRk

BA i 36 (129) 1 (0.4) 0 24 (86) 2 (0.7) 0

77 Y98 32 (115) 2 (0.7) 0 26 (93) 1 (0.4) 0
PR E

LR S 23 (8.3) 0 0 7 (2.5) 0 0

K= 2 — R F— 55 (19.8) 3 (1.1) 0 37 (132) 2 (0.7) 0

BERE 15 (5.4) 1 (0.4) 0 13 (46) 1 (0.4) 0

KR E =2 —n3F— 31 (11.2) 0 0 36 (129) 2 (0.7) 0
G R X OV T AR &

Jii B 126 (45.3) 1 (0.4) 0 100 (35.7) 3 (L.1) 0

% 9 FENE 29 (10.4) 0 0 15 (5.4) 0 0

S 28 (10.1) 0 0 20 (7.1) 0 0

72E. ARAIBEZ IV TRVEMEMIZE R 14 41 (5.0%) . KB - EEEO T 14 1] (5.0%) |
MRS (7 2« N L—JEEAES) 55 6 (19.8%) . JHBERERETE 26 5] (9.4%) . HIR
MRAERERE T 31 61 (11.2%) . TEEMAEHEEERET 2 41 (0.7%) . BEHrEkES (R MEE
BLREE) 6 (2.2%) KON infusionreaction 6 5] (2.2%) MR BiT-, 7=, BEEDKL
JEREE (REREAMEGRE, SZIRLEE, BRRIESE) | RIBREREREE . 1 AUBEIRN,
K. ok - MERURLARE . BAERIESE, MR - BEMREAE . 5 E 9 A, DR,
M IR PSRBT . FA P M OVRIFEREF IR B e n o 72, AREIVEHFR BRI
FREER (AMEMERT A2 E5T) 2a0EiERE =T,

OEPRILE ZF MAHFER (KEYNOTE-042 #l#)

HEREGIIAKIRE 610/636 1] (95.9%) K OMbLFHILRE 606/615 1 (98.5%) (2788 &
L. IRBRIE & ORRERA G E TERWAEEFEFRGIL, ZhZ1 399/636 il (62.7%) &
O 553/615 1] (89.9%) (ZF8® LT, WM NDORETHILHEN 5%LL EORIMEHIE &
DEEBHTHoT,

17



# 10 WA OFETREEN 5%LL EOBWER (KEYNOTE-042 38r) (KM MIT R REN)
B BIX¥E (SOC: System B% (%)
Organ Class) AHIHE #== 375 it
FARFE (PT: Preferred Term) 636 14l 615 14
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4 Grade Grade3-4  Grade5
EEIEH 399 (62.7) 104 (16.4) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
MiRF LY R kEE
£yl 35 (55) 4 (0.6) 0 229 (37.2) 80 (13.0) 0
I BRI E 10 (1.6) 0 0 35 (5.7) 10 (1.6) 0
U HR BRI E 5 (0.8 1 (0.2 0 88 (14.3) 46 (7.5 0
1M/ NS SiE 3 (05 1 (0.2 0 56 (9.1) 10 (1.6) 0
i
FRR IR RE TCAESE 37 58 1 (0.2 0 1 (0.2) 0
FOPR BRFS REA T E 69 (10.8) 1 (0.2) 0 2 (0.3 0
B
(A 8 (1.3) 0 0 68 (11.1) 0
i 34 (53) 5 (0.8) 0 46 (75) 1 (0.2 0
L 31 (4.9) 0 0 184 (2990 7 (1.1) 0
A% 7 (11 0 0 31 (5.0) 0
/AR 15 (2.4) 0 0 97 (158) 2 (0.3) 0
—f - RFEER L OB G OREE
I 77 iE 27 (42) 3 (05) 0 60 (9.8) 10 (1.6) 0
9 57 50 (7.9) 3 (0.5) 0 102 (16.6) 8 (1.3) 0
AR AR AT
ALT 1 45 (71) 9 (14) 0 53 (8.6) 5 (0.8) 0
AST #471 41 (64) 4 (0.6) 0 42 (6.8) 2 (0.3) 0
Uit A R AR D 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0
1R 2 (0.3) 0 0 64 (104) 20 (3.3) 0
I I ERE e 3 (0.5 0 0 71 (115) 32 (5.2 0
R L OveskhnE
AR 40 (63) 5 (0.8) 0 109 (17.7) 9 (15) 0
B R B L O A MRk E
RA i 27 (4.2 0 0 46 (7.5) 0
ik 20 31 1 (0.2 0 50 (8.1) 0
PR RIEE
KM= 2 — 1 R F— 1 (0.2) 0 0 50 (8.1) 5 (0.8) 0
KM = 2 —a " F— 3 (0.5 0 0 41 (67 6 (L0 0
RN IS SRRy 7]
Jitifig e 43 (68) 19 (30) 1 (0.2 0
R X OV T AR
it B 2 (0.3) 0 0 136 (221) 7 (1.1) 0
Z 3 FESE 46 (7.2) 2 (0.3) 0 15 (2.4) 0
5 46 (7.2) 3 (0.5) 0 27 (4.4 0

728 AFIBEZ IS TRV RN B 49 41 (7.7%) . K% - B O i 10 41 (1.6%) |
HE OGRS (REHBEIREGRE, 2B, FARIES) 161 (0.2%) . MRS
(7« NU—EERESE) 1] (0.2%) | [FHEEREETE 76 1 (11.9%) . HRIREEEERE
%02 5] (14.5%) . THE(AFEAEFEE 34511 (0.5%) . BIEHEREREE 341 (0.5%) . EHERE

b (RARE TR 26%) 361 (0.5%)

CER 1B (0.2%) . OB 16 (0.2%) K

N infusion reaction 6 141 (0.9%) 23#8D Bz, £7-. 1 BUBEIRIR ., 2% - BEET Al ARIE .

HOERGBEIE, Mok - BT, 5 & O B,

SRR N R T e S N 1 RS <4111 D4

OVRIFERPHIER O b e o To, REWERREBRIUI B F 5 (R MAERE 2 & i)

Za DR R 2T,

18



4, FEFRIZOWVWT

AFNO I G1Z%F LT, KBS & U CTHERARERE (SFFE) At s
HZ D, UEGREZEYICER CTXAMHFA THIMNER DD, Z0D LT, EHEMLY
A 7 R BGEHE (RMP) (ZHD & | AHI OB G 22 S VERE SE B~ D i )R 23 & 2 Hi i
Tho T, KEIOEGEE) e BF ZZW - FrE L, ARG X BEEZEWER %
FHLLUTBRCRIET 5 2 BT LT OO~@D TR T A7z I Mgk (2B T
fFHT L& TH D,

@ #EHRIZHOWT

D-1 T (1) ~ (5) OVWTIIHEYT IR THD Z &,

(1) EAFEKEDEET 20 AFEENLSUREESE (BB 23 A2 R LR R
Ik A3 A2 EEIEIL AR T, s A2l &) (BRIOCAE 7 A 1 BHIREAL - 436
Jit7%)

(2) HpEHERERBE CERR 31454 H 1 B © 86 fitink)

(3) HEMFRAFENFRET 203 A HEEEFE (DS AR WL, 23 A
W19, 23 ARSI EEHEE R 2 &)

(4) AKRACFHIEEZHE L, SREFRENRE 1 USSR 2RIENNE 2 Ok 5L UE
AR DR AT > TV Dftieg CERL29 4 7 H 1 BIRFA : 2531 fiigx

(5) HUEMEREE SIS & BN O Risk FEIAR D R 21T > T\ 2 ek (CFRk 29 4 7
H 1 HIRFA : 1287 sk

O-2 il DAL HRIE K ORIE I FE BLRF D RIS 53 20 ik & BB 2 FfOEAT (FR D
WFHLNNTRE N T D ERN) 23, SR OAANET IR OBEMLE & L TERESH
TnnZ L,

*®

o [ERIGIFESE 2 EOYHAHME ZE T L2121 5 LU ED D ATRIED BERAHE &
fTHoTWBZ &, 96, 28U BT, BAERYEELY I & LIZBRESESOHHE %
7o TND T &,

o [EEMEFFEUSE 2 FOUMMHEZE T L72&IC 4 FFLL EOREREZ AL T D
ok, OB, 3AELLEE. Bl O N A SKYEREZ G T M SRR O BEIRAHE 21T -
TWbHZ &,

Q@ PBENOEEBBEREEDOMEHNICONT

EEMEREFRICIEE T 2 TE PR E S, REREENS OFRE D, ﬁ?ﬁ P - %
é‘@%ﬁé%é@%i&@ﬁ@ﬁ&(ﬁiﬁﬂi“ X A EWmER AL, AEFELEDBAE LGS oWmE
RS, BEDRHEODIATOI D KRB FESTWND Z L,
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@ BHEA~DXIRITOWT
@-1 MM REd % Bl

[PV MR B O HE R BIEA AL L72BRIT, 24 FFRIEZIRIRTHI O T, ik X
IREEE R BV T, FEEL L2 BITERNSIE CCTABRE B O CT O RIEM Q#5424
HAMRADORERD Y B PIGEO N, EBISIS A RER AR 8-> T\ Z L,

@2 EERFEHRICLI>AFEFSAMISICET HEH

ARSI HE D 2 B 7 sk K OB RE 2 AT D IR RIEFE DNEER =XV v 7
EHEOITEIROA T ) —= T EITOERE LR EZ LG TE 5 F— AEFRRE] 235
ESNTWDZ L, B, BIFEHIZHOWT, NABRE EZDOFBEICHDITEAmMmENT
WhHZ L,

@-3 BIEAOBEORIRICELT

FIVERT (RPN, RIGJ - /MBZ - EEEOD T, IFFRERERETE - ARLMENR
TR, EHRERETE ORMIE MRV 22%) . WS (TRMERS. FkIHhE
P, BIECREAEREE) | 1 BUBEIRE, S L OIS, A% - BERURE, M, EREDRK
JREE (B RREIIRIERGERE . ZTUALHE, FURMIIES) . infusion reaction, 7S - BlEZE .
RIS, MRRREEE (T 2 - SRR . Ok, EEA MRS (o
R/ IR D VESE B . PR, ARIFBRE, MEURIERAESE) | i BR ARG,
BE) 1okt LT, SRR S LT R R O B FE 2 A7 B R L dHE L (RIPEA 0
DWTRAIRICE L TR OB EZ T OB &M H 5 2 L) | EHICH Y /2 L E
TELKHNES TS Z &,

==
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5. B#E5xtp L BE
[H2hEIZ B+ 2% F1A]
O AFNOBEMEGIT TROBF B THEMEN RSN TN S,
o ALFRIERE D72 EGFR Bin AR, ALK &8s 12 & O PD-L1 5
P (TPS=1%) OUIBRAREZRHELT - I DI/ Nl R s B
o TITFFHIKEE AL TRIERE A AT 5 PD-L1 Bt (TPS=1%) OUIERAHER
HEAT - TR OB/ NIRRT (735, EGFR Bis 148 BG M X X ALK A8
GO BETIE., FNFN EGFR F 1 20 % F—PHEH T ALK F 1
v —VHER ORI A9 5 BE)
7B, TPSIIRAT7 v ) XA~7 (BiaTM#Ez) Oz =4 2 (KTE4 :
PD-L1IHC 22C3 pharmDx [# =] ) ZHWTHIET HZ &,

@ ARHNOMOFEMEEEA] & OO HESIE TROBEFEICBOTHEIMEN RS TH
o
o RARMULXE RROTTFFRHFE OGFHEL  ALFIEIERE D2 EGFR &
B ERBEELE DY ALK @G85 70 UIBRARGE /ST - R OIERF- E&Z
FE /I e s £
o HINAKRTTFURKONRT Y HXFEIN XL nab-X7 U XX EDOFFRHEKES AL
FIRNERE D 72 WEIR AR 22 HEAT - PR O R R I/ Nk e B

@ ALFRIERE D 22O ELT - B O FE/INHERA I 5 1L, PD-L14# 4 C PD-L1F5% (TPS
Z1%) ThiUX, KB OBME G52 EZETHXEThHDH, o, EEHEIEICST
T 5 BDEMEICHER 720 E B X 5D BEITH L TIE, PD-LIFBLRILIZ 00 6
T FNE OBk U Tl 2 b Rk & O G2 B8 T 52 &n
T&E D, B ARNOEGIZH T > TI 2R T4 7 A > (B AN T2
LEBRTL L B

@ TRICHYT B BH KT 5 AFOL G ORI SV T, A5 A B2
ML SN THE DT, ARORGHG L 7257200,
. i B

T2 13 R A KT A (RARBEE ) 123500 T A28 B2+ > DECOG Performance
Status 0~1 %2 T 75 5% LI _E. XIZ@ECOG Performance Status 2 2 0B E Tix, 4 3 HAHER (Fk#
¥ LK) OBAIRERHRINTEY, 20 L9 REBETIE, L PREICST 5 AR MEICHERH
rrEZBND,

%2 ECOG o Performance Status (PS)

Score EFR

0 | <ML <IEBTE 5, MWl R CHHFAEESHIRZ AT D,

PIREICI LUWEENIHIR S5 28, SITARE T, BAEERH > TOEREIFTH 2N TE D,

U gl o, wimsiee

ROENTHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+l d,

AW

LT RV, BOHGOEY OZ L4 TERY, BEICy KW+ T4,

21

BATRIRE CH Y OHEDOEY O Z L33 X CTHREEMEEIL TE 220, BHO 50%LL By R Tl =,




[zt

TRICEAT BB IOV TUIARI DR ENER L STV T b, 5217

Q@ TAANDAZNEN TR STV IRV O FUEMEIEEEF & O FF 5

(2B % S IH]

DN &

AHND A3 LI BUE OBEERE D & 5 B

TBIRATORHIC B W T RRCICEZ Y T 2 BE T OV TE, A OFEGITHER S e
ViR

L DOIRFERPUR R R NG EICIRY | HEICAKZEHT 22 L 2BETE 5,
MEMEMEEO SO I LD H 5 &

b0 1] 5 A A C TR Y & 38 00 D BB S OB B 0D oSt i it e € <0 S8 e 1 i ¢
FEOMMIZRIEMEZE N A BN D BHE

H SRR OAOE SUTIEMR 7 L < IXHEMEO B Lz iE B OB ERED
5B

g hiE CE B Z 51e) Ob 5 aE

Tt DG SUIEE 2 A9 5 8

ECOG Performance Status 3-4 2 o 3
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6. REICELTHET NEHH

@

@

®

I SCERITIN 2 BUEIRTEER DR tT 2 ERMEEIZ 3D & ARA| O Feik J ONiE 1Fff

RO 7O B w2 o B L Co bR« 2 L,

TRIEBRAAIC SN D | B XX 2 OFEICHINE L OERR M2+ L, [RE 215

ThoEETHZ L,

FREWEH O~ 2 A MZONWT

o [MEMMEENSLDLOND Z ENHDLDT, RAIOEEIZHT- > TiL, YIHIE
W CEEIAL, PR IRIEE, W) ORERR &L O X iR 0SS, #lggs+
FATH 2k, Fo, MBS U THE CT, Mg~ —h—%FDOMmA % 3
HZ L,

e infusionreaction 23&% 515 Z L3 5, infusionreaction 23588 B ILIZ A IZ
L U ALE AT D &L b, IR RIE T S £ TEREDOREE I EE
T5HI L,

o HURIRHEREREE . TEABERERORIBHEREN S LN BB HD
T, ARAEIOF5-BRLART & OFe G- B I E IS N WS RE MR A (TSH, 78
T3. bEHE T4, ACTH, Mt =L F Y — L EDRIE) 2 Eiid 52 L,

o JIFREREREE . BLMEIERN D 5D ZENRHH DT, KEIOB G BIGRTR
O 5 TP E B IR RERR AT (AST. ALT. y-GTP, Al-P, B U /L& %
ORE) ZFEMTDH &,

o SEIER (IERLOILEEHRERLET) EOHERERIREERH b D
ZERHLZOT, EMNCIROBE OFEEMRT H &, £z, IROBEFN
RBOOLNTHEITIE, HONCERENZZ2T 2L )BEFELRETLHZ L,

o KENOBEIZLY | BEORIEICTIRINT S £ E 2 BN DR IR BSHRNIE
NHLONDZENHD, RENROONTHEIIE, BELEFRIIS U
BRI 70 055 & AR BR A RO R R & B U Ci bl e s R i W 217\ i sk
FONZ & 2 BWER BN 2561215 AR ORE I IE, K ORIE B R
NWEVRIOERGEEZBETDHZ L, 2k, BIBEREFRLVEYOELIZXDEIE
A OYEERFRD IV WIGEITIE, BB RE ARV o LIS O S i Fl oisin
LEETDHZ L,

o BEKRTH. BEMMNSEIARGE L THORIERANRET D Z 0B D70,
AFN OB TRICHRIEHORBUZHSITHEET D Z &,

o LAUBEIRI (BUE LRUBEIR A B ) bbb, BERPMES RV R—2
IZELHZENRHLHOT, Alg, Fl, EHFEDEROFEELCMBEEO R+
SIEETDHZ L, 1 AERBNEDN -G RGEHIEL, AR Ul
Hl OB GHEOEY)7REEITO Z &,

AHN ORI BT, KEYNOTE-024 #5% & O KEYNOTE-042 55k Tl 558

W75 9 T L2, KEYNOTE-189 7B Cli& 5Bt 5 6 B KON 12 #HH, LU

BelX 48 B £ TOWMT L, D% 128 2 L2, KEYNOTE-407 3R Tl3#% 5-5A14

Mo 6EE, RBEBLNISHEE, UMIZ4SHEBEBECTORITE, ZOR 12T &

A IEDFA &2 4T > T2 2 & 2 BE10, AFIF 5 I E I migmA coh R

DIEREATH Z &,
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REERHEET A FT A
NATr Y A<7 (BioFHEKEZR)
BTk : %A ML— 4 ST 20mg, %4 hL— 4 STHE 100 mo)
~ERAE~

YRR 2 942 A (Rt 1 2 HED)
AT EE



SR

1. IL®ic P2
2. AANIOFHH. (EHEF P3
3. ERIKRGE P4
4. FEFRIZHOWT P15
5. BHxtGL e b P17
6. HEHEICELTHETRXHIRA P18



1. IXT®IT

=S5 DF I « B RMEOHEROT-OIZIL, IR SCEEIZE S W2 Ee AR D
Bid, 5T, IEORFAROMEARNC L0 | FUREIRS 22 & OB 72 Hidi/E %
FFEIMPARINDLH T, 2N O DOEHKNZEICHLEREE IR 5 2 L3RR
AR & 7o TR Y RFMBGER & SO FA T #2016 (FRk 28 A% 6 A 2 HEERE)
IZBWThH, EHERLEOHHORBHEEZXS Z L LS TW5,

AR AR E SR S, KRR R 27 0 7 7 A VBB FEOES L & B S MR
RHZENRNHD, ZOh, HMEROLZEVEICET A ERN oS T 5 E TOR,
WHEILORBEEZ R 2T D 2 ENHIRF SN BE IR L THERT S & L i, BIE
FDFEBL LTS LB ekt 2 & D 2 & DN AREZR — 8 O E & i 7= I A% B T A
THZENEETHD,

L7eRoT, KA T A4 Tid, BARBERELZNE TICHELN TV EFITH -
BHER LM EED & | LU O E IR O it 708 ) 2 HEHE 3 2 BLA b B2 g B %
FROEEFRREZRT,

B ARTA NI A %, MNATBAE NEIE G ERERR SN, A ARTEAN AR
BRR RS s . — RN B ARERRNRHE S L OAS RN B AR &R 2 O )
Db EER LT,

RGe L 7 HEIS, - A b V— & S 20mg, A b L— & S EE 100mg (—
ks Ra7nl) X<v7 (EnARz))

MG LR DMEEIBE - B R

MBEERDHERORAE : #H . RAIZIE, Xa7 el X~v7 (Ba#z) LT, 1
0] 200 mg % 3 M FEREIFE T 30 32T CTRFHES 5, 72721
MERMPFRIEOLA X, E5HMIT 2 VA ETET 5,

s W98 ¥ & MSD MRS




2. ARIOKE, 1ERBF

XA bV —F g EE 20 mg X ONELEEETE 100mg (—#%4 : Xa7n ) X~v7 (&
v z), AT TARAl w9 ,) 1%, PD-1 (programmed cell death-1) & ZF DU 4
RTd % PD-L1 KUPD-L2 & OfEG HEHELET 5. b MhIgG4 £/ 7 v —F L gifk
Tbh b,

PD-1 f& & 13 T HAQ o0& BEARKSAE 2> & 26 2 72 O IZ 3 AVKIRE AN FI 9 2 T2 7 s 2 il i
AA wF T, PD-1 1, EFERREBIC WD TEER T MifuoMinLmic BB L, B o %
e I s % B o AN LB ST R 72 50 SO & 95, 3700 H, PD-1 (XU W REfE
ATHZ LKV PURSERICL DV VTV 2 AICHIET %8Rk TH 5, PD-L1
DIEFFMEICB T 2HBUTDOT N TH LI, Z<ORAMIETIE T Mo 2z
DI EBWFENFRBLL TWD, DAFIZIZI T 5 PD-L1 O &5 8L, Bk, .
FrfiasE. SBLEE, FE/ VRSO~ 2B ATTRARN - TH Y (RWERE L
OB HE ST 5,

BED IS /DGR T4 & PD-L1 EHOFEEMEN S, PD-1 & PD-L1 OFfRMIINEE
D PERRREIC B W CHEERKREZE S Z LRI TR Y | Bz e N ATEROER &
LTHIfF STV 5,

AANE, PD-1 & PD-L1 X OPD-L2 Olj U > ROFERELESTHZ L2k,
W NBRBE TR O B OGS S T U S ERA TR &8, HUlEE 6 2 FEE (b
T 52 & THIEG IR Z T D,

ARFN ORI < E O RS X 2RISR & b oh, BESUIELTIC
EOWREMD D5, AANORGH R OEEGRIZIT, BEOBIEL TIATV, RE DR
O BTG EITIE, I L2 H RIS U7 MR 2 aak & R 2 R oAl & s L i
BN 8RR W 22 ATV P DSERUSIC K D RIER 2 B 2 565 1213, BB RE AL
RO GHEDWY) IRALE 24T 9 ER D D,



3. ERPRARE
TR Bl O ARG IR 21T o 72 7R BRI R BR O Al 2 R,

(B 2]
OEWNE 1 b fHAER (KEYNOTE-041 #5#)

EFRERE DI UIA BV A~T RGBT CLF AV LA~T 1 E0nD,)
EEERN2 LY A ETORTFRIERE 2 AT HRIGUIRAGE Ao ik AR B 42 4]

(B NIRRT 52 37 BI]) Z x5, K 2 mg/kg 3 BRMRE (LLTF TQ3W) L1 9,)
B 5-OFIER NZRMEDNRET S 7z, 7B, G FEM CREBET RS D HEIT,
PREBHETT 2 R IR 3FR8 B AL 2 W DORFRINIZ R E L T 5 B T, IREILIRE O]
GRHE CRABEITARD DD £ TAAIO B G225 2 LN ATRE & &z, HERT
MHIE B Td 5 MR [RECIST H A R4 > 1.1 BUZHES < ddeflliEic L 5 524:28%h (CR)
SOTERS 2R (PR) ] X, 24% (95%IEHHIXH @ 12~41) Thol-, 7k, FRNIEHE L
7-BREIX 10%TH - 7=,

@i/t NAHRER (KEYNOTE-002 #X5R)

A VY AT X DI AT DRI AR B RAE RS 2 XU, RA 2
mg/kg Q3W 5 & Y 10 mg/kg Q3W 1 5-DHIWER L REN | ALTFHRIE (X ANy
Y. TEYOIR, ANVRTTTF XTI VAR NI INR T TF 3T ) H ¥
T, LT TNICCRE) EvH,) X E LTRSS, 728, MM CRAHETTA
R LN HAIT, TREEIT 2 R TER AR DN WEORRICZE L TWSHEE
TUE, WRIEI LA O WG FEAT TR BHEIT 3380 b D £ TAAIOER G ikt + 25 = L3l
REL SN, EEFHMRE B XA (LT T0S) &9 ,) M OMERE AR AR (L
T IPFS) &9 ,) & &, RANILFREE L g LT, PFS A BEIJIER L7z,

#1 BB (KEYNOTE-002 3ER)

AH 2 mg/kg AH| 10 mg/kg e==2-30
Q3w Q3W
(180 1) (181 1) (179 1)
rhoefis (A ] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
0S N — R 0.86 0.74
(95%CI) (0.67,1.10) (0.57, 0.96) —
P fii5™ 0.1173 0.0106
rhofefl (A ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | Hf— R 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P " <0.0001 <0.0001

Cl: (ZHEXH. *1: RECIST #A F A > 1.1 RUZIES < FOHARFHE B ORI 6 B (= . % A

*2 : @RI Cox eHl N — RET M L BLE L Db, =3 J@hln 7o V7 RE




100
90 ] — & 2mg/kg QAW
80 __ — FA10mg kg G3W
70 i {ESEREE
£ 60
B 50 .
# 40 -
30 -
20 -
10
C' SRR LU UL LUULLLRRL UL LU WLLLLLALY WAL RARLULLLLL LU BLULELALLY BULLLL
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# 7R (R
## 2mg/kg Q3W 180 131 95 70 61 11 0
##110mg/kg Q3W 181 138 99 79 67 12 0
s ~a 179 115 80 60 48 9 0
1 OS ® Kaplan-Meier #i# (KEYNOTE-002 35%)
at risk#\ IR (R)
F& 2mg/kg Q3W 180 153 74 53 26 9 4 2
F&|10mg/kg Q3W 181 158 82 55 39 15 5 1
{E86E 179 128 43 22 15 4 2 1

X2 PFS @ Kaplan-Meier fi#f (KEYNOTE-002 35%)



@UFFMFHMAHRER (KEYNOTE-006 35#%)

AY LTI BIEERO L NIA Y AT EEERN 1 LI AL FETO(L
SRR 2 T DARTR UIBR A RE 7 B SRl R 2 kRIS A 10 mg/kg Q3W BE 5K
10 mg/kg 2 BRI (LA TQ2WI W9 ,) BHEOFEMER LN, A B A
~ 7 aRRE LTS SN, ks, BEgAHE TRDEITARD b Ga I, Rl
T2 RIIER DT BN WEDRRRINIZ L E L T2 B Tk, REILLRE O B AR
THREMEITRRO D ETAFOE G 2k 5 Z L AHE & S v, ZEFHEEE
IZ0S OVPFES & &, AANFA B A~T7 LH#g LT, OS XO'PFS # HEICHERE L
76

#2 AuhakEE (KEYNOTE-006 3ER)

AFI 10 mg/kg AF 10 mg/kg AV L~T
Q3W Q2w
(277 f41) (279 1) (278 f31)
tgefE [A ] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13,NE)
OS™ | NHF— Rip7 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
P {5 0.00358 0.00052
HdafE [A] 4.1 5.5 2.8
(95%C1) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PES™ 5 | AA— R 0.58 0.58
(95%CT) (0.47,0.72) (0.46,0.72) —
P i <0.00001 <0.00001

Cl: {3#EX[M. NE: HEEARA], *1 : PRAEITREO T — % 1 20154E3 A3 B v b4 7, *2: J@hl
Cox NP — REFMIC L DA B Y A~T7 L Ok, *3: @Hlna 75 7 E, *4 : RECIST &
A RTA4 2 11U IS < SE U 72 BFHR R E K OB PR 12 X 2 A, *5 : R REfARATRE D 7 —
Z 20149 H3HA By bF7)



B 50

——— F#10mg/kg QIW
F710mg kg Q3W
—_— fPuLTT

at risk#} M A]

##10mg/kg QQW 279 266 248 233 219 212
##10mg/kg Q3W 277 266 251 238 215 202
AEULTT 278 242 212 188 169 157

177
158
117

X 3 OS @ Kaplan-Meier fi#2 (KEYNOTE-006 :5%)

e e 28 10Mg kg QIW
A7 10mg/kg QIW
fPULTS

{)-""""'I"'"""I""""'I""""'IIIIIIIIII rTTTTTTITTTrTT T

0 2 4 6 8

at riskE

##10mg/kg QW 279
##10mg/kg Q3W 277
AEULTT 278

231
235
186

147
133
a8

98
95
42

49
53
18

FRTEFEM A

X 4 PFS @ Kaplan-Meier fi#f (KEYNOTE-006 3A5%)
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@[E BEIL A 2 MAHRER  (KEYNOTE-054345Rk)

TERUIRGO AT — VI WY o REAEEE (AR ZET) 2XRIC, ik
FIBNFRIE & U TAFI200 mg QAW L-D A MK O 2MN, 7T R ExteE LTH
PN Te, BEFHEE B I EERAGAHIN (BUF TRFS) W9 ,) & &, KFNETZ
AR L LT, RFSEHFITIERE L1,

#3 HEhMHREE (KEYNOTE-0543R8%)

AA200 mg 7R

Q3W
(514%1) (50531)
e [A] NE 20.4

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

RFS™ NP — R 0.57
(98%CI) (0.43,0.74) _
P {3 <0.0001

Cl: 2. NE: #EART, *1 : PRETEOT —Z  20174E10H28 0 > A7, *2: J@5l]
CoxlbINYF— RET NI LD T TR EDLRE, *3: Bilue /7 7 BE. Q3W : 33 RikE

¥ 5., NE : Not Estimated

100 |
90
80 - ‘-"""\
;g 70 \"_“k____k-
# 60 -
4£|-|H: 50 - .'".t-ﬂ—l-u—i
¥R 40
g 30
20 | —— ##200mg Q3w
10 ] TSR
0 T T T 1 1 1 T
0 3 6 9 12 15 18 21 24
1 H
at risk# EERLEFHRB]
AF1200mg Q3W 514 438 413 392 313 182 73 15 0
TSt 505 415 363 323 264 157 60 15 0

XI5 RFSMKaplan-Meierfift (KEYNOTE-0547335%)

(U AJCC (American Joint Committee on Cnancer) 12348 (55 7 1) (&S <FHM, A7 — YA TiLY
L ERN DEEREEL)S 1 mm B DA D Ix,
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[Zz421E]

OEMNE I bR (KEYNOTE-041 #X5%)

AEFGIL, 4142 5] (97.6%) (258D b, IBBRIE & ORRBBENEE TE WA
L, 34/42 5] (81.0%) IZFRW HALTZ, FEBLED 5%LL EOREWERIZT TERD LBY T
HoT-,

#£4 BHEEDN 5%LL EORIER (KEYNOTE-041 3RE)  (RAeMMTxISER)
Bk (%)

2 mg/kg Q3WHE
42131

SRERIARSYHE (SOC: System Organ Class)
HARGE (PT: Preferred Term)

(MedDRA ver.20.1) 4=Grade Grade 3-4 Grade 5
2RIEA 34 (81.0) 7 (16.7) 2 (4.8)
s

AR B RE AR T iE 4 (9.5) 0 0
B ke E

T 3 (7.) 0 0
—f - FEER L OB G ORRE

P IR 5 (11.9) 0 0
R AR AR AT

AST #471 3 (7.1) 0 0

TP BR A5 N 3 (7.1) 0 0
Bl H KO T kb= &

% 9 FEE 6 (14.3) 0 0

R INIR S IN A 6 (14.3) 0 0

R B 3 (7.1) 0 0

. EVERIZRE 1B (2.4%) . Kz - EEO TR 2 4] (4.8%) | IFHERERT 3
Bl (7.1%) . TEAHEERE 2 61 (4.8%) . FHRIERERTE 6 61 (14.3%) . infusion
reaction 1 5l (2.4%) KOS E D IER 161 (2.4%) 23580 bz, Eo, PREE (F7
o N LERERESE) | BIRRERRTE (RMAEREMER RS | BIBEE, 1 BRI,
HEDORGEE (BEHMBEIRIERRE, ZIPHEE, HREES) | R, HiR - BUUm
e, EUEREEE, Mot - BEIRAR, GDAhZR. SRR PR MRS PESRBER ., YA IR I
K ORIFERBSHIRR D S e o 7o, ARWEMZEBURILIBNESR SR (RRMAMR T 25
) ZELEFRREZ TR

@iEsh i 1 AHRER (KEYNOTE-002 i5R)

HEFESRIT, 2mg/kg Q3W #f 172/178 51| (96.6%) . 10 mg/kg Q3W #¥ 178/179 15| (99.4%)
JZ OV ICC B 167/171 ] (97.7%) (258D DAL, 1RBREE & DR EBERN B E TERWAE
FRIL, TNTFh 121178 # (68.0%) . 133/179 fil (74.3%) M TX 138/171 i (80.7%)
WD BV, WU ORETHILRN 5%LL EORIWERIZTEDO LB Th o7,



5 WIN»ORETRERN 5% EOEIEA (KEYNOTE-002 3RBR) (2Nt REH)

% (%)

FREBIKr$E (SOC: System

2 mg/kg Q3WE: 10 mg/kg Q3WH ICCH
Orga”f'aSS) g1798(1257‘IJ i 9178 gﬂJ i 1714?;]
HAGFE (PT: Preferred Term)

(MedDRA ver.18.0) 4 Grade Grade Grade 5 4 Grade Grade Grade 5 4 Grade G;aje Grade 5
EIEM 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (26.3) O
Mg LY R fEE

2 ifi. 5 (2.8) 1 (0.6) 0 7 (3.9 0 0 35 (205 9 (53) O
I BRI E 0 0 0 0 (0.0) 0 0 14 (82 6 (35 0
T BRI A E 1 (0.6) 0 0 1 (0.6) 0 0 14 (82 6 (35 O
M N iE 2 (1.1 0 0 1 (06 1 (06) 0 16 (9.4) 4 (23) 0
PN 3 AR T

AR IR B REAEC T E 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
B IR E

A 5 (2.8) 0 0 9 (5.0 0 0 14 (82 0 0
] 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 (82 3 (1.8) 0O
G 8 (4.5) 0 0 16 (89) 1 (06) 0 56 (327) 4 (23) O
M Pt 2 (11) 1 (0.6) 0 10 (56) 1 (0.6) 0 26 (152) 4 (23) O
—f% - BREEER LOREENOREE

0 i 6 (34) 1 (0.6) 0 8 (45 1 (06) 0 10 (58) 1 (06 O
957 40 (225) 2 (11) 0 52 (29.1) 1 (0.6) 0 62 (363) 8 (47) O
FEEN 6 (3.4) 0 0 11 (6.1) 0 0 8 (47 1 (06 0
PR IR A

1R A 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
Rtk L O EE

RARIBOE 8 (4.5) 0 0 17 (95) 2 (1.1) 0 26 (15.2) 0 0
B R B L O%E A Rk S

EfiRnil 13 (7.3) 1 (0.6) 0 12 (6.7) 1 (0.6) O 9 (53) 1 (06) ©0
PR 9 (51) 2 (1.1) 0 7 (3.9 0 0 10 (58) 1 (06) O
PR SRR TR

KM= 2 — T — 2 (11 0 0 0 0 0 14 82 2 (12) ©
BERLTE 1 (0.6) 0 0 2 (11) 0 0 11 (6.4) 0 0
B2 6 £ OVEE T ARk R 7

it 7 i 5 (2.8) 0 0 1 (0.6) 0 0 35 (05 1 (06) 0
B2 R 9 (5.1) 0 0 9 (5.0 0 0 2 (1.2) 0 0
Z 5 FEIE 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5) 0 0
B2 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7) 0 0
ZIRINIIRZ 3N A2 5 (28) 1 (0.6) 0 10 (56) 1 (06) 0 0 0 0
M A BE 10 (5.6) 0 0 9 (5.0 0 0 2 (1.2) 0 0

728, 2 mglkg Q3W K TX 10 mg/kg Q3W BEICH W TENFh, I VENEE 1 41
(0.6%) KON46] (2.2%) . KiFZ% « EEO FH 161 (0.6%) K66 (3.4%) . ik
[ (T« N U—JEGERES) 2 6] (1.1%) KO0 fi, AHHEEREE 13 41 (7.3%) M
V15 5] (8.4%) . BHEREEE (RANEMEMEELRE) 161 (0.6%) KU1 H4] (0.6%) .
FEEAEEREREE 1 6] (0.6%) KON3 B (1.7%) . FUIRAREEREREE 14 1 (7.9%) KON 15
B (8.4%) . infusionreaction2 fiil (1.1%) &3 B (L.7%) . EHEDOKERESE (K&,
TERRAEBERE . ZTEALEE, JERIEIES) 15 (0.6%) &M 141 (0.6%) . ML 145 (0.6%)
K ON0 3, EEEAREE DHE O il Je OV 1 131 (0.6%) . Aide - BRSSO Il K O 1 5] (0.6%) .
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WRCHE 55 0 BIRTH 2 B (119%) AR BITz, Eho, BITHE, 1R,
5% - BRECTHARSE, DAfJ6, SemebEiL MSRAPESRBER, T ILPER R AR 1
Wb B o T, ABWERITRBLI B S (AR 2 61) & aTkdt
AR

@A FEMAHRER (KEYNOTE-006 #X5#)

HEFESIT, 10 mg/kg Q3W £ 264/277 1511 (95.3%) . 10 mg/kg Q2W F¥ 275/278 4] (98.9%)
SO IPILAE 239/256 5] (93.4%) (1Z388 B AL, VRS & ORIRBERNA G E TE WA EHESE
Ld. FAFER 202277 1 (72.9%) . 221/278 f4] (79.5%) K X 187/256 1 (73.0%) |
WO BTz, WTIUDORETIBLED 5%l EORIWERIZTED LB THo7-,

K6 WTNADRETREED 5%LL EOBHWER (KEYNOTE-006 #R) (LM REM)

B (%)

B BIRSIHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2WHE IPI#E
O;ga”f'aSS) _ 277451 278451 25613

FEAGE (PT: PreferredTerm)

(MedDRAwver.18.0) 4>Grade Ggra;ie Grade5 #Grade G;aile Grade5 “Grade G?:ajle Grade 5
ERIEM 202 (72.9) 28 (10.1) O 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
iR
FRR B RE TT M E 7 (25) 0 0 17 (6.1) 0 0 6 (23) 1 (04 0
AR B RE AR T iE 21 (7.6) 0 0 25 (90) 1 (04) 0 2 (0.8) 0 0
B N
-0 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
PN 8 (290 5 (18 O 4 (14) 4 (14 0 19 (74) 16 (63) 0
T 40 (144) 3 (1) O 47 (169) 7 (25 0 58 (227) 8 (31) 0O

PN R 11 (4.0 0 0 20 (7.2) 0 0 1 (0.4) 0 0
L 31 (112) 1 (04 0 28 (101) O 0 22 (86) 1 (04 O
M A 5 (1.8) 0 0 10 (36) 1 (04 0 14 (55) 0 0
—f - A EFER L OB G ORE
1 5 31 (11.2) 0 0 32 (115) 1 (04 0 16 (63) 2 (08 0
9 57 53 (19.1) 1 (04 0 58 (20.9) O 0 39 (152) 3 (1.2) ©
PR AR AR
AST #40 6 (22) 1 (4 O 14 (5.0) 0 0 6 (23) 2 (08) 0
R L OvearEE
AR 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B R L O A LRk
BA &R 32 (116) 1 (09 0 26 (9.4) 0 0 13 (5.1) 2 (08 0
5 P 6 (22 0 0 19 (68) 1 (04) 0 5 (20) 1 (04) 0
B K OV T ALk RE
Z 9 FEE 39 (14.1) 0 0 40 (14.4) 0 0 65 (25.4) 1 (04) 0
B 37 (134) 0 0 41 (147) O 0 37 (145 2 (0.8) O
0 P BE 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

728, 10 mg/kg Q3W Ef M O 10 mg/kg Q2W BHICRBWTENFh, MR B 4 4
(1.4%) KON (0.4%) . KiFZ% « BHEO FH 10 61 (3.6%) MK ON13 6] (4.7%) . f#
fEE (X7 2« NU—IEERESE) 2 61 (0.7%) K ON0 B, ATHREREE 14 61 (5.1%)
J O 23 5 (8.3%) | EFREREREE (JRAE B RSE) 261 (0.7%) KOV 4 (0.4%) |
TEAEEEREE 1 6] (0.4%) KU1 61 (0.4%) . FUIRARAERE S 28 f31] (10.1%) KUY 33
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B (11.9%) . REIBkEESE 161 (0.4%) L2 4] (0.7%) . infusion reaction 7 5] (2.5%)
KOVS i (1.8%) | L HUHEIRIE 161 (0.4%) K ONO0 B, BEEDKERE (FERREARSE
e, ZTEALEBE, JEHRIEIESE) O 5] L O 1 51 (0.4%) | S 1 451 (0.4%) J N 1 431 (0.4%)
e - BB RARAE 1451 (0.4%) KOV 0 i, g - #lMEZ O 5l Je Y 1 f31] (0.4%) | TR
IZ5E IR 3B (1.1%) KON B (0.4%) DB bivlz, £7-, EIEMEIGE, L
P, So I N PE SR BN . VAR I B OIRZFER GRS e 1=, AREIE
MFBLRDUIBIE RS (BAMAMERE 2 5T) 230EERE =T,

@EBE LR FH MRS (KEYNOTE-054 #5R)

HEFERIIARAIRETIL 475/509 1] (93.3%) (2, 77 BHREETIL 453/502 51 (90.2%)
IZRBL LT, 1R L OREBEGEATE CERWVWEERERIL, AAIFETIX 396/509
(77.8%) 2. 77 & AREETIE 332/502 ] (66.1%) (ZHHL L=, WFNNORETRILE
M 5%LL EORIERIZTTFRDO LB THoTo,

KT DTN TREED 5%LL EOBIWER (KEYNOTE-054 3RR) (LM REM)

#= B B K & & ( soc: B3 (%)
SystemOrganClass) AFNHE Placeboff
HARFE (PT: PreferredTerm) 50941 50241
(MedDRAver.20.1) 4:Grade Grade 3-4  Grade 5 4:Grade Grade 3-4  Grade 5

SRIE 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
o WiBE

FR IR RE TDHERE 49 (96) 1 (02 0 4 (08) 0 0

FRL PR R AL i 73 (14.3) 0 0 13 (26) 0 0
B RS

T 94 (185) 4 (0.8) 0 82 (163) 3 (0.6) 0

AT 58  (11.4) 0 0 43 (8.6) 0
—i% - R EER LU G OREE

4 )9 48 (9.4) 0 0 34 (6.8) 0 0

il 143 (281) 4 (0.8) 0 135 (26.9) 2 (0.4) 0
e R A

ALT #4111 26 (51) 3 (06) 0 16 (32 1 (0.2 0
B i R B L OV SRRk &

RE A 51  (100) 3 (0.6) 0 47 (9.4) 0 0

A 26 (5.1) 0 0 15 (3.0) 0 0
PR TR P

TS 37 (7.3) 0 0 33 (66) 1 (02 0
MR ER. MOERES KON R P =

1% IR 27 (53) 1 (0.2 0 14 (2.8) 0 0
FZREF X OV MRk =

= 5P 85 (16.7) 0 0 49  (9.8) 0 0

B 49 (9.6 0 0 32 (6.4)

7p B AFIFEZ BV CRIE MEMIR A 15 61 (2.9%) . K - BE O T 23 6 (4.5%) |
FFFREREE 46 61 (9.0%) | BHEEREREE (RAEMEMEBRLE) 26 (0.4%) . FEAHE
REREE 11 4] (2.2%) . AR IREERERSE 105 4] (20.6%) . EIFEHERERSE 5 4 (1.0%) .

12



1 BUBEPRSF 5 51 (1.0%) . 55 & 9k 2 6 (0.4%) | fh *ﬁ% e 1451 (0.2%) .
g 2 B (0.4%) . ESEMESIE 1 ] (0.2%) . DAsZ 1 61 (0.2%) I ONT infusion
reaction 2 5l (0.4%) MFRH LTz, Fiz. ffkkEE (%7/ NU—IEERESE) | EE
DR REEE (B RERERARIEWERE, ZIRLEE, *”ﬁf@g%‘:) o AR - RS SEME L
B PESEBESR  PRIMAME R i M OVIRZEBR S X b%ﬂfmwto AR ZEBLR DR
HESR (BARMRAEMET L E5T) %a@%#ﬁ%%%%

13



Uik - HE]

RIGUIBRASRE 2 M LA AR 2 x5 & U 72 YoM IR SR (KEYNOTE-002 75k &
O'KEYNOTE-006 i) O#EF. 2 mg/kg Q3W. 10 mg/kg Q2W K O 10 mg/kg Q3W
DT LD L - HEIZB W THARANOF R LRI ZRITRD e o
77

KN O RHE S Eh REfRMT D S, FEMERAEREE 2T 5 200 mg Q3W # H-Kf o
AUCenc GEFIRBBICISIT 2 6 MM D FE-FRef b #R T EAE) O [10% 5, 90%
] mg-day/mL) % 2.16 [1.45, 3.04] mg-day/mL T&H V. 2 mgkg Q3W FHKED
AUCss 6wk (1.32[0.722,2.06] mg-day/mL) &Fa{EL L. 10 mg/kg Q3W F 5D AUCqs 6wk

(7.49 [4.32,11.3] mg-day/mL) % F[a]->7=,

M RAMEEE 2R & U ARH OWRER ROSNT OFER et S ik & Q2
mg/kg Q3W 5., 10 mg/kg Q2W $£5- K TY 10 mg/kg Q3W #£5-) D T AUC swk
&AM R OV & ORI M2 BEIIEER D v o Tz,
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4, FEFRIZOWVWT

TRV UIBR AN RE 22 M R AR O3 2 kGRS & L TRE A G A (Rflfid) 23
LBNTWVDZ ENnD, YEHELHEUICE R TE HME THLIMLERNH D, D LT,
A U A 7 EBETE (RMP) ([ZHD & | AHI O BE R 22 MR RIR B~ 1 114 25
b HHiEX T o> T, AFNOE G 72 BF Z22Wr - FiE L, AR OREGICL Y HER
BIVEF 2363 U -BUCkIST 5 2 E AN EER D . UL TFTOD~Q D+ T % iil7- T ik
IZBWTHERT 2 X&ETH %,

@D #EHRIZHOWT

D@1 TFEd (1) ~ B) OVWTNNICHEY T LI THDHZ &,

(1) EAFBREDIEET 208 A IR PES G E T RS A2 REEEIL RUR P
HUIE )N AR S L R E . HEAS AV nibe /e &) (RFIocHE 7 A 1 HIRFAR £ 436
MEE%)

(2) HrEEREIRBE (R 3144 H 1 HFFAS © 86 gk

(3) HEMFRAFENFRET 203 A HEEEFE (DS AR EWRPL, 23 A
W IEBE, S Avis i HERE R R )

(4) ARALFRIEE AR E U, AR AFRIEINGE 1 SIS SRAL BN 2 O fisk e
AR DR AT > TV Dftiag CERL29 4 7 H 1 BIRFA : 2531 fiigx

(5) PUEEMEIEEAI S EENINE OfEa% EUEIR D mHZIT > TV D ltiek PRk 29 4 7
H 1 B 1287 fgk

O-2 EMERAEDOLFRE K ORIWEHFEBLRE O XS 4-43 72 Jak & B8R 2 R D Al
(FROWT NN YT DIER) 23, YEZ2FEBOARANCET 21EEOFTEHE L LT
BlEINTWnWbZ &,

#*

o [EHithFFEUEE 2 EDOPIHIHME ZME T L7212 5 4ELL ED D ATRIED BFRIHE %
fToTWHZ &, 95, 28D RIT. PAEMIREAY XL L-BRREEZOHHE %2
{ToTWVWBHZ &,

o [ERRFFIGER 2 FOMHIHEAE T L7cRIZ 5 FLL Lo R RFEMEELE 2 O
IR Z A L TW\DH Z &,

@ BENOEXRLFREBEOEHICOWNT

PR S A PRI 2 BEE AR E S, RGN OFmAE D, Ao - %7
PRSI AE R OF I OERS ST 2SI, AEFSNRE LGS 0WE
EH, HEDNESHIATONDIEHINE S TND Z &,
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@ EBIERA~DOXRIZOWT
@-1 BIERARBRE ORI B35 B

R PEMR B D EE A BITEA N A LT-BRIC, 24 BRRI2IRIRHIO T, Mk X
VEEE R (23U T, FEEL L 2 BIENCS U CABREHE L O CT & O FIVER O BRI 2
B EDORERNY HHRIZE G, EHICRHIGC TR AEHINE > TWND Z &,

@2 EERFEHICLHIAEFFSNICET HEH

DN AR 2 B 2 sk B OB RE A2 9 D IR HE DN EER =X U v 7
EHEOITIROA T ) —= T EITOERE LR EZ LG TE 5 F— AEFRRH] 235
s TWbZ L, k. BHEKEIZCOWT, DABRE L ZFOFBEICHFSICEmENT
WhHZ L,

@-3 BIEADOZWCRIRICE LT

BIVER (RVEMERREBICINZ . KB - /NGBS - EEO TH, IFHSRERE - Lk
Bk, EHREREE (RMETEMER RS | NokEE (NEAHEERE, FIRIREEE
e BIRREREREE) | LALBEIR. S HIRKR. R - BUBUBRMEE, R, EED
R (RERIEIRE MR, ZBALEE, FOREIESE) | infusionreaction, JX7% -
5. BEIERFEESNE . PR (T 0 « N —IEREREE) | L. mEARMEREE (4
P RIS MESR B . VI E R L, JRIFEREE . MEMERIERIESS) | MERE RIEMERE,
FERZESE) 1%t LT, Ykl U B E B O B2 A 3 5 EAh & s U (RIEA
DOZWCRIGICE L THRER O AZIT ONI5MMCH D Z L) | EHITHEY 2R 0E
NTEX DRGNS TND I L,

=

i
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5. B#GxtB Lt BE
(G 2hEcBE§ % 31E]
O TROBEIZBOTAROHEDEN RSN TN D,
o ALTFIERED 720 L OMEHEIERE O & D AR OISR ANRE 70 B A fE s
o ERYIRBOAT -V TV OEMEAREBE BT Dk MBhERE
72%. BRAF BicARZAT5HEICHVTIL, BRAF [LEANC L 160 H EE
THI L,

@  FREICEEY T D ARBIOPEE K OMEFH 5 IEIZ DN TE, ARANI OB ZIMERHESL SN TR
59, AFlOEER LB,
o fhOPUEMREEAIEOPH L TR S EE

(e EIC B4 2% FH]

O FRECEY T HEFICOVTIEAFIORGENEZE SN TWDH Z &b, &5 51T
brpnz &,
o ARHFNDEITIZHT LIBBUE OBEERE O & 5 B

@ THRERTOFHIHIZB W T FRRICEZS T 2 BF IOV TR, AFORGIFHELE I 70 n

D, AOIREERPUR A 2 NGEITIRY | HEICAHZEHT 2L 2BETE D,

o [WEMEMEEOEIUIBED & 5 B

o B AR A CRHVE S 2 AR 6O D A K ONE B 0D FH It 2 <2 R G 1 it 2%
LD RIEMEA LN B D BE

o HORERBOAOF SUTEMR A L IEFEHMEO B o R OB T RED
RN ey

o JEE R GEMSHIBHEEL 5T) Ob D EE

o MO IIBEE AT HEE

»  ECOG Performance Status 3-4 "2 D EH

(2 ECOG @ Performance Status (PS)

Score %

0 |E<RERTETE 5, BHATEE TR EAERNHIRZR AT D,

PIRBNZIE LW TEEN SRR S 4525, BTHRE T, AR - TOERIIT O Z &N TX D,
RS N 2

BITARETCTH Y OHOEY O Z L33 THREZSMEEITI TE 20, BH O 50%LL x> FAACilE 9,

RENTZHODOHOEY OZ L LNTERY, BFO 50%LL L&~y Rk Cila 29,

E- VSIS

ELENT RV, BAOHFOEY OZ L34 TERY, BEICy R+l Id,
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6. REICELTHET NEHH

® ® ©

I SRR TIN 2, BEIREIER D3RI~ 2 BRI T 55 & ARH| O Fei I O 4

HOTOIZ B EHRE B L TR T 2 &,

TRIRBARICIENL S | B UTE OFIRIA MER ERMEZ + 2 L, [FEZ2 15

TbEGT5HZ L,

FEREWEH DO~ A MTHOWT

o [WEMMERNHLOLNDZ ENHDHDOT, RKEOEEIZHT->TiX, YIHE
W CEEIAL, PR RIS, mkaE) ORERR & OO X #RiRd o Fhass, Biggs +
DATH Tk, Flo, BBEISUTHE CT, MG~ —F —FEORA % Ehi 7
HT L,

* infusionreaction 73d% H DI D Z L3 5, infusionreaction 23788 HAVIZIG A
I, WY RALE 21T O L LB, ERNEIE T D £ TREOREEZ I8l
T5HI &,

o HURIRBERERETE . TERMAMEEREL OFEIBHKERENHODbNDLZ ENHDHD
T, ARHNOFH-BHGET L O G-I P IE TN wrsgie R4 (TSH, 078
T3, #HfE T4, ACTH, i = vF Y —VEORIE) % FEhid 5 2 &,

o JHHEEERETE . M LMEIRERNH D DID Z ENH DO T, KA OG- BRIGHT &
O G- S I E I IR EER A (AST, ALT. y-GTP, Al-P, BV LB %
ORPE) Z=FEhT 5 &,

o FEIERK (MEREOMLEEHREREET) EOHERIREELH b s
ZENHHOT, EFICIROEFE OFBEMHRT 52 L, £, IROEF )
RBOOLNTHEITIE, HONCERENZZ2T2 L )BEFELRET L L,

o ARHNOEHIZIY | WEORIERICCERT D &EB 2 LIV A I EBWE
DHOLOLNDZ ERDHDH, BENBOONTLEICIE, BELEFRIIS U
LR 70 ik & B8R 2 e o [l & U ClE vl e iR Wi 2 1T\, R EE Ok
FOSZ & D BWER R B 25581213, AFIORIESO I IR, K OREIE RE R
NEVRIOBRGELZBRETHZ L, 2B, BIBRERLVE L ORGIZEYEIE
A OYEERFRD IR WIGEITIE, BB RE ARV o LIS O S i #l oisin
LERET DL,

o BHKTH. BOHAMN Oy ARRE L THOEWERNREET L2 B3 H D720,
AHNOEGHETRIZHEWEHOFRBU A ITEET D 2 &,

o I AUMERRIE (BIE 1 BUBEIRIEAZ 5T) b bbiv, PERFEES R T v R— X
IZELHZENRHDHOT, Ag, Fl, EHZFEDEROFEECMBEEO R+
DEETHZ &, 1 AERBEN OGS &G ERIEL, AR Ul
H O bE DO R LEZITH Z &,

RIGEIBRARE 22 B A E A (T H 3 2 BRI, AFIOEKRRARIZIB N T, &5

BALEDN G 3 I AL, Z LA IR, #5866 1R 6 B Z & oAbk

i 24T > TV Z & 2B BT, AR GHITEMICSIROMEZITO Z &,

SEARYIERE O M BANEERE ~OM S MBIEE & U CTEHT 2 BRI2IX, AR DERK

RERICBWT, B OREFRE T 12 B I L ICHEIMEOFHL 21T > TV

18



122 & BBEBI, AROBRGTITEBNROMRE 21T O Z &, ok, ki)
ke LTHEAT 25E810F, ARIOFEGHIZ 12 VAETETDHZ L,

19



BEERHEETA R A4
_Ra7v7u) X<=7 (BLFrE#z)
(R34 : %A M A—4 SIS 20mg. %A hA—4 ERETE 100 mg)
~HHEERID XY UNE~

Y2 94118 (SRl 2 A%E)
B4 FEE



ER/N

1. LI

2. AANIOFHH. 1EHEF

3. FRAREGE

4, Tz oW

5. BHxtG L e b

6. HICEL THE T NEHE

P2
P3
P4
P6
P8
P9



1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIL, I SCEEIZE S W2 Ee AR D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frll/F A%
FRIESEMDPEB I NDHF T, 2o OEEMLZ BICHLERBEITRIET 5 2 L EREO
AR L 72 o TR REITBGEE & SO ST #2016 (AL 28 42 6 A 2 H BIFEIRE)
IZBWThH, FHERLEOHHORBEHEEZXS Z LS TWn5,

BFORERE ST, B ERCLZ 2T 0 7 7 A VBB FOESKEL & B 5 5
B ENRDHDH, ZOD, HIMEROLEMEICET S ERN ST 5 E TOR,
WMELEIL DO BE LR ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDFEEL U= BE 72 kb & & D 2 & DS ARE 72— 8 O B &3 7= 9 R B < fd
THZENEETHD,

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

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

R L T HEIS, XA b V—F S EE 20mg, ¥4 b L— & SEFE 100mg (—
W4 s NaTvnl) X~ (B L))

R ERDMEING B SUXERMEO HH) AR % U Lo fE

MNEERDAEROHE - WBH, A, a7 nl) X+ (Barkz) LTl
[6] 200 mg % 3 EIEE T 30 23 f2N T CAaiEEET 5,

Bl K 5¢ ¥ & 0 MSD RSt




2. AFOKK, {ERBERF

XA MV —F mEERE 20 mg X V100 mg (—i4 : AT v U X~ T (GBS
Z). AR TARA vy ,) 1E, PD-1 (programmed cell death-1) & ZD VU T RTH S
PD-L1 XU PD-L2 & DA EH#AET 5., & Mb1gG4 £/ 7 v —F A Hifk Th 5.

PD-1 #28& 13 T HifE S B (RS 2> D ki 2 72 DI 2 ARSI 5 5 3 7 S 7 il 4
AA »F T, PD-1 (F, fEFEREBICEWDCEER T MildoMia£micgE L, 3%
P i % B o AR TR R 7o B S & il 35, 7B, PD-1 (XU H o REfSE
ATHZ LKV HURZRIRCE D v 7 vBEEZ AT 228K Th D, PD-LI
DIEFFMEIC BT 2 7B DOT N TH LN, Z<ONRAMIETIE T Mo 2z
HIFCEENIIH L TWD, DAMBIZIIT S PD-L1 O &38RI, BN . TENE .
A . SREE . FE/INRTE 72 & DRk A A TTHARRKE - TH D | RWAELFR
& OB HRE STV D,

B OB A DGR T#% & PD-L1 BEEOFHEEAMN S, PD-1 & PD-L1 ORI
DGR BT HEERREZI ) Z L VR ENTEY | Fime N ATEROER &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X O'PD-L2 Olj U > ROFEREREST S Z L2k, 5
W NBRBE TR D RS OO HIE EE T U o ERA TR L S8, HUEE IS 2 FENE(L
T 52 & THIEG IR Z T D,

AFN ORI 2 2 B DS RISIC £ 5 BHEA S S b, BESUIIEEIC
DRI B D, AAOBGHROBGHIIE, BEOBIEE HHITIT0, BEH IR
D BTG AITIE, BB L HGUTIE U B 2 ik & B8R & FF o R Af & L Col
Y72 BRI 21T\, BB DS RIS K 2 BIMER 2 Eb L 88T IE, RIS R AL
B LI OB G S O R ILE & 1T 5 LER D D,



3. BRI
I TEEE MO IR % o U oSO ERIE 3 21T o 7 B2 R R o
R A R,

[ 2]

[E B3[R4 1 AGER  (KEYNOTE-087 #ER)

R SUTERRPEO R U o ) LoNEESE (210 Bl BAAN 10 Bl &) OLLT
D 3 ODAF— b ZRIT, AHK 200 mg 3 3 K RIE B G- O A RE K O T S
iz,

- BFE MBS RIT%ZIC, 7Ly YRo~T RRF AL D BELEZZITT-H

#H (ar—1F1)

- BFREMSBMABEIEES THY . o7 LY X ~T RRF AL LEREY

ST BE (ah—12)

- HFEE MBI TS, 7L YRy ~T RREF UL D168 (—RIBEX

IR FIRED —BRE L TOT L YR ~T RRF AL DETBRITE 72
V) BT TCOARWEE (adk— R3)

72¥. BN TREETHRD LA, REET 2 R TIER SO by
FEORRRINCZE LTV D B T, /kIEIU\ﬁnp@ Gl TIRBEITARO LN LHET
KRN O G ikl s 2 Z LA L SN, BEFHMEEE TH LSRR (LET IWG
criteria (2007) (23O < PICHIEIC X H5E2R%) (CR) Xi*fﬁ 7%%) (PR) OFIE) |
K1 DOEEBY Tholz, Ik, FANIHRE SNIZBERSRIT, WIho=ak— l\%
20% T o7,

#£1 EOMERE (KEYNOTE-087 3ER)

aR— k1 IR — 2 aR— 3
(69131) (81451) (60751)
78740 (CR) 15 (21.7) 18 (22.2) 13 (21.7)
. | #9375 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
BiEK -
(%) “Z7E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
17 (PD) 3 (43) 17 (21.0) 7 (11.7)
AN RE 3 (43) 2 (2.5) 0
Fh% (CR+PR) (%) 72.5 65.4 66.7
(95%(EFE X [#) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Ze21]
[EI B HL (R 26 1 AHRER  (KEYNOTE-087 i)
AEFRITHBRAM T 202/210 1] (96.2%) (2788 i, EIVEHIX 144/210 4] (68.6%)
IZERD BT, FELRN 5% LORIERIZFR 2D LB ThoT-,

£2 FHRFN 50U EORIER (KEYNOTE-087 38 (AN SEM)

PEEBIR¥E (SOC: System Organ Class) @fé;/(f/;)g

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

I ER A I 11 (5.2) 5 (2.4) 0
P53 WA

B B A REAK T i 26 (12.4) 1 (0.5) 0
B GRS

T 15 (7.1) 2 (1.0) 0

GV 12 (5.7) 0 0
—% - RHREER L O GEA OREE

5 19 (9.0) 1 (0.5) 0

F&H 22 (10.5) 1 (0.5) 0
PRI E

R 13 (6.2) 0 0
MR, MaZhds K OMERRFREE

Nk 12 (5.7) 1 (0.5) 0
FeIE 8 X OV TRk =

Je5 16 (7.6) 0 0

ek, RVEMERER BT 6 B (2.9%). KGR - EEO FHIT 3 F] (1.4%), FPRpEE
(7 v - NU—EBEREE) 1 X161 (0.5%) . FEEREREE I 8 il (3.8%). HUIKIEEEME
E13 29 B (13.8%) | 19 « R REARIE 1 2 61 (1.0%) | Infusion reaction (X 17 1] (8.1%) .
SEIBERIZ2H (1.0%) ROHRIT 1A (0.5%) T bk, 72, EEDOKE
bR (R RERGIRIRAEMERE, SZIALEE, FARRIESE) . FIRIFEREREE, RIBHREEREE, 1
ROPEIRIE ., BAkRerEE (RAEMEMB RS, Bk, HEMEIIE, MK - Bk, &
P M I IR SR BN . VA IMAE R I & ORZEEREE IR B AL 0N o 7o, AREIVEF 3B
W EFRS (RAMEMRET L ET) 230EIBRETT,



4. FERIZDOWT

KR & Ul AR (2FRE) AT ONTWEZ b, YHE &
UNZHETE Digk CHOIMERH H, T D LT, AFN OGN @b 72 8F 220 - kF
E L, AANOBRGIZL Y EELRRIERZRB LIRSS T 5 Z &R0 ERT=D, LIF
DO~BDOT R T &G - THXIZBWTHEAT 2 XEXTH S,

O mEFITHOWVT

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

(1) BAEGFBRENET 20 V2 EEHEN SRS EE R AR L SR Pt
HIEk A3 A2 FEEIEIL AR T . Hlgs A2l 7e &) (BRIOeAE 7 A 1 HIREAL @ 436
)

(2) HpEHERERBE CERR 31454 H 1 BIFS © 86 fitink)

(3) HEM IR ENFEET 203 A HOEEERRE (DA EWRbL, 23 A2
W IRBE, 3 ARSIELEEHERE B e &)

(4) ARACFEHIEEZHE L, SRR 1 SUISSRAL 2B 2 Ol s 5L 1E
AR DR AT > TV Dftiag CERL29 4 7 H 1 BIREA : 2531 fiigx

(5) HUEMEREE AL & BEINE O Risk B EIAR D R 21T > T\ D ek (CERk 29 4 7
H 1 HIRFA : 1287 sk

®-2 Eﬁ%ﬁ?%yuVN@®M$%%&U@W%%ﬁﬁ®ﬂE’+“ﬁﬁ%kﬁ
BRaFrOEM (FROWTIVNISHE T L ERM) 2, 2R ORAN B4 5 inE 0
HEAE L LTRESATHD Z L,

*

o [EAIRFFESE 2 FEOMMINMEZE T L72RIZ 5 LU LD AIRROERIRIHE 2
ToTnsZ }:o b, 2HEURIE, BAREYREE T UTBRRG S ONHE &
ToTWHZ &,

o [EHIGIFEUSHE 2 EOYHAHEAE T L121%I1C 4 L EDOBEKERBREZA L T 5
Z L, ob 3FEL T, EMmESEMENERE O M A SKY R A G TR IR MK S O AHE
BITHoTWDHIZ L,

Q@ PBENOEEBBEREEDOMEHNICOWT

EEGERERICEE T 5 TEDEE S, BESENSOEFRE D, A - %2
é‘@%%ﬁ%é@%i&@ﬁ@ﬁ&(ﬁiﬁﬂi 2R D IE R, AEFEDRAE LGS OWE
RS, HERHESODIITOI D IKHRHE S TWD Z &,




@ EBHWERA~DOXIRIZOWT
@-1 fEsk Iz BE 4 5 B

W MERR B O EE R BITER R AE LZBRIC, 24 BRRIR2IRIKHI O T, ik X
VEEE SRR (Z B\ T BB L7 RITEAIS U CARBREE K O CT 25 O FIVEH ORI &
B EDORERN Y HHRICE G, EHICRHIGS TR AEHINE > TWnD Z &,

@-2 ERNEEEHICL H2AFELMNHICHET 2 EH,

IS ARSI HE T D B 22 Sk e O RE 2 T A IR E A DNEIER T =42 ) v 7
EHEOIERDOAY ) —= T HATOEIRE & FlZ G TE 5 F— AERIKH 2V
ESNTWAZ L, 2B, BiEHEICHOWT, RABRE EZDOFEICHSITAmENT
WhHZ L,

@-3 BHEROBECRITICE LT

FIPERT (RIEDPERA BN, KIGJE - /B - EEEOD T, IFFRERERES - BELENR
%, EHREREE (R IEVE® %) . N mEE (T RHRER S, AR I eE
H.OBIEREREREE) | 1 BUBEIRIF . S & DI, A - BERURRMIIE, REZ, EIE DR
JREE (B RREIRIERGERE . ZTUATHE, ORMIIES) | infusion reaction, 7S - BlfEZE .
BEMMAE, MRS (¥ 70 - NU—JERRES) | D%k, BER MRS (S
PERL/ IR D VESRBIES . PR MR, ARIFERAS, MEMERIERAESE) . MER A REMERE, 46
KRS AT LT, M R R ST R SRR R O R P A 8 B AT &S L (RIFE 0
DRI L TR OB 2 Z T OB &M H 5 2 L) | EHICHE Y2 LE
TEDIRHIPESTVD Z L,

N
=4
Ay
1=

=5



5. EXIHB LR DRE

[(B2h B3 % 1]

O B FiE MR RGIE SUIR A O T3 U EHR O iR o % U v
/WQ%%_kwT$ﬂ®%xwﬂw3éMTwéo

@ TREICEZEY T 2 BB T AR OFREG K OERITIECOWTIE, AFIOFZIED
MESLSNTELY, AAOHREGHR LRG0,
o AEFRIERIGRO B,
o MOPUENERELA & O,

(&4t B4 % 9]

O TRICEYTHEEICOVTUIARROEENEERE SN TND Z b, #5517
Dlanz L,
o ARAIDORSTIZ R LIBEUE DBEEIED & 2 B3

@ IREETOFHmIZ I T TR uEféﬂ‘%)'%% ZOWTIL, AFIOEGITHEE S N2
D, AOIRERPFUL A 2 NGEITIRY | HEICAFIZEHT 22 2BETE D,
 [HHE ﬁ%f$@AﬁXi%E@%é$%

o B E R A CRE R 258 5 B K ONE B M 0 F B i st 2% <0 g M fiti ¢
FEOMMIZRIEMEZE N A BN D BHE

o BHORERBOAD, UXEMERZE L IXHFEMEO B CaZkEE OB RO
b5 BE

o EERBMEE (&R A 5 T) Ob b ERE

o WEORGESUIEE AT 2B

*  ECOG Performance Status 3-4 "V

(ED  ECOG & Performance Status (PS)

Score | EF

0 | &<MERIEEHTE S, BT LlFE U R EAERPHRZ AT D,

PRREIZI LUEBNIHIR S 525, BTAIRE T, BRI > TOMERIITH 2 &N TED
Bl - BEOFE, FHEE

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

BHNTZEHSOHEDEY DZE LATERY, HFD 50%LL EE2Xy RO T Z1,

AW

ELENT RV, BAOHFOEY OZ L34 TERY, BEICy R+l I4,




6. BMEICEL THEETREFE

O  IRFASCEREITIN A, BUEIREES DRI 2 ERFE T -D & AR O FeE & OV Ef#
DT OIZ B HZ T L TR 5 2 &

@ JBREBIAICENL D BE T F OFRICE MR EREE oA L., FEE25S
ThoETHZ L,

@ FEREWERHO~RT AL MMZDONT

BEMEMREN D Sbnd Z LN D DT, KFOFKGIZHT--> T, FIHIE
W (BG0v, PRURIREE Wmkes) ORER & O X MRiRds o i, BlEx+
TFATH Tk, Flo, BB U THWE CT, MG~ —7 —%Ok& % FEhid
HZ &,

infusion reaction 23 & 55 Z L 3B 5, infusionreaction NFRD HALT-HEIZ
L WURREZIT S & & bIT, JERDEIE T S £ CHRE DR L /0T 8l5
T5HI L,

FORIRBERERRE S . T RISAERE X ORIBHEREN L D DLNDLZ ENHDHD
T, ARFIO B G-BAART & O G-3RI H I3 E 0N WS RERR A (TSH. bEhf
T3. 8 T4, ACTH, I =Y — 1 SDllE) #Eiid 52 L,

FFHSRERS . B LIERRE RN H B D Z LR H D DT, AEIDOE:HBRLART &
OGP I E I S REME (AST. ALT. y-GTP, Al-P, BV /LB %
DRE) &I+ 52 L,

SEIFER (IR Y BRAEEREZET) SOERERBEENRD bbb
ZERBLOT, EMMNCIRORFOEEEMHZET D &, 72, IROEFEN
RO OLNTHEITIR, HONIEREEL =2 T2 KO BEBLIEET HZ &,
AFNOFEGIZ LY BEOGRERISIZERT 5 &5 2 b bA IR B RE
NHLONDZENHD, RENROONTHEIIE, BELEFRIIS U
B 70 ik & R BR A RO R AT & EfE Ui b e 8RR M 21TV B E D5
FOSZ £ B EIWER D S 2355100%, AR ORIETH I, R ORIE RE R
IWEVAIOBRGEZEZRTDHI L, ek, BIERERLVE L OERGIZEDEIE
A OYGERFRD IR WIGEITIE, BB RE AV LISt o Sz il Fl oisin
LEETDHZ L,

WHERTH, FEBN OB AREB L COLRIERANRIT L ZENH D720,
AFN OB TRICHRIEHORBUZHSITHEET H 2 &,

1 BpE RS (BE 1 BUBEIRIS 2 &) b bbiv, BERFBEMES b7V R— &
IZELZENRBHLHOT, AN, L, EHEOTEROFEHRC M ED LA+
IEBETDHZ &, R RB RO A TR G2 PIE L, A A ) il
Fl O 55 OME) I LEEITH Z &

@  AA|OEERRERICIBNT, BEGHAND 12 1 Z & ITHMEORHE 217> Tz Z
EEBFIT, ARG TITEHRICEIGRE THROMEREZ1T I Z &,



XEFERHEET A KT 1~
NhT7n ) X=27 (BIEFHEEZ)
(Beds : %4 N o— 5 SBBE 20 g, A I b— ¥ SR 100 mo)
~ R b B~

Y2 94128 (SRl 2 ARE)
B4 FEE



ER/N

1. LI P2
2. AANIOFHH. 1EHEF P3
3. ERIRRGE P4
4, FERXIZOWT P7
5. BHxtG L e b P9
6. WEHIZEL THETRXHIH P10



1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIL, I SCEEIZE S W2 Ee AR D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frll/F A%
FRIESEMDPEB I NDHF T, 2o OEEMLZ BICHLERBEITRIET 5 2 L EREO
AR & o TR Y RIFMBGER & SO FA T #2016 (FRk 28 42 6 A 2 HEERE)
IZBWThH, FHERLEOHHORBEHEEZXS Z LS TWn5,

BFORERBE ST, BB 2T 0 7 7 A VBBEFO R, & B 5 i
B ENRDHDH, ZOD, HIMEROLEMEICET S ERN ST 5 E TOR,
WMELEIL DO BE LR ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDFEEL U= BE 72 kb & & D 2 & DS ARE 72— 8 O B &3 7= 9 R B < fd
THZENEETHD,

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

I ARITA RT A %, MSIATBOE NE SRR O, AME AR AR
BRI s . — At FE N B ARERIR N B E 2 R O FE N B ARIBRE B 72 O W
Db EAERR LT,

R L T HEIS, XA b V—F S EE 20mg, ¥4 b L— & SEFE 100mg (—
W4 s NaTvnl) X~ (B L))

KR ERDMMEUTHIE: © DS AL\ CHE I U 72 ARV YIBR AN RE 72 IR I b B

MNEERDAEROHE - WBH, A, a7 nl) X+ (Barkz) LTl
[6] 200 mg % 3 EIEE T 30 23 f2N T CAaiEEET 5,

Bl K 5¢ ¥ & 0 MSD RSt




2. AFOKK, {ERBERF

XA MV —F mEERE 20 mg X V100 mg (—i4 : AT v U X~ T (GBS
Z). AR TARA vy ,) 1E, PD-1 (programmed cell death-1) & ZD VU T RTH S
PD-L1 XU PD-L2 & DA EH#AET 5., & Mb1gG4 £/ 7 v —F A Hifk Th 5.

PD-1 #28& 13 T HifE S B (RS 2> D ki 2 72 DI 2 ARSI 5 5 3 7 S 7 il 4
AA »F T, PD-1 (F, fEFEREBICEWDCEER T MildoMia£micgE L, 3%
P i % B o AR TR R 7o B S & il 35, 7B, PD-1 (XU H o REfSE
ATHZ LKV HURZRIRCE D v 7 vBEEZ AT 228K Th D, PD-LI
DIEFFMEIC BT 2 7B DOT N TH LN, Z<ONRAMIETIE T Mo 2z
HIFCEENIIH L TWD, DAMBIZIIT S PD-L1 O &38RI, BN . TENE .
A . SREE . FE/INRTE 72 & DRk A A TTHARRKE - TH D | RWAELFR
& OB HRE STV D,

B OB A DGR T#% & PD-L1 BEEOFHEEAMN S, PD-1 & PD-L1 ORI
DEEEREC BT HEARREZI ) 2 LR ENTEY | Fim R BN ATRROER) &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X O'PD-L2 Olj U > ROFEREREST S Z L2k, 5
W NBRBE TR D RS OO HIE EE T U o ERA TR L S8, HUEE IS 2 FENE(L
T 52 & THIEG IR Z T D,

AFN ORI 2 2 B DS RISIC £ 5 BHEA S S b, BESUIIEEIC
DRI B D, AAOBGHROBGHIIE, BEOBIEE HHITIT0, BEH IR
D BTG AITIE, BB L HGUTIE U B 2 ik & B8R & FF o R Af & L Col
Y72 RIS 21T\, BEE DS RIS £ 2 BIER 28 5b 88T Id, RIS R AL
B LI OB G S O R ILE & 1T 5 LER D D,



3. BRI
M AACERFRER \THEIE U T2 ARIBUIBR AR RE 72 R b R O KGRI IZ Gt 247 - 72 £ 72
Bk A B I5R OD i 2 T,

[G2hE]

FE B[RS M AHRER (KEYNOTE-045 #5%)

7' F TR 2 G AL RIERET A T 5 RPTET M USRS M O SR K b RO B
542 f5il (AARN 52 il a5de) A RFGIT, A5 200 mg 3 1 [ i a4 G- O A 20k Kk OV 4
PEAS, AbZRRE OX7 U 2% B0, REH 3/ T vinflunine) 2 2 xR & L CTRiGHS
Nic, 7e8, BEFHE CTEBEITRRO DN HEIC, ERETEZ R TIERIRDO b
IRNVEDERIRINZZE LT 5 BFE TlE, IREILIRE O BEEH CRBETHRD HiLd
FCARNOE G ki35 Z & NA[RE & STz, EEFHMEIE B X245 (0S) KO
HESE A AP (PFS) & 4L, AANIMbFRIE L iR LT, OS # A EITIER LTz (&
1 KOEL)

*1: 77 TSR E ST LFERE (—RIBE) RICRBEITERDIEBE, KO 7 F R E ST
(LSRR L DT - MBS E 12 0 A INICESR LB B An b=,

*2 : ARFRTIE vinflunine 1ZIRARTH D720, X7 VXXV I REZXEZLOWNTINERIRL
77



7 1 KEYNOTE-045 3B DB MHERAR

AF1 200 mg oe=2-30
Q3W
(270 1) (272 1)
oSt i [A] 10.3 7.4
(95%(EHE X [H) (8.0, 11.8) (6.1, 8.3)
N — R 0.73
(95% 15 #A X ) (0.59,0.91) -
P {5t 0.002
PFST] hfiE [H] 2.1 33
(95% 15 #A X [H) (2.0,2.2) (2.3,3.5)
N — R 0.98
(95%{5 #A X [H) (0.81, 1.19) —
P fiifb 0.416

¥
i

SRl 7T 7 e
I': RECIST A RT A > 1.1 RRIZHD < 7 dr o) 2
Q3W : 3 H[E RS
100 7
90 7
80
70 7
& 60
“50" \\\
s
M"\m—u
20 ] —— smxomgodw
10" CPWE
0 AR AR AR Al AL L LR LR LA LR L R AL L RLUAL LA LA AL LA LA L L RLLE LR LR
0 2 4 6 8 1012141618202224
at risk® M A
ZEH200mg Q3W 270226 194169147131 87 54 27 13 4 0
{E#8E 272232171138109 89 55 27 14 3 0 O

C PMRATEE DT — & 2016 4E9 HTHD > AT
: J&RBI Cox LBl Y — RET /W L DL E & O

X 1 OS ® Kaplan-Meier #i#f (KEYNOTE-045 35%)




[Ze21]

[EI B[R ZE AR RS  (KEYNOTE-045 35#)

HEFEGIIARKIRE 248/266 5] (93.2%) K UMb IERE 250/255 41 (98.0%) (2788 B
L. RIERIZZENLZ T 1621266 5] (60.9%) S OMbS@ikaE 230/255 5] (90.2%) (258
bz, ARAIBETIHERN SN EORWERIZTTED BV THoT-,

2 FEED 5% LEOBIER (KEYNOTE-045 3RE)  (LZA&MAITRER)

#BEBIKIFE (SOC: System Organ Class) @ijﬁﬂ(;/‘;)
HEAFE (PT: Preferred Term) 2663
(MedDRA ver.20.1) 2 Grade Grade 3-4 Grade 5
2EIEH 162  (60.9) 38 (14.3) 4 (1.5)
N bR
PR BB REA T 15 (5.6) 0 0
B IBhEE
T 24 (9.0) 3 (1.1) 0
0 29 (10.9) 1 (0.4) 0
—i% - RHEER O GEALOREE
I F7 i 15 (5.6) 1 (0.4) 0
W 37 (13.9) 3 (1.1) 0
FREN 17 (6.4) 0 0
Rt L OvseaspmEE
AARIHIR 23 (8.6) 0 0
BeE ¥ KOV T AEAk R
Z 9 FESE 52 (19.5) 0 0
433 22 (8.3) 1 0.4) 0

¥, AFIEET, BUWER & U CRIEMMZEEIT 10 6] (3.8%) . KIFd - HED FH
X760 (2.6%) . PREEFEE (T - NL—EERES) 13161 (0.4%) . ATHEREREE X
14 5] (5.3%) . FUIRAREEBEREEIX 23 5] (8.6%) . MIEHEREREE X 161 (0.4%) . BH
REREZE (JRAMASRE MRS 1216 (0.4%) KON Infusion reaction |3 1 5 (0.4%) =
BOLNT, Flo, EEOKERETE (REHEIMEFER, 2B, BHREES) . T
AR RERE S, L ABEIRI . ER . Ak - BRBUTRARIE . BRI E, O, MK -
BERE IS, 5 & 9 g%, S ME i/ IR PSR B . TA AR R I J VR IFERBE ITRE O H i
o To, RRIWERARBURILIZBEES S (HEREERY 25) 28 0EERE R~



4. FERIZDOWT

KRS & Ul AR (2FRE) N ONTWEZ Enh, Yild 4
UNZHETE Digk CHOIMERH H, T D LT, AKF OGN w7 B85 220 - §F
E L, AANOBRGIZL Y EELRRIERZRB LIRSS T 5 Z &R0 ERT=D, LIF
DO~BDOT R T &G - THXIZBWTHEAT 2 XEXTH S,

O mEFITHOWVT

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

(1) EAEFBRENEET 20 A2 HEEEILSRE S FE TR AR E LR P
gk A3 A2 FEIENL AR T, Hilgs A2 imlbe e &) (BRIOcAE 7 A 1 HIREAL @ 436
)

(2) HpEHERERBE CERR 31454 H 1 BIFS © 86 fitink)

(3) HEM IR ENFEET 203 A HOEEERRE (DA EWRbL, 23 A2
W IRBE, 3 ARSIELEEHERE B e &)

(4) ARACFEHIEEZHE L, SRR 1 SUISSRAL 2B 2 Ol s 5L 1E
IR R AIT > TV D fiex CERL294E7 H 1 BIREA . 2531 Hiiax

(5) HUEMEREE AL & BEINE O Risk B EIAR D R 21T > T\ D ek (CERk 29 4 7
H 1 HIRFA : 1287 sk

®-2 W%L&ﬁ®k?ﬁ%&@%@%%ﬁﬁ@ﬂﬁ’+“@ﬁﬁkﬁ%%%o@%
(FROWFTINITEEY T HER) 23, YEZHEBOAFICET LIBROBEE L L
TREINTND Z L,

*

o [EAIRFFEGE 2 FOMMINHEZE T L72RIZ 5 L LD AR OERIRIHE 2
ﬁOTwé_ko9%\2$uhi\#h%%%%%£kbt% NEEI5; 7 D WHE %
ToTWHZ &,

o [ERIGFFESE 2 EOPHHMEZE T L7211 4 FLLEDOWIREFIZDIERIHE
EIToTHEY., 96, 24 EIE, RE BRI SRR % 8 TN AMIRE DG
RWHEZ 4T > TWHZ L

Q@ PBENOEEBBEREEDOMEHNICOWT

EEGERERICEE T 5 TE DR E S, BESENSOEFRE D, A2 - &2
éﬁ%ﬁ%%%ﬁ@&ﬁﬁwiﬁ 2R DR, AEFEDNBAE LGS OWE
RS, HERHESODIITOI D IKHRHE S TWD Z &,




@ EBHWERA~DOXIRIZOWT
@-1 fEsk Iz BE 4 5 B

W MERR B O EE R BITER R AE LZBRIC, 24 BRRIR2IRIKHI O T, ik X
VEEE SRR 123\ T BB L RIEANSS U CABREE K O CT 2 OFEIVEH ORI &4
B EDORERN Y HHRICE G, EHICRHIGS TR AEHINE > TWnD Z &,

@-2 ERNEEEHICL H2AFELMNHICHET 2 EH,

DAZRICED 2R L R 2 BT 2 ERIEEEPEIERE=42V 7
EHEOIFRDOAY ) —= T EATOEIRE & fFlZ G TE 5 F— AERFIRH 23
iESNTVWAZ L, 2B, BIEHIZHOWT, BABE L ZOFECHIICEmMmENT
WhHZ L,

@-3 BIfEH OZ WXt B LT

RIWER (FEMEMZEBIZINZ . KIBK - /NGK - EEO TR, FEEREREE - mE IR
TR, BHEERETE (RMEREMER RS, NowkEE (TEREMEREE, FRIRMRE
R, RIBREREREE) . 1 AUBEIRIA, S E DRk, Bk - BRRUTHRLRIE, ek, BIZ DR
JE bR (R RGREMEARIEERE, 2TABE, JERIES) . Infusion reaction, X% « HEMRZS .
HIEAG S IE, MRREE (7 v - NU—JEEESE) | O, BEEmKEE (%
PRI /INRIB D PESREER . RPN, IRIFERES, MEFERIERIESS) . MERERIEMERE, &5
) I LT, Yhtiax SO OB M2 67 2 Al L L (BHEH O
PWRRISIZE L THRE L O XA T ONAFRMICH S 2 L) | BEHITEY) 7 AL E )N
TXDHIEHNRESTND T L,

=5



5. EXIHB LR DRE

(G 2hEIcBE§ 2 351E]

O 77 FFR/H T G FIRIERE 2 A 5 /T TYE AT O R R
FIZBW AR O NERREES N TN D,

I

D fE

E

@ TRICEZYS T 2 BE T 2 ARKANOBE L O FIEIZ DWW TR, RFIOAF D
ML SNTELT, KFIORGR LB,
o TITFFRIHNE G AT X DR O I W EE,
o FINOmBMb IR,
o fhOHUEMERELA] & OOFH,

[Z iz B4 5 F1E]

O TRICEYTHIRFICOVTUIAKORENR LD L INTWD Z Enh, &5 %21T
r YA A RPN
o AHNDOESTIT KR LIRHUE DO RBEAERE D & 5 BHE

@ IREATOFHIIZ IV T FRLUCEE Y T 2 BE T OV TR, AR OG- IFHERE I e 0n

D, AOIRERPFUL A 2 NGEITIRY | HEICAFZEHT 22 2BETE D,

o [HEMMEEOEIUIBED & 5 B

o B E{E R A CRE R 258 5 B K ONE B M 0 F B i st 2% <0 R g M fiti 2%
FEOMMIZRIEMEZE N A BN D BHE

o HOMEBEROADE XUXEMERZE L IXHFHEMEO B O REEDOBHERE D
b5 BRE

o EERBHIE GEMEHaBHIEL ST) ObHEE

o MO IIBEEE AT 5B

*  ECOG Performance Status 3-4 "D

(ED  ECOG & Performance Status (PS)

Score | EF

0 | &<MERIEEHTE S, BT LlFE U R EAERPHRZ AT D,

PRREIZI LUEBNIHIR S 225, BATAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL EE Xy R+ T2 d,

AW

ELENT RV, BAOHFOEY OZ L34 TERY, BEICy R+l I4,

9

BATRARECTH A O OEY O Z LT F N THEEIZBERTTE 20, HHP D 50%Lh Eid~y R Tl 25




6. BMEICEL THEETREFE

O  IRFASCEREITIN A, BUEIREES DRI 2 ERFE T -D & AR O FeE & OV Ef#
DT OIZ B HZ T L TR 5 2 &

@ JBREBIAICENL D BE T F OFRICE MR EREE oA L., FEE25S
ThoETHZ L,

@ FEREWERHO~RT AL MMZDONT

MEMEMERER D oD Z ENHHDT, AAIOBRGIZHT- > Tk, PIHE
W (BG0v, PRURIREE Wmkes) ORER & O X MRiRds o i, BlEx+
AT O T &, Flo. BELTS U THES CT, MiF~—F —F O/ 4 Fhi+
5k,

Infusion reaction 23& 5415 Z & 3% 5, Infusionreaction 23728 H AL G AT
X, WUREZIT D & &b, JERDEIE T S £ CHRE DR L /0T 8l5
T5HI &,

FURISEERE . P RAHERE K ORIBRERENHODONDLZ ENH DD
T, ARANOFH-BRLART K O G- ]I R I3E WIS N e sef &2 (TSH., ERfE
T3. EHE T4, ACTH, M =T —VEORIE) & FEhid 5 2 &,
JFHSRERRE . LSRN S HOILD Z DD DT, AFOE 5T
OGP I E I S REME (AST. ALT. y-GTP, Al-P, BV /LB %
OWPE) ZFEHTDHZ &,

SEIEE (MR L ITE AR ZET) FOEERIREERS bbb
ZENHHOT, EFICIROEF OFBEMRT 52 L, £, IROEFE N
RO OLNTHEITIR, HONIEREEL =2 T2 KO BEBLIEET HZ &,
AR OBEGIZLY | WEOGERINIERT 5 &5 2 DLk A I RESORTE
DHLLNDZERND D, BENRDOOLNLHEAEITIE, BERLEFRIIS U
BEPHE 70 ik & AR A RO Rl & s U ClE bl 22 8 R W 247\ ot
FOSZ & B BWER R BN 25581213, AFIORIESUI IR, K ORIE RE R
IWEVAIOBRGEZEZRTDHI L, ek, BIERERLVE L OERGIZEDEIE
A OYGERFRD IR WIGEITIE, BB RE AV LISt o Sz il Fl oisin
LERET DL,

B TR, BORRI 5 AfRE LT LEVERDP BT 22 13 H D720,
AFN OB TRICHRIEHORBUZHSITHEET H 2 &,

1 BUBEPRIS  (BIE 1 BUBEIR S &2 & de) Db bbiu, BERPES 7V F—T &
IZELHZERHDHLOT, Aig, Bl EHFOIEROFEELCMBEEO R+
SEETDHZ &, 1 EEREA OGS IR EERIEL, AR 8l
H O bE DO R LEZITH Z &,

@ AA| ORI T, B D 9 MR, ZALIRITR GGG 1 F/MIX
6 WRIMHINE, #GBLEG 1 AFLIEIE 12 HFME CHMEOFHMIZ1T> T\ Z
EEBHBIT, ARG TIIEHRICEIGRE THROMEREZ1T I Z &,

10



KEERHEETA R A
NRoa7nl) X<7 (BinFHEEEZ)
(e : %A h— & ST 20 mg, %A bl — 4 STEEE 100 mo)
~EEE~A 7T T4 FARLEME

(MSI-High) 2589 2 BEEE~

Y3 04128 (FfTE 1 2 ARET)
B4 FEE



ER/N

1. XLz P2
2. ARENOF. (FHKT P3
3. ERIRRGE P4
4, FEFRIZHOWT P9
5. ®hHxtGE LB P11
6. HEHEICELTHETRXHIRA P12



1. IXC®IC

=S5 DH I « B RMEOREROT-OIZIL, IR SCEEIZE S W2 Ee AR D
B, 6T, IEORFEHNOEAIZ LY | FUREIKS 22 & OFHH 7o Frll/F A%
FFEIMPEKRBINLH T, 2O DOEEKLZFEICHLER BT IR 5 2 L BRED
PR L 72 o TR Y RREMBGEE & O FEAR T #2016 CEAL 28 4F 6 A 2 H BRI E)
IZBWTH, EHMERLEOMFHORKE(LHEEZXNL Z L &S TWn5,

FORE R E ST, SRR BT 0 7 7 A VDS EDEIK L LB S TR
RHZERDD, ZOD, HMELROLZRMICET 2 EHMN +0ERT 5 £ TOR,
WMELEIL DO BE LR ZIT 52 EPWIRE SN D BFICK L THERT 2 & &b, BIFE
PN U= B 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7 9 R B < fdi
THZLENEETHD,

L7eRoT, KA KT A4 TiE, BIFERES ZNE TITE LN TV A EFEIH -
BHEm R S & | DUTF ORI O e H 2 HEEST 28800 6 MR 2R 5 2
FROEEFRREZRT,

B ARITA RT A %, MNATEBUE NEE S EREE R S, A tHEAR AR
BRI s . — M FE AN B ARERIR N E & & Ot AN B AR IR 7= O )
Db EFER LT,

RGe L I HEIS, - A b V—F S 20mg, A b L— & S EE 100mg (—
s a7 n ) X~v7 (EinfHEz))

WG ERDIMENINE : DAL FIRIER IR LT - BROEHEE~A 7 aVT T4
NRZEM (MSI-High) 267 2B FEER 721G R #E72
LaIZiR D)

MNEERDAEROHE @, AR, a7 n ) X~v7 (Biakz) LTl
[6] 200 mg % 3 REIEE T 30 2y f2N T CaEEET 5,

3 R 5¢ ¥ & . MSD MRS




2. AFOKK, {ERBERF

XA hV—F g EE 20 mg & ONELSTEEE 100mg (—#%4 : XA 7n ) X~ (&
i z) . LR TARAl w9 ,) 1X, PD-1 (programmed cell death-1) & %DV 7
R Td& % PD-L1 XU PD-L2 & D& EAZHET S, & Mb1gG4 £/ 7 v —F ik
Tbh b,

PD-1 FRE8 1T T MR S B AR 2> D kU 2 72 D12 2 AR 23 R 9= 2 T2 70 S e i i
AA »F T, PD-1 (&, fEFEREBIZEWDCEER T MildoMia£mic BB L, 3%
P I s % B Do AR LB ST R 70 50 RS & 35, 7B, PD-1 (U o REfE
ATHZ LKV HRZRIRCE D v 7 vBEZ AT 228K Th D, PD-LI
DIEFMHEMIZIB T HHEBUTDT N TH L0, 2L OBAMRTIE T Miaofs 2z
HIFCEENCIH L TWD, DAMBIZIIT D PD-L1 O &38RI, BN . BENE
e . SRS, FE/ NRaNTE 7 & Ok A e DA TTHRARK T TH Y | IRWAEFE
& OFHBAMENHE STV D,

BED N /DGR T4 & PD-L1 EHOFEEME) S, PD-1 & PD-L1 OFfRMKIINEE
DGR BT HEERZE A ) Z LR ENTEY | Hime N ATEROFER &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X OPD-L2 Olj U > ROFEREREST S Z Llck v, 5
W NBRBE Th D RS OO HIE EE T U o ERATEMAL S8, HUEE IS 2 FEE(L
T 52 & THEGIRZ BT D,

HAN DI 25 < MBIE DS RUSIC & 5 BIERSER B &b, B XIS
5 NS B B, ARIDR G R O EHRICIT, BEOBRE HITT, BiNR
0 B R HEATIE, IR L7 TR U 7o S 72 Rk & BB A LT & e LT
OISR & 1TV IE ORIEREIC & % B B EEbN 5 B A 11T, BB RS
LA DB GO B AT D LB B D,



3. BRERBUE

D IACFEIREL T E U217 - B OSHEE~A 7 a7 74 MARZEE (LT
IMSI-High] &\ 9,) 26T 5@ (GEERRIBESREERGEITIRD) ORKREE
(ZRFA 24T = 72 E 7R AR RER O g 2 o~ T,

7238, IMSI-High #H 3 2% B3 1B LT, TPCR¥EIZ XL Y MSI-High & & S -
B AEXTHHE (B:5%) 121X TMSI-High (PCR¥E) A9 584 L&KiL L. DNA
LAYy TEEBEOGEN &5 B2 BEXT 256 (A#%R). 77D HIPCR {EIZLD
MSI-High X3 2yet (LR, TTHC) &V 9 ,) JEIC LY 2 2~ v FIEEHERE
DRI (LLF TdMMR] &9 ,) SHEShZEE ] BT 258121% IMSI-High
EHTHEE] LERIL L, HCEIZL D MMR Bif & PCR ¥EIZ LD MSI Bt o —%
HUL 96.6~98.7% " Th D Z LENRE SN TN D,

[H2hE]

DEBE L[ 2 T AHRER (KEYNOTE-164 #5#)

T oAb 2 DU RPUEMIEEA] AV T T F U R OA U T R KR
(2 X DAL O & 2 16 YIBR AN GE 72 1T + B9 dMMR 3 MSI-High (PCR %)
WD AT DA - EIBEEE 61 6 (AN 7HIEET) X8RI, AHl200mg3 ¥
kR (LT TQ3WJ Env9,) HEEOHMER O LZRMENHF Sz, 7ok, BT
i TR EBHEFT 3580 LN EIT IRBMEIT 2 R IR IR 3580 S N7 W E D FFR I 22
TE LTV 2% B TIE, IRIEILE O EHGFEG TR EEIT RO B D FTARF O 5%k
BT HZEDAREE STz, FEFHMIEE CTh 58 2h% [RECIST 74 RZ7 4 > 1.1 hi
ICED S HILHEIZ L 5584882 (CR) XiXimwZE%h (PR)] I22W T, ABRIZEREk
SNz el BIOFRREFEIR1IDOLEBY THo Tz,

(1) Lindor 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

V) g C B\ T, THCHEIC £ 0 R A~ v FEH # 2 /%7 Tdbh % MLHI, MSH2, MSH6 /% PMS2
DWTNNDFBINRD LR WA IMMR, PCRIEIZED 2 2L LD~ A /0T 5 (4 h~——T
KINLIAB T JE DT A ZDEAL R SN 7255412 MSI-High (PCR %) & HIE &hiz,

4



1 HBHRAEDIRKVZEHE (KEYNOTE-164 3HE)
(RECIST ver.1.1, BT RIRERZE, PIHEE, 20072107 —F v b4 7)

B s A % (%)

SRR 61 " 39 51
FER%%) (CR) 0 0
#5r25%h (PR) 17 (27.9) 9 (23.1)

ZiE (SD) 14 (23.0) 10 (25.6)

1#47 (PD) 28 (45.9) 18 (46.2)
HEEAEE (NE) 2 (33) 2 (5.1)

7% (CR+PR) 17 9
(ZZhE [95%[E X =] (%)) (27.9 [17.1,40.8]) (23.1 [11.1,39.3] )

1 ATVERRIT SR 2 AR G O 5 B MSI-High (PCRIE) &5 5%,
*3 . IEHEE
@IEBEILF 1 AHRER (KEYNOTE-158 ##)

— IR & U CTHRUERY 72 L SRIERE O & B 15 UIBR N RE 72 61T - F338 D dMMR XX
MSI-High (PCR %) “? 249 2 FEfFEEE 9 254512, AHI200mg Q3W 5D f
IME R OV MR S, 7238, HGRHE CEREBETRR S D -5GaIc, HEE
TR TIERDFED DI WEDERIRIIZRE LTV 5 BE T, RIEILIKE O B a7
THREETHRO LND ECARAOE LG 2k T2 2 LN AMREE Sz, EEFHEEH
To 5385053 [RECIST A R7 A 2 1.1 UZHES < FIEIC L 5584872850 (CR) X
L5853 Z8%h (PR) ] 122U T, MSl-high &M S V72 % ICARRER IS S vz 83 fil%E

(ZNV—7"K) OFEFRITE 2, R BRITEER S 72 94 I 30T 2 IER Ofs 5133k 3
DEBY THoT,
*2 BBEHRAEMERVES®R (KEYNOTE-158 B, 7/ —7K)
(RECIST ver.1.1, FRMEMATRIGERE, FRUE, 2017F4 8 2887 —F Iy b4 7)

ELE] G A % (%)

RERREIR 83 f5" 28 {52
542785 (CR) 4 (4.8) 3 (10.7)
453755 (PR) 25 (30.1) 8 (28.6)

ZE (SD) 20 (24.1) 3 (10.7)

#1717 (PD) 24 (28.9) 9 (32.1)
HEEAGE (NE) 10 (12.0) 5 (17.9)

#%h (CR+PR) 29 11
(ZZhF [95%(E X" (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*1 o G ROMERRENT XSGR %2« AR RS 4EHI D 5 6 MSI-High (PCR %) #H 3 5 BH,
*3 : IEHElE

(B3 iy = L2 A~ 124013 7= 7 b— 7 % O MSI-High O T E A R 250 AT 7 b—7 K 7D H
RREAL, ZA—7 A TIPS (RELAE) . 24— B ClRiREE (HIERORREONE) . 7277 L7
7 —Z—RMEE AR, Z—7 C TIIM, hE, G . B OWENR M >k O /g

(B A SO A L RIAR R N W) . 70— D CTIEFE IR (AR R OREEMER 2 5<) ., 7
J—T E T B8 RV LR . 7 v—7 F Tldhems (RELRE) . 70— G Tl i,
JN—7H T EIE, 7 0—7 1T TR, 70— ] IR s (PE SRR %R <) .
7 —7 K TiE MSI-High 263 2 EFH (55 - BEEEERL) BEPHAAN LN, v —T A~]
IZEER S AT B3 D MSI-High [IZ2W T, U MR AT T 0 TREITIZ IV HE I,

5



# 3 MSI-High 2 F 7 5 EREORER DZEL#E (KEYNOTE-158 3A5R)
(RECIST ver.1.1, BRI RIRERE, FR¥E, 20174F4 A 287 —F v hA47)

Bi% (%) 7%%)) (CR+PR) B (%) 7%%)) (CR+PR)

i 94 " EBE (%) 39 EE (%)
T B 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
B 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
N 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
FAEE 10 (10.6) 1 (10.0) 1 (2.6) 0
ERTER 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
Il R 3 (3.2) 1 (33.3) 0 0
HH R 3 (3.2) 0 1 (2.6) 0
ANl 3 (3.2) 2 (66.7) 0 0
5 S 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
PRRE N 2 WA 5% 2 (2.1) 0 0 0
FPR s 2 (2.1) 0 1 (2.6) 0
DR b R 2 (2.1) 1 (50.0) 1 (2.6) 0
Jib4 HEE IS 1 (1.1) 0 0 0
5P B 1 (1.1) 0 0 0
GIA S 1 (1.1) 0 1 (2.6) 0
% NG M eIy 1 (1.1) 1 (100) 1 (2.6) 1 (100)
UE {7 R 1 (1.1) 1 (100) 1 (2.6) 1 (100)
PRl i 1 (1.1) 1 (100) 0 0
e TR NS 1 (1.1) 0 1 (2.6) 0
kR 1 (1.1) 1 (100) 1 (2.6) 1 (100)

¥ ARMWERRHT TR *2 © AMEREAT T RAEH D 5 5 MSI-High (PCR %) ZH7 % B4



[Z241]
OEBILFE S 1B (KEYNOTE-164 #R5R)
HEFELIT60/61 ] (98.4%) (2. EHWERIE 35/61 1 (57.4%) IZR8® Liviz, FBLE
D 5%LL EORIWERIZ TRO LB ThoTo,
#3 RELEN 5% EOBIEA (KEYNOTE-164 3ER) (222 MR RE)

SRERIKRS¥E (SOC: System Organ Class) B (%)
HAGE (PT: Preferred Term) 61 1l
(MedDRA ver.20.1) 4> Grade Grade 3-4 Grade 5
2EIEH 35 (57.4) 9 (14.8) 0
B IhEE
TR 8 (13.1) 0 0
L 9 (14.8) 0 0
s - 5 (82) 0 0
—i% - REEER L O SENORRE
) RE 7 (11.5) 1 (1.6) 0
7 6 (9.8 2 (3.3) 0
RAYPERIE 4 (6.6) 1 (L6 0
B RS RS & O SRR 5
RA A 10 (16.4) 0 0
KRG ¥ X OV TRk b
O FEIE 7 (11.5) 0 0

7ok, MEMEMZER 1B (1.6%) . EEORLERES (FREEIREGRE, S,
FRBIES) 16 (1.6%) . NTHEREREE 3 il (4.9%). FUIRIREREREE 2 61 (3.3%). W
K31 (4.9%) . Aok - BEBUTRRE 161 (1.6%) . MKk - fEER 161 (1.6%) 235D 5
N, £lo. KIBK - HEO TR, MfREE (X7 0« NU—SEGERES) . T ERREERE
. ORIBHRREREE ., 1 AUBEIRE ., EERElEE R MEMER RE) . BEIEMEE, O
fhoe, Safg Ml MR MHESEBER . MR I, JRIFEKS . infusionreaction X N5 E 9
TERITERD B o T-, RRIERFRBLRGUIEESFESR (BIKREHERE 25T 25
R R A T,

@[E RS [FE T B (KEYNOTE-158 %)
BHEFELIL, 91/94 B (96.8%) (2. BIVERIZX. 58/94 5l (61.7%) TR Bz, T
T 5%LL FORWERIZTRDO LB THoT,



F4 FBHREN 5% LEORIERA (KEYNOTE-158 358) (RN R4ERH)

#EBIKHE (SOC: System Organ Class) B (%)
HAGE (PT: Preferred Term) 94 {31
(MedDRA ver.20.1) 4> Grade Grade 3-4 Grade 5
2RIEA 58 (61.7) 12 (12.8) 0
B IhEE
THI 9 (9.6) 1 (1.1) 0
GITIN 8 (8.5) 0 0
M - 5 (5.3) 0 0
— %« RHEER LS OREE
) RE 8 (8.5) 1 (1.1) 0
it 11 (11.7) 0 0
B8 KOV TR
7 5 FENE 11 (11.7) 0 0

. MEMEMRE 461 (4.3%) . KBk - BEOTHI3F (3.2%) ., #kfEE (£7
Ve N RS 2 1] (2.1%) | ITHERERE S 8 5] (8.5%) . AR IREERERREE 8 5] (8.5%) .
1 BUBEPRIPE 1 ] (1.1%) . infusionreactionl 5 (1.1%) MNFEDHHNT=, F7o. BEEDLE
fE (R EREIRIRIEERE, ZIALEE, FAEIESE) . T RAHEEREE . RIEHREREE .
el RMEMEMEBRE) . R, ik - BIEUHBIARE, BREMEE, O
Ko M2 - BRSSP/ IR SR BTN . R IR L, SRIFEREE K OV &)
IR bR o 1o, REWERFBLIRIUIEEES: (RRMEERY 28T » 5%
FHERE R,



4. HERRIZDOWT

GRS & LT R TICIR T 80 « B4 Fr< MSI-High 269 2 BB IC
DM ABERHENRE SN TN D, Atz G, EEG D A7 FHGEHE (RMP)
(ZELS S AHN DEFE L A MERERTE B ~ D W T IRHI A & 5 gk T - T, AH OG-
WY 7 B AW - FEE L, ARIOE I L EEARRIERZ 5B LB xhE T2 2
ERRERTED, LTFOO~@DFT T IHEH#ICB N THEHT 2 & Th 5,

O mEFITHOWVT

D1 FiEo (1) ~ (5) OWVWTINITEY T HIMHTHDHZ &,

(1) EAFHBREDIEET 205 A IR PE S G E RS A2 REEE L RO P
HUIE S AR S LRI, HIEOS AR RRlE 72 &) (B FnocE 7 H 1 HIREAR : 436
Jit7%)

(2) HpEHERERBE CER 31454 H 1 B © 86 fitink)

(3) HBENFIRA TG E T 208 il (D AR REEEE ERPE, 25 AR
W IEBE, 3 AR EEHERE T e &)

(4) A RAbLFREIEE AR E U, AR AFRIEINGE 1 U SRAL BN 2 Ofiisk e
R D AT > T Dftiag (CERK 29 4: 7 A 1 HREA : 2531 fiigk

(5) PUEEMEIEBAI S EEINE O EUEI R D mHZIT > TV D ltiak (K 29 4 7
H 1 HEEA : 1287 fiiak

D2 x5 & 72 2 R T OALSRE S O BIE 8 B O RIS 50 70 A0k & Rk 2 7
DER (FROWTNNITEY T HERM) 25, Uik RBOAFNIE T DB O BILE
HELTRESLTWDS Z L,

*

o [ERIGIFEUSE 2 EOPHAHME ZE T L2121 5 FELLED D ATRIED BERHE &
fToTWAHZE, 95, 28D RIT. DAEMIREAY L L-BRREEZOHHE %2
{ToTWVWBHZ &,

o [ERNRFFESHE 2 EOPHINHEZIE T L1-%IC 4 L FLORERBREZ AL T\ 5
T, b, 3EL RIT, MR L 7 DEEIETEE T O A EYIERE 2 S Te DN AUTRIED
ERHEZ 1T CW\WB Z Ly

Q@ PBENOEREREREEDEFNIONWT

PR E A P E T 2 LA N E S, BRSO OFRE D, Ao - &%
VIR E R OB I NEATE 5 D Mttt FEFSRNRE LG5 0RE
EH, HEDNESHIATONDIEHINE S TND Z &,




@ EBHWERA~DOXIRIZOWT
@-1 HEREHNCEE S 5 EH:

VPR RS D B A BIVE SR AR LT-BRIC, 24 BRRIZZIRIEHIO T, iR X
VB 23 T, BB L 2 BERICIE U CABREE L O CT O RIVER ORI &4
B EDORERN Y HHRIE G, EHICRHIGC TR AEHINE > TWnWD Z &,

@-2 EERHNEHICLI2FEFSAMSICET 28

DAZRICED 2SN OB A2 A T A EEEFEDPEERE=4V 7
EHEOIEFRDOA T ) —= T EITOERE & HREZ A TE 5 F— AERIRH 23V
EENTWAZ L, 2B, BIEHIZHOWT, BABRE EZDOFEICHSIEmMmENT
WhHZ L,

@-3 BIEAOBEORIRICELT

FIVERT (RPN, KIGS - /B - B T, FFRERERETE - BR(LMENR
Bor. EHRRERETE ORMI MRV 22%) . WS (TRMERS. FRIHghE
S BIERREREE) | | RUBEIRE . S & R R - BRUTRMIIE, MEJ. B O
JREE (BRREIIRIEGERE . ZTUATHE, FURMIIES) . infusion reaction, 7S - BlEZE .
BJEMMAE, MBS (¥ 70 - NU—JERRES) | Ok, EER MRS (i
PERL/ IR D VESEBIES . PR MR, ARIFERAS, MEMERIERAESE) . MERE AR, 45
KRS T LT, M R R ST S kR O R P A S B AT s L (RIFEM 0
DWTRAIRICHE L THRER OB AT bND R H B 2 L) | HHITH Y /2 L
TEDIRHIPESTVD Z L,

=

=5
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5. BeERRL I HBE
[HZEICEE 4 % F]
O TROBEIZBOTARAOEIMERN RIS TND
o DBAMETFRERICHEELET - BROSHEE~ A 7 a7 T4 ML EN
(MSI-High) #H ¥ 2 EfHE 4 (AR REE 225612 R D)

723, MSI-High 27 5 Z L 132a7n ) X~7 (B z) oas =F
ZWigE (784 - MSIF#&ESx » ~ (FALCO)) ZHWTHIET S Z &,

@ TFRLICEENE T D AT 2 AR OB G O IR SV TR AAI OB ZPED
ML SNTELY, AHOEEGRR LRG0,
o FiombhRE
o fOPUEMEELA L O L TRESNDEBE

(Ze2EIZB 3 % FIH]

O FRECEYTHEFICOVTIEIAFOBR LGN EZ L SN TWDH Z Enh, F5 51T
Hrpnz &
o ARFNDEITIZHT LIBBUE OBEERE O & 5 B

@ THEERTOFHIHIZIB W T FRRICEZYS T 2 BF IOV TR, AFORGITHELE I 7wk

D, OIRFERPIIE A 2 NG EICIRY | MEICAAZEHT 22 L 2BETE 5,

o [HEMMEEOEH I EDH 5 EE

o JuEBm A CHIE R 230 D B M ONE B O U BRI e < G il 2
FEDOMIZRIEMEZEC N A B D B

o HORERBOGOF TEMERRAE L XTI B @B OB O
RN ey

o REFBNE (&R LZ) ObHEH

o EEOBYSUIMEE AT D BE

e ECOG Performance Status 3-4 % D EHE

(4 MSI-High %44 % MR EE O—it U o FIEGERECH D 2 L VR ST 5 (Latham Alicia et
al.: J Clin Oncol. 20185 JCO1800283),
(5 ECOG ™ Performance Status (PS)

Score | EF

0 | &<MERIEEHTE S, BT LlFE U R EAERPHRZ AT D,

PIREICI LUWEENIHIR S 40528, SITARE T, BAEEH > TOEREIFTH Z LN TE D,

Dol g oz, imsiee

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL EE Xy R+ T2 d,

AW

ELENT RV, BAOHFOEY OZ L34 TERY, BEICy R+l I4,

11

BATRARECTH A O OEY O Z LT F N THEEIZBERTTE 20, HHP D 50%Lh Eid~y R Tl 25




6. BEZELTHEETREFIH

O  USAHSCEEIN %, MEIRGEER DRI 5 B RS TS & ARHI O ReM: K OVl 1E 6
DT OIZ B HZ I L TR 5 2 &

@ RIRBRMBICHENI G BE T T OFBRICAER OfEME 2 H58iH L, RE 215
ThoEETHZ L,

@ FERBEWEHO~RY AL MIOWNT

WEMEMREN D S b Z LN D DT, ARIOBEIZH T - TiL, FIHE
W GBI, PRUR R, BE0REE) ORERE & O X SR A o s, Blggs+
FATH Z &, Fiz, BEIZS U THE CT, Mg~ —h —SOME % Ehi3
HT k.

infusion reaction 23 & 5D Z L 235 5, infusionreaction 237D HILT-HEIZ
(X, WURE AT O & &b, SERMEE T 5 E TREDOREL 01284
THZ L,

FORIRER R . T A RERE S L ORITSERER H Db Z ERH DD
T, AAIO#EBIART R O G- X @I N ik re A (TSH, b
T3. W78 T4, ACTH, I =/LF Y —VEORE) ZFEiT 5 &,
fFERERE S, A LMEIRE RN D b D 2 L1355 DT, AKIOFEBhERT &
OB G e I RER S (AST. ALT, y-GTP, Al-P, B U LB %
ORE) ZEMETH &,

SE IR (MER R IR BREA 2 ET) SORERERIREEND Sbd
ZERDLOT, EMIICIRORFE OFBEERTHZ L, 2, IROEFEN
RO BT HEITIE, HONCERKBEL X2 T 0 L) BEFZIEETHZ &,
AFNOEHIZ XY BEORIESOSITRIRT 5 &5 2 HILD R~ e R BRI
NHOLOLNDIENH D, BENPFDONTHEITIE, BELE-ZFLRIILLT
B 20 ik & RRBR A RO BEAT & B U Culi b e 8RR I 21T\ 8 oG
BOSIZ & B EIWER N EDN 2551215, RFIOKRIEUIH IR, K OEIE E A
NELHIOBRGEEZZBETHZ L, B, BIEREFRLVE L ORGIZEVREIE
FOYGEERGRD B WAL, B BB R VE LSO s iilEl oen
LEETDHZ L,

PG T ORI S B I ARE L COLEWERRRERT 52 0N H 5720,
AR OEEHETHIZHEWER OB IR T D 2 &,

1 BUREpRY (BIE 1 BUBEIR G 2 &de) b Db, FERBMES hT7 v F—v &
WCEHZENHDHOT, NiB, Bl IEHEZEOREROFESCMAEHE O EIz+
TIEETDHZ &, BRI N DN E 3G 2P, AR U8l
F O 55 DWY /@& 51T H Z &,

@ ARFN ORIV T, KEYNOTE-164 35 TiZ 9 #fH] =& . KEYNOTE-158 &
BRCITERGBAA D 1 AERNE 9 WM T & . 1 ARLIREIT 12 8 2 & A 2 O R
AT TV Z & 2 BB, ARHRGPITEHANICEERE TR OMERZ1TH Z

(1:0
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