XEFEHEET A R A
RAT7u ) A<v7 (BETHBEZ)
(BR7E4 : A MA—# K 100 mg)
~ R~

dp

248 A
A B EE

i

Bk




ER/N

1. 1FC®IC P2
2. AANIOFHH. (EHEF P3
3. ERIRAE P4
4, FERXIZOWT P9
5. BHxtGL e b P11
6. HHIZEL THETRXHIH P12



1. IXC®IC

IS OGN < REMEDHEROT- DI, WA STEZEIZE SVl E el 23R D
bb, 52, IEOREHIFOMEANC L0 | FUREIR S 72 & OFH) 72 B /e Ak
FFREEGENARINDLH T, 2D DOEKTZ BB B ITIRAET 2 2 L B
AR L 72 o TR RIFMTBGE R & GE o AT #2016 Gk 28 4F 6 H 2 H BIFERE)
IZBWTH, HEHNERNLEOMHORE(LHEERZX S Z & L ShTn5,

AR AR E SR S, EE RS R 27 0 7 7 A VBBEFEOES L & B S MR
RHZENDD, T, HIWEROLZEMICET 2 ERN+0ERT 5 £ TOR,
MHERGHOBEEEZIT D ERPRF SN BEEIRH UTHEMAT L & &b, BIE
RNV LTI B et & & D 2 & DN ARE 72— 8 O B & i 7= 3~ R A B <
THILENEETHD,

L7z o T, RHA RTA 2T, BIBEES 2N E T L N TV D EFRIZY) -
BHER LR EED & | LU O E IR O feii 708 FH 2 HEHE 3 2 8LA & B B B %
F RO EFREERT,

RE. RHA BT A 0%, MSIATBOE NESR G ERE R O, 2B ARAR
BRI IEE e . — AR N B AR R NEHE 2 M O EFEE FTEENAE N B ARIE S D
WHhob EER L,

MR EMRDESR A F—F JHEHE 100mg (—fk4 : RAT7 ) X~v7 (Eis

T )
K% ERDRREIUIRR « 25 AALFIRIER I\ ZHEE U 72 PD-L1 B ORI UIBR N GE 2R 1T - 15
FE O RIE R bR

NEERDMEROAE @S, RAIZIE, a7 nr Y X~v7 (EaEfz) L LT 1
8] 200 mg % 3 F HIFRRE L 1 18] 400 mg 2 6 3 [H IR T 30 20
DT T RIEFES 2,

3% R 8 3 & - MSD #RAath




2. AFOKK, {ERBERF

FA ML—F RiEEE 100mg (— %4 - XA T7 ) XA~ B HHE#z), LU IR
#ll &vv95,) I&, PD-1 (programmed cell death-1) & Z®d U 77 R CTé % PD-L1 2 O) PD-
L2 L OfEEEEERET S, & MbigG4E /7 n—FAHEKTH D,

PD-1 #2B& 13 T Al o0 i B S 2> & kAU 2 72 DI 03 AVKBRE 23R 3 % 32 7 50 22 ol )
AA »F T, PD-1 1%, EFE/IRREICEWCTEER T HilROMiaEmic BB L, 3%
P& SO % B Ee A B X Rl e 0% SO & HliEH 95, 9725, PD-1 (XY H v REfE
BT DHIEICRVPURSEBRIC L DV VT IVBREZAICHIEIT 2% B/ IKTH 5, PD-LI
DIEFEHMKIC I T 2 RBUT DTN TH L0, < OB AMITIE THIOME E 2z 5
IEERBENCREBLL TV D, BAAMBEIZI T S PD-L1 O ERBIE, BN, g, T
HEfEgE, SREGE . FE/ VBRI 2R & Ok 2 I BNATTHRARIK - TH Y | RWAEFRE
OMEEENRE I TWD,

B OB A DGR T % & PD-L1 ELOFBIMEN S | PD-1 & PD-L1 O IFIEE D
TR BV CEEARKRE 2 ) Z LR SN TR Him 2N AIBROER L L
TSN TV 5,

AANX, PD-1 & PD-L1 XO'PD-L2 Difi U 7> ROFEAELEST 5 Z L1k v, JEE
WU INBR B T O RS RF BARII S BN T U 7 SERZTE ML & PUiEE s 2 s b9
52 & CHIEE R AR D,

AHIOIEREIFI IS MBI OSERURIC & BRIIEMS 2S5 b bh, B UIFEI
5 WM BB, AROR G PR OEGRICIE, BEOBEE HHIATO, SHNR
D BTG AITIE, FB L2 HGUTIE U B 2 ik & B8R & FF o R Al & L Col
VIR A ATV B ORIESISIT & B RIER AL D AT, BT E AL
LA G E ORI AT 5 LED B D,



3. BRI
D AACFRIER IR L= PD-L1 G ORIGUIBRARE 2 1T « BROBE R L
JeE D KR I Z B 24T o 7= E R BR B O RS 2 =T,

[H2hE]
[E| B L R BB AR (KEYNOTE-181 #k5#)
— IR & U CTHEHER 72 (LR IEIRE O & 5 ARIRUIBR R RE 22 AT - IR OB RV B
R OVRIE IR B 628 B (AAN 152 il 2 &de) Zxigc, Al 200 mg 3 3 [ b
(LLF TQ3W) &9, ) BHEOEMMER OZEMEN, (b5EE 07 VX', R
TAXEANIIA ) )T HY) ERBRE LTRSS, 2B, B CREREFTH
R LN HAIT, TREEIT 2 R TER AR DN WEDORRICZE L TWDHHEE
TUE, WRIEILARE O TG FTAT TR BEIT 80 B D £ TAAIOE S ikt 425 = & 237
RE& Sz, FEFHMEE B XM (LUF T0S) w9, ) &Sk, FMtras s
LCREIN () PD-LLEGME (CPS™=10) M, (i) ‘P LERFBER KW Gi) ITT
HLHIZBIT 2 0OSOFERIIRL1OLEBY THY, WTHOEMIIBWTHERNICHE X
NIz FHEA GG T X 7o T,
*: PD-L1 Z 8 L7-filas (EEMIE, ~27 077 —I RO L8ER) & IEEmias e
BRL. 100 %3 U 7= fH,

#F1 EEFIRLE SNT-BEEMAICBITS 0S Dk (KEYNOTE-181 3:BR)

. . i o
\ o AN MK AN — R p fiE
=2} =
BARM Gl AR o) [?i/jqc)'] [95%CI] i)
i 200 mg 88
03W 107 (82.2) 9.3 [6.6,12.5] ) Y
CPS=10 103 0.70 [0.52,0.94] **  0.00855
b1k 115 (89.6) 6.7 [5.1,8.2]
A 238 Mg 19 (;:f%) 8.2 [6.7,10.3]
e bR Q 18‘2 0.77 [0.63,0.96] = 0.00894™
{bZiE 203 (89.7) 7.1 [6.1,8.2]
i 200 mg 271
03W 314 (ggy 7116281 ) ;
ITT 284 0.89 [0.75,1.05] ** 0.08431
{bFkiE 314 (90.4) 7.1 [6.3,8.0]

Cl: XM, *1: gk (77, Zof) ROYEME (RF EE, BWE) ZEhlRT & LRl Cox [FlF,
*2 MR (7 U7, Zofth) RUKREEE (R EEE, ) ZERIAT-& Lz log-rank e, Aok (b
AI) 0.00853, *3: Mgk (77, TOM) ZEHIKTE LN Cox BlF, *4: Hiulk (7Y 7., o) =k
BT & L7 @R log-rank #ii, A &A% () 0.00766, *5: sk (727, ZOf) ROHAE (RF L
i, M) A JE R T & L 72 @R maximum weighted log-rank 7, A& K%E (FH)) 0.00772



—J7. PD-L1 B (CPS=10) 72 fFY FRe o BE 167 65 (HARN 772 ETe) |
BWCTUTOEYIMERENSE LN (R2ROK 1) , 7B, Uik HEH i%au%%m

STV BRI T e <. BRRAZRIBITRER TH 50

72 FiME (KEYNOTE-181 #Bk)

(PD-L1 BBt (CPS=10) 2o ERBORE ., BRRODRBITER)

AF1200 mg bk
Q3W
(85 f31]) (82 f31])
e (H) 10.3 6.7
0s [95%CI] (7.0, 13.5] [4.8,8.6]
NP — R 0.64
[95%CTI] [0.46, 0.90]

CI: fFHX, * : J&@H Cox Il — FET /T X DAL 715 & Dbk

110
1004 =
90 - l&»
Y
o~ 80 =1 ~
e A (Y
E 70" H‘\\ ]\‘—-
2 B0 L\_L‘1 e AF 200 mg Q3W
% ol \\ “\_‘1— /
2 40 - L'k i
(@)
30 - ‘—\.l\_ H%
20 - =22 30 R F
10 Mty —|——+—---,L =
0 | 1 | | | | 1 | | | | | | I | l |

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30

Number at risk Time in Months

AFHI200mg Q3W 85 79 70 56 51 43 40 30 27 21 11 7 4 3 1
(eE==375 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2

1 OS® Kaplan-Meier B (KEYNOTE-181 #Bk)

(PD-L1 [B## (CPS=10) 2O RELEEOAE, BRMLBITER)

0
1




[Zpt]

ERR A BN ER (KEYNOTE-181 #5R)
PD-L1 Bt (CPS=10) R FREOEFICB W T, AEELIIAFIEE 81/85 14

(95.3%) . {LZFRIERE 78/82 61 (95.1%) (ZFE® DAL, 1ABRIE & ORFEBIENEETE

IRV ERERIL, EEI55/85 ] (64.7%) MK ON67/82 %1 (81.7%) IZFEH BTz, W
TN ORETIHBEIG D 5%, EORIEMIZITRO LB THoT,

£ 3 WTHHORETRIAESH 5%LL LORBIEM (KEYNOTE-181 3BR)  (Z2MMAT I RE)
FE RIS (SOC: Bl (%)
System Organ Class) AHIRE b HEERE
HAREE (PT: Preferred Term) 85 4 82 {3
(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
ERIEH 55 (647) 19 (224) 1 (12) 67 (8L7) 32 (39.0) 2 (2.4)
MK LR o RREE
i 4 @n 2 (2.4) 0 22 (268) 7 (8.5) 0
T LT P BRI 0 0 0 8 (9.8) 8 (9.8) 0
I RIS E 0 0 0 6 (7.3) 5 (6.1) 0
W W
FER IR RE AR T 7 (8.2) 0 0 0 0 0
B IEmEE
il 4 4.7 0 0 13 (15.9) 0 0
L 5 (5.9) 0 0 17 (20.7) 1 1.2) 0
H N 3 (3.5) 0 0 11 (134) 0 0
— % - REEER L OB G OREE
I 9 5 (5.9) 0 0 9 (11.0) 1 1.2) 0
9 57 10  (11.8) 0 0 16 (19.5) 0 0
TR 7 (8.2) 0 0 (6.1) 0 0
FEEN 5 (5.9) 0 0 9 (11.0) 0 0
HRPR IR A
i ER A 1 (1.2) 1 (1.2) 0 17 (20.7) 7 (85 0
1 BR AR 0 0 0 22 (268) 10 (122) O
R L O REE
BN RIS 10 (118 1 (1.2) 0 16 (19.5) 0 0
B R L O A Rk
17 PR 0 0 0 8 (9.8) 0 0
R R M
USTE 0 0 0 6 (7.3) 0 0
KM= 2 —m /N F— 1 (1.2 0 0 5 (6.1) 1 1.2 0
RWMERE = 22— 18— 0 0 0 22 (26.8) 1 (1.2) 0
MR ER, FERds K OMthm e
filiig 2% 7 8.2) 0 (1.2) 0 0 0
B F KO TRk
it A 1 1.2) 0 0 28 (34.1) 0 0
B2 4.7) 0 0 6 (7.3) 0 0
BEIR BB 2 (2.4) 0 0 6 (7.3) 0 0

¥, ARABEC IV CHIE VNGRS 841 (9.4%) | BEDREEE (haEPER R

6



FME . R FEREMARAE GERE, ZIALEE, JERIEIES) 161 (1.2%) | MfkbEE (X7 -
N U—EGERES) 241 (2.4%) | FFHEEEREE 9 1 (10.6%) . FIRREEEERESE 7 41 (8.2%) |
1 BUBEPRIS 11 (1.2%) | fhc - BREUTALAEAE 1 61 (1.2%) K TF infusion reaction 1 4
(1.2%) MERDH BT, £z, KBE - /NMEK - BEO TH, FEREAEEIERTE. RIEH
REREE, BREREREE ORI MEMER R%) | Pk, BIEMEE, Wk - gk, 5
E MRS, DhYc. MERERIEMRE, EEMERRE (S M MR PSR B, A
MR, FRIFERES, MEHERIERIESS) K OFEZITRE® Divienoiz, AREIVERRBLRN
FEEFES (RRMEMRETEET) 280EHEREZRT,



[ - HiE]

RENOREFAEYBEET L EFIA L2 I 2 b—a L Ic kY. KKl 200 mg %
Q3W. 400 mg % 6 HMIHEE (LLF TQeW) &9, ) XX 10 mgkg ((KE) % 238[H
[FIE (LLF TQ2WI &9, ) THE L72BROARA| O MIE TR ESBRE STz, £ Ok
. AFH 400mg 2 Q6W THeh: L7z B D AHAI D E FIRREIC 36 1T 2 E A Mg IRE (LLT

[Cavgss)] EVV9, ) X, AFKI200mg % Q3W TH G- L7ZEED Cagss & FEELT 5 & FHIE
iz (F#) . 72, &K 400mg 2 Q6W TH - L7ZBROARKI O E HIRREIZ I 1T D A
M5 FHRE (BLT [Craxss] &V 20 ) 1%, AF 200mg & Q3W TH: L 7ZFRD Craxss &
i L CEfEz R T E PRS00, BRANBEICBW CESERHR STV D
ML - HE&THDA4] 10 mglkg (KE) %2 Q2W TG L72FED Craxss & Hifk L TIEAE
TP ENT (FR) o, S 6T, EIEEAEBE Z XA K 400mg 2 Q6W T
# G- U7t SRR (KEYNOTE-555 #BR) o 0 15 & L7 SEHIME I 55 < SR EhRE <
TA=HII Va2 b= a TR0 PRI LS ERE T A — % LHERILT- (TR,
Nz T, OB T 5 ERRBRAREICE S & | AR OBRER &AM et
& OB A WETT DRSS T T LS S, ARHKl 200 mg & Q3W XL 400 mg &
Q6W THe 5 L7-BROMEE & & AT L Ve L OB EIC SV TG S Lol R, b
SOMIE - AEOR THIER VZRMEICHfERZR T2V & TRl SN,

R4 AFAOEYBE T A —F

- I Crax Cag Conin Crxss Cavges Crninss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200 mg Q3W! (%?éﬂ (ﬂ?%ﬂ (ﬂ?%& (m?im (m?ém (m?;m
400 mg QoW (12;,2i24) (32.3())?';2.7) (10.%1(,).f0.8) (1461;1?49) (so.i(,)gls) (19.?3(,)'230.9)
40(0%2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:'22,4) NA NA NA
OMGK W\ gy | s | unim | aeees | s | (93200

+:n=2,993, 100[ED¥ I = L— 3 2LV FH S 8MEEEO Rl (2.5%5,97.5%5) | Cmax : FIEIHE
H#OEEMIEFIRE, Cag : MIEEGEZOEHMIEFRRE. Cnin: PIEIRG% (FA 270 2 B5RTD O AR
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B FeARumn i i

I 56 D RELIME  (95%(5 1 X )

§ : A1 BT EE  (95%IEHHIX )

NA : %7 L




4. FHEFRIZOWT

AR OG- 72 BE 22 W - FrE L, AR OB EICL Y BEELRBIER 2RI LT
BRI T D Z ERMERTED, LFOO~QD TN T &z sl W THEHT 5
RETH 5,

@ #EHRIZHOWT

D1 Fito (1) ~ (B5) OWVWTNMNTENT I THDZ L,

(1) EEFBREDEET D05 ABHEERLS RS (BRE RS A SR EE L SR
%ﬁﬁh@ﬁ@%%ﬁ%%\%ﬁﬂmﬁﬁrh@&>

(2) FrEREREFRRT

(3) HBENFRAENIRE T DA BHEEEFRL (DS A BREEEE TR, S A SR
W 1IEBE. 2 AR R e &)

(4) ARACFRIEEZRE L, SREFREINE 1 U SRAE TR 2 Ojitiak e
R D 21T - TV B fitiak

(5) PUIEMEREEEA AL 7 & BRINEL OO fiti % FE B I AR D JB H 21T > T D Jifi ek

O-2 IEREOLERE L OFEIE A FEBLRF OXHIGIZ 00 72 5nik & R 2 FroERT (F3R
DWFTINTEE G T DERN) 23, X2 REBOARANCET SIGROBMEA & L TRE S
NTnsHZ &,

*

o [ERETFRSEZ2FEOYIMHE ZE T L7 IZ5FELL_E DR AR O RIRIHE 2
IToTWBHZ L, 96, 280 BT, DSASEWEREY T & LR IEEZOMME 2
1IToTWAHZ &,

o ERRFFEUSRZEDOIHHHE ZE T L7oRIS, LR O A EYIRIE %= 515
FELUEDOHESARZDER ZIT> T D 2 &y

o[BI EZAFEONMHE ZE T LR ICAFELL LORKERZ AL T\ D
Z &, 9B, ELLEIL., HLESEE DD AR & S T LR S O R RHE &
1IToTWAHBZ L,

@ BEANOEXRLFREBEOEHIZOVNT

PR S A B ST 2 B N E S, BRSNS OfFRA D, ﬁ%é %@
EMEEIEOE R OB B ERS R 2 E R, AEFS0NRE LG o®RE
EH, ERHECHIITONDIKHINESTWDE Z L,



@ EBHWERA~DOXIRIZOWT
@-1 R iRHC BRd % B

WV PE R B O B ZRBIWEA 2338 48 UT-BRIC. 24 BEBIRSHRIAH]| O F | Yi%hiak X
S BT, FEEL L 2 BIEANCIS U CARBREHE L O CT 20 BIVEF ORI S5
IRRRAEOFRER N Y B IS, B HICRHGATRRR2ARI N E - Tnd Z &,

@-2 EENBERICL 2AEEFEFSIINICEAT 2 E NS

DAZRICED 2NN OB L2 A T A EEEFEDPEERE=4V 7
EEOIERDOAY ) —= T EITOERE & HREZ A TE 5 F— AERIRH 23V
EENTVWAZ L, 2B, BIAEHIZOWT, BABE EZDOFEICHSIEmMmENT
WhHZ L,

@-3 BIfEA ORZErextIRICBI L T

BIVER (REMMZERIIINZ . KBE - /NEK - BEO TH, SRR - i bR
TR, BHEERETE (RMEREMERRE), NowkEE (TEREKREREE, FRIRERE
HE . B HERERETE) . VARG, 58 O IRK, AR - BEBURMEIE . BER, B DR
JEREE (PR B RMARAE R BRI ARE BERE, ZIRLBE, FARRIESE) . infusion
reaction, 7% - B, BIEM M )E, MRETE (X7 2 - NU—IEGERES) | DAk,
e MRS (oM MR PESR B . VMR M, JRIFERES | MERRIERE %) |
MERBERIEMRE, FEAZE) 1Tk LT, Ml X3r MR B o B 4 B 9~ 5 = Al
EEEEL (BHEHOZWroXISICE L THRER OB ZZ T N RKMHTH L L) |
B HIZHEE 7R LE N TE DIRHINE S TNDH Tk,

=

10



5. BEXRLRBHABE
[ B2t B+ % FHIH]

@

@

bR 2 A9 % PD-L1 BiPE (CPS=10) OIRIEYIRREZRHELT - IO RIER
RO BE B W TARAOFENEN RSN TN D,

728, CPSIINALT R Y Xv7 (BaHZ) Ooar =42k (kR4
PD-L1 IHC 22C3 pharmDx [# =1]) ZHWTHIET 5 Z &,

FRUICEZ N T 2 BB KT D AAN DO 5 K O GRS DWW TR, ARAI DA ZIEN
MESLSNTELY, AAOHREGHR LRG0,

o ALFRIERE OV

o FiomibhRE

o OFUENERELA & OO

[Z2 4tz B4 5 F ]

@

@

TRUCHEU T HEEICOWTIEIARBORENED L SN TWDLZ Enb, BE5EE21T
F oA ARG
o AHNDORESTIR UIBBUEDORBEERE D & 5 BFE

BRI OFHMIZIB VT TFRRICEE S T 2 BTN TE, AFIOFE G IFHEE S 72y

D, AOIRERPFUL A 2 NG EITIRY | HEICAFZEHT 22 2BETE D,

o MEMMZEROEI IIBEOH 5 BHE

o oS E R A CHRE R 2580 D B K ONE B M O FUR Bt I <o g M fiti 2
FEDOMIZRIEMEZE LN HA B D B

o BOMEERBOAD, UXEMERZE L IXHEFREMEO B R E OB O
b5 BRE

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

o MO IBEEE AT LR

»  ECOG Performance Status 3-4 V@B

(ED ECOG @ Performance Status (PS)

Score | EFE
0 | &<MERIEHTE 5, BFaiE U HEAEESIHIRZ: T2 5,
| AARIICEL LUVEENIHIR SN D, SITATRE T, BIEERME > TOEEIIITO 2 LN TE D,
B BNFE, EEEE
2 BTRIEECHGDOH DRI O Z L 13T N THEEEDERIZTE W, HHD 50%LL EiZ~<y FACiE I,
3 RONTZHSOEDED DZ L LnTE7R0, HHO 50%LL EE2 Xy Rl 2,
4 2LENT RV, BOOHFORD O LiFael TERY, By R BT TiId,

11




6. BMEIZEL THEETREFE

O  IRFASCEFEIIIN A, BEIREES D IRAET 2 ERFE T -D & AR O FeE K OV Ef#
DT OIZ B HEZ T L TS5 2 &

@ JHREBIAICIENL D BE T OFRICE MR EREE s L., FEE2 5
ThoETHZ L,

@ FEREWERHO~RT AL MMZDONT

MEMEMEER D LI D Z ENHHDT, AAIOBRGIZHT- > Tk, PIHE
W (Bgliv, WL IREE, k) OfeRE MK O X fiads o L, Bl5x -+
AT D T &, Fle. BELTS U THES CT. MiF~—F —F O/ 2 Fhi+
5k,

infusion reaction 23 & 5145 Z L 3% 5, infusion reaction 23728 H LG AT
X, WUREZIT S & &b, JERDEIE T 2 £ CHRE DR L +/0IT8l5
T5HI &,

FURIRSEERE . PR E K ORIBRERENHODONDLZ N H DD
T, AANOFH-BRAART L O G- ]I R I3E WIS N e ref & (TSH, W2
T3. EHE T4, ACTH, M =T —VEORIE) & FEhid 5 2 &,
JFESRERRE . B LEAE RN S HOILD Z DD D DT, AFOE 5 HMGHT R
OGP I e I REME (AST. ALT. y-GTP, Al-P, BV /LB %
ORPE) ZFEHT D5 &,

SEIEE (MR L ITEBHRAERZET) FOEERIREENS bbb
ZENHHOT, EFICIROEF OFBEMHRT 52 L, £, IROEFEN
RBOOLNTHEGEITIR, HONCEREEL =2 T2 KO BEBLEET HZ &,
AR OBEGIZLY | WEOGERINIERT 5 £ B 2 bV H kA IR ERE
DHLOLNDZERNDD, BENRDOOLNLLGEITIE, B LEFRIIS LT
BEFHE 70 itk & AR A RO Rl & s U ClE bl 2 8RR Wr 247\ ot
FOSZ & D BWER R B 25581213, AR ORISR, K ORIE RE R
IWEVAIOBRGEZEZRT DL, ok, BIERERLVE L OERGIZEDETE
HOYEERFRD IR WIGAITIE, BB RE AV LISt o S il Fl o8
bLERET DL,

B TR, BORRIN 5 ARRE L T LEERDP BT 22 13 H D720,
AFN OB TRICHRIEHORBUZHSITEET H 2 &,

1 BUBEpRIS (BE 1 BUBEIR S 2 & de) Db bbdu, BERPES 7V F—T &
IZELHZERHLOT, Aig, Fl, EHFEOIEROFEELCMBEEO R+
SEETDHZ &, 1EEREA OGS EREERIEL, AR 8l
O & DORMY R LEZ1TH 2 &,

@  AA|OEERRERIC I T, 556D 9 BRI THMEORHE 217> Tz Z
EEBHBID, ARG TITIEHRICEIGRE THROMEREZ1T I Z &,

12



EFERHEETA N7
Rh7u ) X<w7 (EiaFHBZ)
(BR5E4 : ¥4 FL—F EFE#E 100 mg)
~ /N i ~

2 9428 (£ 248 AKET)
BE A




SR

XL HIZ

AHNOFFE, ERET

i IR RS

FEER 122U T
BehHxtG L 70 D A
BHIZER L TEET & $HH

o s 0N

P2
P3
P4
P20
P22
P24



1. IXTHic

RIS DOF M « ZEMEOMERO T2 DITIE, WS SCEEITIES W2l 7 AR D
BND, 5T, IEOREEFOMEAIC LV | FUREIRS 72 & OHHN 72 3R AR
FFEIMPARINDLH T, 2N O DOEHKNZEICLEREE IR 5 2 L3RR
PE L 72 o TR Y REMEGE S, & O HATTEE 2016 CFEAL 28 42 6 A 2 H BFEERE)
ICBWTH, HEHNERNLEOMHORE(LHEEZX S Z & L ShTna,

R S S, KRR N7 0 7 7 A VB D ESK L & B S R
RHZENRDD, ZOD, HIWEROLZEMICET 2 HERN+0ERT 5 £ TOR,
MHEEGLOBELEEZT D LRI NDBHEICH L THEAT D & & Bz, BlfE
FMFEE LTI LB 2t & D 2 & AN A fE e — 8 O B 24 7= 3 EE R B < A
THZLENWEETH D,

LR T, ATA KT 4 TlE, BIBEESSINE TITHE LTV A EFIRFR -
BHER LR EED & | LU O E IR O feii 70 FH 2 HEE 3 2 8LA & B2 B B %
F RO EFREERT,

RE. RHA RTA 0%, MNIATBOE NEHR G ERE R O, 2 EEARAR
BRARIEE P, — M EE N B ARBRRNEHE S FREdEe FITEENE A B ARME 72 O
— it EE N B AR P O Db EERR LTz,

KGR L IR BHEIES - XA F— X EEENE 100mg (— 4 - XA T e ) XvT (B
TRz ))

MG L RDMEXTNE - UIBRARREZ2EAT - T33O IE/ KR e

MBERDAERORE - @BE . AR, XA7nr) XA~v7 (B rHfiz) LT, 1
[0 200 mg % 3 3 H][FE MR XX 1[5 400 mg % 6 3 [H[E R T 30 47[H
DT CARTEERET 2,

B 3E W oE % & MSD Rt




2. ARIOFK, 1ERKERF

XA M—F RIEEE 100mg (—#4 : _AaT7r ) Xv7 BIEFHEL), LT IR
Al EvyH,) 1X, PD-1 (programmed cell death-1) &% d VU 4> KT % PD-L1 KON PD-
L2 L OfEAZEH#EREST S, b MbIgG4 £/ 7 n—FAHEKTH 5,

PD-1 FE81E T MR S B AR A 2> Dk 2 72 D12 2 AR 23 R 9= 2 T2 70 S s il 4
AA »F T, PD-1 (F, EFEZREBIZEWDCEER T MildoMiamicgE L, 3om
P& SO % B e A X TRl 72 oS OS2 T %, 7B, PD-1 13U v R Eff
AT DI LICE Y PURZERICL DV 7P vmiZEa AN+ 22 /K CTH 5, PD-LI
DIEFMHMIZIB T 2HBUT DTN TH LD, 2L OBAMIETIE T Mlao@ s 2Mmz
DI EBENZHBLL TWD, DARIRIZI T 5 PD-L1 O &7 8%, B RbaR. .
A . SO, FE/ NI ATE 72 & DA Ze WA TTRARK 7 TH Y | KW AfFE
& OMBEERRE I TWD,

B OB A DGR T#% & PD-L1 BB OFHEEAMN G, PD-1 & PD-L1 ORI
DEEERRIC W T EEREEI 2 5 Z L OVRIBR ST L H7- 7203 ATEIE D, &
LTHIfF ST 5,

AANL, PD-1 & PD-L1 X ONPD-L2 Difi U T2 ROFERZLESTH Z Ll kv, [EE
WU NBREE T OSSR ENE T U L SERATEM L &8, HUEE % 2 FE b
T2 Z L THEENRARET D,

HAN DRI 25 < MBIE DS RIS & B BIERIS 2 B & b, B UIET I
5 TS B B, ARIDR G R O EHRICIT, BEOBRE HTT, BiNR
&N B AT, SR L7 TGS U7 SRR 2 il & BB A FE O IEAT L S LTl
OIZRERIRBIN & 1TV B ORIERIEIC & % BIEA B EDN 5 B AIIE, IR R AL
LA GO R E AT ) LB B D,



3. HRPRARE
YIBRASRE 72 1T « FF3E D FE/ N itiJes D AGREFIZ 3l 2 17 - 72 E 72 WK RER O iliis &
NE IR

(B 2]
OEBILFEFH MR (KEYNOTE-024 #5R)

LFPRIEIE D 72\ EGFR B 1n - A M2k | ALK @G B 15 1-Fat: & O PD-L1 Btk (PD-
L1 2388l U7 fEEAEs S %G (LR TTPS) &EW9,) =50%) OUIBRAEEZRiE
1T« B OIE/ IR it B 305 B (HASA 40 Bl & de) ZxtBIc, A 200 mg 3 18
kR (CAF TQ3W] &5, ) HEDH R L RMEN, 7T FF 8K 2 & i
b=k (LLF [SOCT &9, ) ZRHHRE L TRET SN, Zeds. RN T A
TR BT GAIT, BT 2 R T RER D3GR 8 B IR WSRO RRIRIZZEE LTV
% B CIE, RIBILARE OB REAR CHR BT B DD £ TARAIOER G 2 kst § 25 2
ENATRE L ST, EEEEETE B R MR EE IR (LLF TPFS) S o, ) | EIREE
I EIE AW (BAF T0S) &), ) & &iv, RJNET 7 F 8K % & T b
B LC, PFS, KUNOS (FHfEfiENT) 2 A BEITIER LTz,

*:24 A ECHRESNIEBARAROREEZTIL L, 0%, ERETHRD ONHE
T EHBTE S L EANT,

#1 FiRE (KEYNOTE-024 3RE)

A 200 mg Q3W 777 TR
(154 f51) ALk
(151 1)
R (A ] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ N — R 0.50
(95%CI) (0.37, 0.68) —
P " <0.001
hoviE [H ] NE NE
(95%CI) (NE, NE) (9.4, NE)
0s™ NP R 0.60
(95%CI) (0.41, 0.89) —
P fE" 0.005

Cl: XM, NE: #ERHA, *1 : RECIST A FT7 A > 1.1 MUTES S MSr e, *2
JE5I] Cox eI NV — RET WML DT T FFHRAIEETefb PRI L O, *3: @hln s 7 v
T RRE. *4 MR O — % 201645 H9 ANy AT



100 psc
90 - ™ — EFFI00mE 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 s & 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 OSOHH T DKaplan-Meierii#t (KEYNOTE-024385%)
(PD-L1BME (TPS=50%) D EFHER)



@IFEBEILFE S 1 /M AHER (KEYNOTE-010 #5#)

7T F TR ST LFRIERET 2895 PD-L1 B (TPS=1%) OUIBRAHE/2 i
1T - R OIE/NREEE 1,033 ]l (HAN 91 filxETe) ZXF5102, AH) 2 mg/kg
Q3W # 5T 10 mg/kg Q3W G- DA MR VLZatEn, Fe&Xerxkfy (BT
DOC] & 9H,) XL L TREIENTZ, Zed. BGRHN TR EETHRD btz
BAIT, BT 2R TIER DD B AR WED RN L E LTV 5 BE TIE, KE
LI DGR TR BEI TR B D £ TAAIO B Gk &2 alE & Sz, TERT
IE B 13X OS X OVPFS & &4u, AFNEL DOC Ll LT, OS A EICER L,

*] : EGFR & fn 12 RGME L ALK @A BG5BT, 77 F 8K %2 Gk
VLI L DIRRIEICIN 2. £ E 4 EGFR FHEIEA X% ALK FHEMER 269 2 fuEtt
NEIGEANC K DIREEZ AT 2 BEDMAAN LI,

¥ .24 A ETHREENEZHAIARORE G EHIE L, 0%, FREETHRD b5
BlICEEGERTE L ENT,

#2 FiIMERE (KEYNOTE-010 3RE%)

AHA| 2 mg/kg AFAl 10 mg/kg DOC
Q3W Q3W
(344 1) (346 1) (343 1)
rhoefl (A ] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
0S | ~H#F—Fpn 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P " <0.001 <0.001

Cl: ZHEX. *1 : B3 Cox bl Y — FEF T LD DOC & DL, *2: @hla 75 7k

E

100 =
90 A A ——— &3 2 mg/kg Q3W
80 F310mg/kg Q3W
70 1 — REFFEIL
& 601
E 50 1
40 . "‘Hu TR TTE Y
301
20
10
0 LALARALLLALALLELLLLLLLAL) LLALLLLLALALRILLLLLLLL L LLALLIL LRI LLLLLL L] LLALLULLLLLLLLLULILLLLL] LLL LLLLLL}
5 10 15 20 25
at risk¥y EFRMLA]
F# 2mg/kg Q3W 344 259 115 49 12 0
FH10mg/kg Q3W 346 255 124 56 6 0
FEFFtIL 343 212 79 33 1 0

M3 OS DE#MMEITE D Kaplan-Meier i (KEYNOTE-010 3R5)
(PD-L1 Bt (TPS=1%) DHBRELER)




QEFRLF S MFHFER (KEYNOTE-189 #iR)

{LERIERE D 72\ EGFR A6 A REEM K Y ALK @ éE 5 O UIBR A G 7ok
17 « H3EDOIERE LRI/ N mnE BE 616 6] (HAN 10 iz &te) ZXI5Ic, KK
200mg (Q3W) | XA hL-FE KT RU T AKF) (LT =AML XEFR] L9, )
BT T FFRA| (VAT TF oI HNRTTF ) OPFREE (RAIGEREE) 1o
BRIER OZEVER, 7T 8RR, XX L%t KR T FF A OHAES ((LFE
IERE) 2ot L —EHEMRABR ORI SN, Mte b, 777 F AT Y EAL
DREEZTEIG®RIRL, BEIIHRK4 a3 —RAFETE L, 2B, B CHREETFR
D O AT R REIT 2 R TIER RO DR WEDREIKRMIICEE L TN D EBE T
I, RIEILAE O EfGEHAN CHREETHRO D ETERA L AX N3t ROJFHES
ZAkfEST D Z EFREE IS, FEFHMIEEE L OS KUVPFS & S, AHl <A b
Lt REOT 7 FFRBOMHAZE G777 ER, <X Xt REOT T F A 0
DFREEE- & e LT, OS K OVPFS # HEIZHER LT,

*1 0 ARHI200mg, Ak LFE R 500mg/im?, AT F 75 mgim2 XNV T T F
AUCS5 (mg -+ mL/min) DOJIEIZ Q3W (% =2—AD 1 HEIZEE) T4 a—2&5%, K
#1200 mg M2 A kLt K 500 mg/m?2 78 Q3W TG-Sz,

*2: 7 TR, XA M LFE R B500mg/m2, AT T F 2 15mgim2 xR T T F 2 AUC
5 (mg + mL/min) DJIEIZ QAW (%F=—=2m 1 HHIC#E) T4a—2HfEE5#%, FI+¢
REOANA N L& R 500 mg/m? A3 Q3W T h- & iz,

*3:24 WA ETEREESNIZGEIIARORGZHIE L, 2%, EERETHERO b
AlcEGHHETELZ EEE T,

#3 A3MREE (KEYNOTE-189 35R)

AHKIOF FH#E o= 30 5
(410 1) (206 1)
R (A ] NE 11.3
(95%CI) (NE, NE) (8.7, 15.1)
0s™ ANHP— R 0.49
(95%CI) (0.38, 0.64) —
P " <0.00001
i (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 : FRBIREOT —% 2017 11 A8y AT, *2: 8
B Cox WHINY—FRET ML DT TR, XA FLFt REOT T FFRIAGERLFEED
OFRRE L oL, *3 @Rl 7' Z 7 BE, *4 : RECIST A4 KT A4 > 1.1 USRS ERT
HRNT H Y]



at risk#%
AFI200mg Q3W, N
ANVFERRUTSF
TREGRLEEE
TSk, RAMNFE
RRUTSF+EEIHA
1|25

20 ] —— FE200mg BW. RARLFERRUTSFHRAIGBILEEE

10| ——— 75tk "ANFERRUTSFFRAIHBILEEE
o | f T T T T T
0 3 6 9 12 15 18 21
S 1FHRE 8]
410 377 347 278 163 71 18 0

206

1683 149 104 59 25 8 0

X 4 OS OHFREEHTE D Kaplan-Meier Bi#f (KEYNOTE-189 38%)

at risk®

AR200mg Q3W, ~
XRUFERFMIDL
XKMRUTS57 88
TS5k, RANEE
RFMOLKERRY
757 1EA

100

90 -
80 -
$ 70
“60~
i ]
*HSO
g 40
§¢ 1
&30
20
10 A

— ERAE QIV, SANAEEFMIOLKEMRUT ST T RA
—— TR, RAMNSCRF NDLKIORRUTIF RN

206

g T
1—9———1—-'———1
......... e S e A« N .
3 6 9 12 15 18 21

140 80 40 16 3 1 0

M5 SHTPRHEREIZES PFS OfEf#ENTEO Kaplan-Meier Biff

(KEYNOTE-189 35%)



@EFRL R F MRS (KEYNOTE-407 #ER)

{LFRAERED 72 BIBRARREZR LT - FRI8 O RF LRI/ N s B 559 5l (AA
AN 50 Bl & ETe) xR, AHF200mg (Q3W) . HIARTTF L ROV Y X FE)L
XiF 7Y 2xtn (A7 I EER) (LT Thab-PTX] v 9H,) OfFH#&ES (K
HOFAEE) P OFMER NLERMER, 7T 8R, INVRTIZF RO Y ZF /LY
IE nab-PTX OOFHE G ((LAFER) 2 25 e Le “HEMRRR TRt S, mifE
Eh, N7 Y Z XL NIT nab-PTX (%, #HYERIVEE ZEITERL, F513HK4 =
—ZAFETE LT, 7ok, HEFHE CRAEMEITHRD bNATEAEIT, REETZ 90K
DR BV NWEDEFIRIIZZEE LT 5 B T, RIBILLUE O B FEAL T EET N
RO OLND ETARANOKG 2kt T2 Z ERAHREE S, FEFHMEEE X 0S X
PFS & &L, KA, WNKRT T F 2 RO Y & X8 /L T nab-PTX OOFABEE1X 7 F
YR, DNVRTTZF U RORT U Z X80 L nab-PTX OFFHEE- & i LT, 0S &
O'PFS # 4 BITIER L7z,

*1: ARAI200mg, 237 U 2+t /L 200 mg/m? X i nab-PTX 100 mg/m?, 4 /LR ~7Z F > AUC
6 (mg - mL/min) DNAEIZ Q3W (KA, /X7 U EZ XL KRANRT T F o A35Ea—R
?1HBICES, nab-PTX Z%a—AD 1, 8, 15 HHILEKE) T4 a—xEhH%, K
#1200 mg 2% Q3W T G- sh -,

*2:. 7R, /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 IV K OHIVRT T F o N3E&a—AD
1 HEIZHES, nab-PTX (3£ =a—AD 1, 8, 15 HEICZHKE) T4 a—2E5%, 77
TR Q3W TG STz,

*3:24 W A ETEREESNTEGAEIIARORGEEZHIEL, D%,

BlCREHEATELZ Z LI,

TREEIT SR b

#F4 BEHRE (KEYNOTE-407 35&)

AAKIDF L (bR iERE ™
(278 1) (281 1)
i (A ] 15.9 11.3
(95%CI) (13.2,NE) (9.5, 14.8)
os™ ANAF— 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 VL DT TR, WIVRTTF U RO U X FE/L T nab-PTX
OOFREIEE Oz, *3: J@hle 7 Z > 7 FE, *4 : RECIST A4 K74 > 1.1 fIZES ER
RS A Y]



100 - =
90+ N
80 1
200
X 60 3 '\-,iq
B 50 t,
N_| 4
30 __ lH+H
20 i
1 ——— NG W, HLRTSFYRUSIUTF LR nab-1$7U9+
18 1 ——— 75t AKTSFYRTIIUIF LR dnab-IT7U9F Ll
0 3 6 9 1.2 15 18 21
at risk#y EFHRELA]
FH(200mg Q3W, Ak
T3FURGINIVIFEI 278 256 188 124 62 17 2 0
Ridnab-IN7U 9%
TS5k, AVRT5FY
RUNIUIF IR 281 246 175 93 45 16 4 0
nab-IN7U 9%t

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

100 1

90 | — NG QW ALRTSFYRUISIUIE LI nab-17 Ut
1 \L-\‘ ——— TStk AKTSFYRUIIYSF LI Enab-1t7U T F I
80 1 \
X 70 e

10 — T e
0 T T T T T
0 3 6 9 12 15 18
{5

A#I200mg Q3W. Ak
T5FIRVTINIUIFEI 278 223 142 57 23 5 0
Rignab-N7U 9%
T35tk AbRTS5FY
RUNZUIF IR 281 190 90 26 12 4 0
nab-N7U9%t)l

X7 BERTHRRHEEIZLD PFS OH T D Kaplan-Meier Hig
(KEYNOTE-407 #5%)

10



GEBEILFFMAEFER (KEYNOTE-042 #5#)

LB D 72\ EGFR A6 T REaM, ALK BhE B 5 1M & OV PD-L1 Bt (TPS
=1%) OYIRARERMELT « FROIE/ NIt B 1,274 B (HARN 93 Bl &te) %
RFGAT . AH 200 mg Q3W & 5- DA MK Ok, 7T FF A2 & e fb k%
XL L TRET S 7z, 7eds, BN CHREBEITTNRD SN HAI1C, KEEIT 2R
FIEIRAZED SR WVEDRERANCZEE LTV 5 BE T, WRIEILLE O B 3T TR R
TR LN D E TAANOE G 2k 5 2 LN ATHE & S, EEFHEE H 1L 0S
&St ARENLT T F K E ST FREE L R LT, OS #HRICIER LTz,

*: 24 WA ETERG INTGEIIARFORGZH 1L L, 0%, EEEITHZE D b -Ga
CEGEBATES L L ENT,

&5 AMHHE (KEYNOTE-042 3E) (PD-L1BBME (TPS=1%) DRBEEM)
77 TR B G Te
AF 200 mg Q3W (g
il %k 637 131 637 1]

o e [H] 16.7 12.1
;;S%i% os°! (95%CI) (13.9,19.7) (11.3, 13.3)
(4 ) ANP— R 0.81

(95%CI) (0.71, 0.93) —
P ffi™ 0.002
il %k 299 % 300
o e [H] 20.0 12.2
OT)PQS_;;Z 0S™ (95%CI) (15.4,24.9) (10.4, 14.2)
- NP — R 0.69 B
(95%CI) (0.56, 0.85)
il5 338 4] 337 $3
o thefiE LA 13.4 12.1
Sziggzgéf 0s™ (95%CI) (10.7, 18.2) (11.0, 14.0)
- NP — REE™ 0.92 B
(95%CI) (0.77, 1.11)

Cl: EHEXRE., *1 : PR OT —% 201842 H 26 H A v b4 7, *2 1 @RI Cox Hefil
— RETNWIZE D77 FH A ETALFHIE L O, *3 . Bhln 77 v 7 RE

11




100
90 - s — FFI200mg Q3W
80 - N ——— F5FIEEESLIEEL
70 -
& 60 -
ﬁ 50
# 407
30
20
10
0 T T T . . T
0 6 12 18 24 30 36 42
at risk#% ErERLA]
AEI200mg Q3W 637 463 365 214 112 35 2 0
T5FFERRSOEEE 637 485 316 166 88 24 1 0

X8 OS DFRIENTE D Kaplan-Meier Bi#f (KEYNOTE-042 3{5%)
(PD-L1 B (TPS=1%) DERELEM)
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[Z4xtt]

OFE BRI R NS (KEYNOTE-024 ##)
HERRIIAFIRE 148/154 5] (96.1%) I O} SOC #f 145/150 ] (96.7%) (258 B, 15
B & ORI RBIR NG E T WA FRHRIL, £ 113/154 4 (73.4%) K O 135/150 )
(90.0%) ITFEH BNz, WTNNORETHILERD 5%LL LORIEMILITERD LB ThHh-o

776

K6 WTNHLORETHERED 5%LL LORIEA (KEYNOTE-024 3Bk (REMEMIr S E£H)
FRERIKS¥E (SOC: System B (%)
Organ Class) AHIEE SOC B
FEAGE (PT: Preferred Term) 154 4] 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)
MmEIs LY >R fmE

2y 8 (52) 3 (L9 0 66 (44.0) 29 (19.3) 0

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

i R ERIRA iE 1 (0.6) 0 0 34 (22.7) 20 (13.3) 0

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

FR A e U E 1 (7.2) 0 0 0 0

FCR IR AR AR T E 12 (7.8) 0 0 1 (0.7) 0 0
B

(XA 6 (3.9 0 0 17 (11.3) 0 0

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

D 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 n: 4 (26) 1 (0.6) 0 30 (2000 1 (0.7) 0
— % - AHEEER L OB G O R EE

I 9 5 (32 1 (0.6) 0 11 (73) 2 (1.3 0

95 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
IR 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 =8 3 (19 0 0 15 (100) 1 (0.7) 0

AF BRSO D 0 0 0 20 (133) 6 (4.0) 0

M IR ER D 0 0 0 18 (120) 9 (6.0 0

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

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

K~ 7' x> U A 1 (0.6) 0 0 9 (6.0 0 0
AR X O ALk 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, HERE K OV RS

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

i EE 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 (20) 0 0

13



¥, ARFIFEIZI WD CHIE ML 9 61 (5.8%) . KB - HED i 8 i (5.2%) |
PRI (7 v« NL—IEERESE) 261 (1.3%) . IFHEeRE 22 4 (14.3%) . Uk
IRHERERE S 21 5 (13.6%) . TEEMAHERERETE 161 (0.6%) . 1 AUHESRYHE 1451 (0.6%) .
ERERETE (PR R EMER %5) 161 (0.6%) . FEZE 161 (0.6%) . Ahde - REHCT
fRSEIL 161 (0.6%) K TN infusionreaction5 1 (3.2%) AiR b7z, £7z. BEDKE
frst (R RERERSERAEMERE. SIEALBE, JEREIES) | BIRMRekaE, EIEM I, M
K- BRSSO, DR, PRI R VESREESR . R I M OREEER
BRSO b o 7o, REWERRBURILIZESESE S (BRREERY 25T) 25T
IR ERT,

OIE BEIL[F 2 /MR (KEYNOTE-010 #5#%)

HEFERIT 2mg/kg Q3W Ff 331/339 151] (97.6%) | 10 mg/kg Q3W ¥ 330/343 51 (96.2%)
K OYDOC #£ 297/309 i (96.1%) 12788 H AL, {RBRIK & ORREBMERNGE TE WA E
FRIL, FNEI 215/339 B (63.4%) . 226/343 il (65.9%) TN 251/309 i (81.2%)
IR BTz, WT IO RETIHIELED 5% EORIWERIZ TEDO LB Th o7,

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

ZRERIKRSHE (SOC: System B (%)
Organ Class) 2 mg/kg Q3W ¥ 10 mg/kg Q3W DOC ##
JEAEZE (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
EIEH 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

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

FER IR AR AR T E 25 (74) 0 0 23 (6.7) 0 0 1 (0.3) 0 0
B GRS

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 N 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 - AHEER L OB GEN O RE

e 3 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 P 5 (15 0 0 4 (1.2) 0 0 21 (6.8) 0 0

FEEN 10 290 1 (©03) 0 14 (4.1) 0 0 17 (655) 1 (03) 0
BRI AL

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 R 7

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

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 BE & TN 10 mg/kg Q3W BEICBWCENZE ., RV MENizE & 15 4
(4.4%) K146 (4.1%) . KRG - EEO RIS B (1.5%) KO 24 (0.6%) . =
FE D Rz [ = (B2 R REREIRAE e, 2T ALBE, JE RHEIESE) 1 41 (0.3%) KON 1 41 (0.3%) |

14



PRI (X7 2« N U—IEERES) 2 61 (0.6%) L ON3 B (0.9%) . AFH§RERED 23 51

(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 (RMEREMB RS 4 4
(1.2%) KO0, WK 161 (0.3%) KO0 B, sk - BREUmaAEE 161 (0.3%) KO
0 #1, infusion reaction 2 f5] (0.6%) MK ON6 ] (1.7%) NiEDH NIz, £-. HIEAHES
SE, M2 - B, S E DMK, Ok, N/ MBI PESREER . FE iR M OY
IREFEREE LTGRO DR Do T2, ARRIVEAFSBUR I X B EFS (BRARMR AT 2 5 Tr)
EEDERRERE TR,

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

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

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

8 B BIIK ¥ (SOC: System B (%)
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 (919) 193 (47.7) 9 (22) 183 (90.6) 80 (39.6) 2 (1.0)
MR LY RS
=il 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
FEENE AT P BRI I 25 (62) 24 (5.9 0 4 (20 4 (20 0
i Bk iE 22 (5.4) 8 (20 0 12 (59 1 (05) 0
1 A 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
VRIREE N 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
ISP 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 HE 53 (13.1) 16 (4.0) 0 31 (153) 3 (15) 0
P T7 134 (33.1) 20 (4.9 0 62 (307) 3 (15 0
FERE DI 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
fE e 20 (49 1 (0.2 0 10 (5.0 0 0
B AR AL
ALT #3n 38 (94 2 (05) 0 16 (790 3 (15 0
AST #7 28 (6.9) 0 0 10 (50) 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 IR 5348 (SOC: System B (%)

Organ Class) AR AR {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
EEXE BIES 84 (207) 4 (10 0 42 (20.8) 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
Rk X OV T ARk
Bz i W 11 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 T RIVEPEME 16 1] (4.0%)  KAGZ% - FEE O T 20 41 (4.9%) |
fRgfEE (77 2« N LU—EGIES) 10 1 (2.5%) . ITHERERESE 62 1 (15.3%) . HIIR
AR REREE 32 (5] (7.9%) . FEEMAHEAERETE 2 61 (0.5%) | EIEFEEEREE 1 41 (0.2%) |
1 ApERRI 151 (0.2%) | BHRERETE (RS HIEMERE KE) 2561 (6.2%) . XK 2

(0.5%) K N infusionreaction5 fil (1.2%) MR HNT-, 7o, BEOLEREE (KF
AERARIE AR . ZIALEE, BREIES) . Ak - BRRUTAlARE . BEM e, MK -
BEBSE . S E DS, DA, SafE M MR PSR B . PR IR i e OVIRZFEREE 13
R BT o tz, REIWEARBURIIIBIE 5 (BEMREMRY 25T &5 ieEit
fERERT,

@[EBE L [F ZE A RER (KEYNOTE-407 #5R)

HEESIIARKIRE 273/1278 1] (98.2%) I ONXFHERE 274/280 1 (97.9%) (258 H AL,
IR & OREBUEDEE CERWVAFFERIL, EhEi 265278 5] (95.3%) KO
249/280 5 (88.9%) (2388 BTz, WTNNORETIILRN 5%LL EORNWEIZ FRD
LB Thoi,

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

# B BIR7¥E (SOC: System Bl (%)
Organ Class) AAIE AT HE (b PEERE
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
FEENE AT PRI 14 (5.0) 14 (5.0) 0 10 (3.6) 10 (3.6) 0
F f BB e 23 (8.3) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
1 A ER R i 97 (349) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
/NS SiE 81 (29.1) 18 (6.5) 0 58 (20.7) 16 (5.7) 0
Wy s 5
FHR IR RE TUESE 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 Wb
(& 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 (306) 2 (0.7) 0 71 (25.4) 3 (L.1) 0
/AR 36 (129) 1 (0.4) 0 25 (8.9) 3 (L.1) 0
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#aBBIX¥E (SOC: System % (%)

Organ Class) ARFNOE R e==2-30s
HAEE (PT: Preferred Term) 278 {5l 280 i
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
— - EHEER 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 AT

AST #471 14 (5.0) 0 0 5 (1.8) 1 (0.4) 0

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

1R 23 (83) 5 (1.8 0 16 (5.7) 6 (2.1) 0

P i Bk H k) 30 (10.8) 11 (4.0 0 28 (10.0) 10 (3.6) 0
R L OveskhEE

EEXE 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

7 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 — 55 (19.8) 3 (1.1) 0 37(132) 2 (0.7) 0

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

KR E =2 —n/3F— 31 (11.2) 0 0 36 (129) 2 (0.7) 0
G R X OV T AR &

it 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

7pF. ARAIBEZ IV TRVEMEMIZE R 14 41 (5.0%) . KB - EHEEO T 14 1] (5.0%) |
MRS (7 2« N L—JEERES) 55 6 (19.8%) . JHBERERETE 26 5] (9.4%) . HIR
IRHERERE T 31 61 (11.2%) . T EEMAEHEEERET 2 41 (0.7%) . BEHrEkES (R MEME
BLREE) 6 (2.2%) KON infusionreaction 6 5] (2.2%) MR BiT-, 7=, EEDKL
JEREE (REREAMEGRE, SZIRLEE, BRRIESE) | RIBREREREE. 1 AUNEIRN,
K. ok - MR RLARE, BHAERIESE, MR - BEREAE . 589 Ak, DR,
M NI PSRBT . FA PR M OVRIFEREF IR B e n o 72, AREIVEHRELIRL
FREER (AMEMERT A E5) 2a0EiERE =T,

GEBRIHFEFH IR (KEYNOTE-042 i5k)

HEREGIIAAIRE 610/636 1] (95.9%) K OMbLFHILRE 606/615 1 (98.5%) (2788 &
L. IRBRIE & ORRERA G E TERWAEEFEFRGIL, 221 399/636 il (62.7%) &
1*553/615 ffi] (89.9%) (ZFB¥ HALIZ, W DORETHBLRAN 5% EORIMEMIT TR
DEEBHTHoT,
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£ 10 WA DR TREAREDN 5% LOBIEA (KEYNOTE-042 #ER) (ZRMEMITsTEEH)
B RIR 34 (SOC: System % (%)
Organ Class) AHIHE #== 375 it
HARFE (PT: Preferred Term) 636 14l 615 14
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4 Grade Grade3-4  Grade5
EEEH 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

1N SiE 3 (05 1 (0.2 0 56 (9.1) 10 (1.6) 0
i

FRR IR RE TUHESE 37 58 1 (0.2 0 1 (0.2) 0

FOPR IR 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 - RFEFER L OB G OREE

77 iE 27 (42) 3 (05) 0 60 (9.8) 10 (1.6) 0

9 55 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

It 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
Rt L OGS

AR 40 (63) 5 (0.8) 0 109 (17.7) 9 (15) 0
B R B L UG A Rk

RA i 27 (4.2) 0 0 46 (7.5) 0

PR 20 31 1 (0.2 0 50 (8.1) 0
PR RIEE

KM= 2 — 1 R — 1 (0.2 0 0 50 (8.1) 5 (0.8) 0

KM = 2 —a " F— 3 (0.5 0 0 41 (67 6 (10 0
MERgs . MaEREs J OERm R

Jitifig e 43 (6.8) 19 (3.00 1 (0.2 0
R X OV T A RRRE

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 61 (7.7%) . K% - T O i 10 41 (1.6%) |
EE OGRS (REHBEIREGRE, 2B, FARIES) 161 (0.2%) . MRS
(7 v« NU—EERESE) 1] (0.2%) | HFHEERETE 76 1 (11.9%) . HRIREEEERE
%02 5] (14.5%) . T HEIAFEAEFEE 34511 (0.5%) . BIEHEREREE 341 (0.5%) . EHERE

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

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

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

HOERGBEIE, MA% - BT, 5 & O B,

Se e M /B> PESRBESR VA K

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

Ea DR R 2T,
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(M- AE]

KB OFEEFFEYEREET AL EZFMA LY I 2 b—2 3 02XV, KK 200 mg %
Q3W, 400mg % 6 FMMHE (LT TQeW) &9, ) XiX10mgkyg (KHE) % 2 @[
Mk (LT TQ2W) L9, ) TG LZBEOARF O g PR ESRG S, ok
R, AH 400 mg & QW TH L L7ZEROAF D E HARRBIZ I 1T 5 Mg P (LA
T Cavgss) &9, ) &, AHAI200mg 2 Q3W TH G- L72FED Cavgss & HHEIT 2 & T
Shiz (F#) . 72, AH400mg % Q6W TG L 7= ARHKI D EHIRAEIZ I 1T 5 %
E G FIREE (LLF TCrmaxss) &VM96 ) 1. AHAl 200mg 2 Q3W THeH- L72BED Craxss
R L CREAZ R T E TSN OO, HARNBEIZB O THBEMEDRHER I LT
LR - HETH 5441 10 mglkg (FHE) %2 Q2W THE: L72EED Craxss & Ll L TIK
EERTETRHENZ (FR) . S50, EERAHRERE 252 I2K4] 400mg % Q6W
TG L=/ BTHERER (KEYNOTE-555 i) 1 0 5 7= 34 HES < RpydEhne
WNIA=2T VI ab—ra AR THILTCEYEIRE T A—2 LHEILT- (TR,
Iz T, BEOFEEIZIT 5 EERABREGE IS D& | ARFIOlRER & & A XL et
& OR#EZ R DIRESST T VPERE S, Al 200 mg 2 Q3W X 400 mg %
Q6W TH 5 L7-fROMRE & & A T2 et & O #EIZ DWW THRE S ok R, bk
SEORE - HEOM THNE R ORI e 22813 v &Pl &z,

K11 FAOKYEE T A —F

[ Comr Cave Coni Coras Coes Coninss
(ug/mL) (pg/mL) (ug/mL) (pg/mL) (pg/mL) (pg/mL)
200mgQ3W! | (oo Vi | (77981 | (76183 | (917 041) | 498510 | (308 3L4)
400 mg QBW! (12;?24) (32.%??2.7) (10.%1(,).50.8) (14??49) (SO.i?gl.S) (19.%3??0.9)
40(09‘*2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:2;4) NA NA NA
OMAOOW | gy | i | i | wmam | s | sy

+:n=2993, 100 BID ¥ I = b—3 3 I K0 BEH ST 8 FEO YL (2.5%05, 97.5%450) | Cmax @ FIEIE
H#OEEIMIEFIRE, Cag : PIEIR 55 O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B I AR 7 H i

I @ 56 il DRATEIIE  (95%15 HE X [H])

§ : 41 Bl RAEEIE  (95%(ETHIX[H)

NA : %7 L
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4, FEFRIZOWVWT

AHFNO I P G1Z%F LT, KBS & U CTHERARERE (SFFE) At i
HZ D, YRR ZEYICER X AMHFE THIMNER DD, 0 LT, EHEMY
A 7 BGEHE (RMP) (ZHD & AHI OB G 22 SV RE G B~ D i )R 23 & 2 Hi i
Tho T, REIORGPEE) I BF Z W - FrE L, AFIOREIC LY BEEZ2REWEH%Z
L LTSRS T D 2 BB T2 LT OO~@D TR T A7z I Mgk (2B T
fFHT L& TH D,

@ #EHRIZHOWT

O-1 F@o (1) ~ (5) m#hﬁ_&éfém Y CThHDHI L,

(1) EAEFBREDEET D03 ABEEERLS RS (BRE RS A S HE LSRR
%ﬁﬁh%ﬁ@%mﬁ%ﬁ\ﬂﬁﬂmﬁﬁrﬁﬁk)

(2) FrEMSHERRE

(3) HBENFIRAENFRE T DA BHREEEREE (DS ARSI T, S AR
W 19mBE. 2 A HEE R 2 &)

(4) ARACFRIEEZRE L, SRR 1 U R FHEINR 2 O it a% FL
R D 21T - TV B fitiak

(5) PUIEMEEEEF AL 7 A BRINEL OO it g B I AR D JB H 21T > T D Jifiak

O-2  fifiE DAL SHRE K O] 1’EFH§°§£%H#0)§<TFE Ty IR & R RO ERT (FR D
WFINICRE S T D IERN) 23, B2 RBOARANCE T HEROEEE L L TRESH
TnnHZ L,

*

o [ERIRFFISR 2 FOPWHEZE T L72iRIC 5 FLLEO D ATBIROERIRIHE &2
ToTWDZ &, 96, 28U LT NAFYRERZ T & UEIRIES - OIHE %2
ToTWHZ &,

o [EARFFESE 2 FOMMINHEZE T L72RIC 4 L LORKRERZ A L T\ D
Z&, o 3ELLRIE, DD AVERYIRE A S PRSI S DO BRIRIHE 24T -
T2,

@ BENOERBFEREHEOEHNIZOVT

3R L A FRICIE 4 5 BYEA DS S, BUERAZE D OB A, Ao - &«
EMEEIREIE R OB IR CNERE 5T DI miE i, FEESRNRE LGS 0RE
EF, SNECMNITON D IREINE > TWDH 2k,
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@ BHEA~DOXIRITOWT
@-1 MM EEd % Bl

[V MR B O EEE R BIEA AL L72BRIT, 24 WFRIEZIERIRTHI O T, 2% X
IREEE R VT, FEEL LIRSS U CTABRE B O CT D RIEM Q#5424
HAMRADRERD Y B PG O I, EBISIS T RER AR 8-> T\ Z L,

@2 EEREHEICLI>AEFSAMNISICET HEH

ARSI HE D 2 B 2 sk R OB RE 2 AT D IR FE DNEER =XV v 7
EHEOITEIROA T ) —= T EITOERE & #REZ LG TE 5 F— AEFRRH] 235
ESNTWDZ L, B, BIEHIZHOWT, NABRE & ZOFBEICHDITEAmMmENT
WhHZ L,

®-3 BIfERADOZW LRI LT

RIWER (FEMEMZEEISINZ . KIBK - /NGK - EEO TR, TFEEREREE - mE b EiE
EREREREE (R BB RE) . NowkEE (FEAEREREE. FUREERE
RIBREREREE) . 1 AUBEIRIN . 5 & MR, Mk - BIEUTBARIE, Rk, BE DK

(HPFgEMER AR RE . BRI ARE e . ZTALEE, FRIEIASE) . infusion
reaction, 7% - Bl . BIEMHEIE, MRS (F7 2« NU—IERIES) . DR,
HRE 7 MR P (G M/ MR A M SR . PR i, JRIFERSS . IR ERIE ) |
MERE BIEMERE, FEEZSE) 1Tk LT, Yakhiak )UFr BB O P 4 A3 5 = Al
EEEEL (BUEHOZWoXISICE L THRER OEEZZ TN KT HH &) |
EDIZE YR LE D T E DEHIAE - TWD Z &,
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5. EXH LD RE
[H2hEIZ B+ 2% F1A]
O ARFIOBMBEGIL FROBFIZBNTHIMEN RSN TN D,
o ALFRIERED 72N EGFR Bin AR, ALK &8s 12 & O PD-L1 5
P (TPS=1%) DOUIBRAREZRHELT - I DI/ R s B
o TITFFHIKEETALTRIERE A AT 5 PD-L1 Bt (TPS=1%) OUIERAHE R
HAT - RO/ NatE RS (7o, EGFR B2 BIGME ALK fhE &
GO BETIE., FNFN EGFR F 12 20 % F—PHEH T ALK F 1
v —VHERIOIRERR G 5 BE)
72k, TPSIFRAT7 v ) X~ (BB HHEZ) oar =4 2 (E4
PD-L1IHC 22C3 pharmDx [ =] ) ZHWTHIET HZ &,
@ AAOMOHEMEEEA E OFHE ST FTRRORF BV TEER RS LT
o
o AR LMUFE REORTZFFHAIL O HEE  ALFEIERED 72 EGFR &
B EREMER D ALK BE s 1O UIBRREERHELT « BROIER T L
N Rl e
o HWNKRTTFURONT Y ZFENNiEnab--N7 U XX LS b
B O 72 OUIBRARE 7R AT - T O R R IR/ N it B
@ ALTFFRIERE D 72\ WHETT « B O IR/ NIRRT 13, PD-L1#R 4 C PD-L1BME (TPS
=1%) ThiUL, AAOBME G2 EET H & Th D, £z, EELEEIEICT
T DHARMICRIED 2V EF 2 B 5 B ICx LTIE, PD-LIFBURBLIC D 5
T ZNENOMMI R U Tt 2t B L FRE & O G2 BET 5 2 &0
T&E D, B KR OEGIZH T > TX 2R T A 7 A > (B AN T2
EX 2 3 R R
@ TFRCEEY T D BEITKRT DARANOE G K OE A HIEIZ W T, AFIOFHPEN
ML SN TELT, AAOELGXRE RS20,
o INEAMHBREL
o QOTHAAIDAENMENT STV ML OFUEMEIREA] & O P 5

WD 23 WA R T A (AARBESAR) (SBW T, BT A /ST AR > o
(DECOG Performance Status 0~1 2 T 75 g% LA L. XI1Z@ECOG Performance Status 2 2 0 BETIX, %3
HARPUER] (REXXeL%) OBEFIRENPHERINTEY ., 20X 5 REAE T, E bEREICk
LHAREICHERH D EEZ NS,
%2 BCOG O Performance Status (PS)

Score ER

0 | <R <IEB T 5, MWl [F U HHAEESHIRZ AT D,

PIREICI LR IHIR S5 28, SITARE T, BAEEH > TOEEIFTH 2N TE D,

Ul gl oz, wimsiee

BATRIRE CH Y OHEOEY O Z L33 X CTHREEMEREIL TE 220, BHO 50%LL By R T =,

ROENTZHSOHOEY OZ L LnTERY, BFO S50%L EE Xy R+ CiaZd,

AW

E<BHT RV, AGOHFOEIY O LFE TERY, BRIy R iFTHId,
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[ZetizB 4 5 F1E]
O TRICEYTHIREICOWVWTUIARIOREN LD L SN TWD Z b, &5 %217
DN &

@

RFND RS xF LIBBUE O BEERED & 5 B

TERATORHMEIZ B W T RIS Y T D BE IOV TR, AR O#F G 13fELE X u7z

AR

L DOIRFERPUR R R NG EICIRY | HEICAKZEHT 2L 2BETE S,
MR B OA P UIBE E D & 5 B

I 0 1] 5 A A C TR B & R 00 D BB e OB B 0D St i it i 2 <0 S e 1 i ¢
FEOMMIZRIEMEZE N A LN D BE

H O ERB OO, SUTEMR 2 L < IXHHMED B oz iE B OB ERED
b5 B

e g (&g A ) Db HEHE

T OB IBE 2 A3 2 8F

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

@

@

®

I SCERITIN 2 BUEIRTEER DR tT 2 ERMEIZ I & ARHK| O Fetk Je ONiE 1E

RO 7O B w2 o B L Co bR« 2 L,

TRIEBRAAICIENE D | B XX Z OFEICHINE L OERR %2+ L, RE 215

ThoEETHZ L,

FREWEH O~ 3 A MZONWT

o [MEMMEENSLDLOND Z ENHDLDT, RAIOEEIZHT- > TL, YIHIE
W CEEIAL, PR IRIEE, BEWREE) ORERR & O X iRt O FEhESE, Blggs+
FATH 2k, Fo, MBS U THE CT, Mg~ —h —%FDOMmA % T3
HZ L,

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

o HURIRHEREREE . TEABERERORIBHEREN S LN BB HD
T, AREIOF5-BRLART & OFe G- I E IS N WS RE MR A (TSH, 78
T3. EHE T4, ACTH, Mt =L F Y — L EDRIE) 2 Eiid 52 L,

o JIFREREREE . BLMEIERN D 5D ZENHDH DT, AFIOB G BIGRT K
O 5 T2 E B IS RERR AT (AST. ALT. y-GTP, Al-P, BV /L %
ORE) ZFEMTDH &,

o SEIER (IMERLOILEEHRERLET) EORERERIREERH b D
ZERHDLZOT, EMNICIROBE OFEEMRT H &, £z, IROBEFN
RBOOLNTHEITIE, HONCERENZZ2 T2 L BEFELRET L L,

o KEFNOBEIZLY | BEORIEICTIRINT 5 £ E 2 BN DR IR BHNIE
NHLONDZENHD, RENROONTHEIIE, BELEFRIISUTE
BRI 70 5% & AR BR & RO R & B U Ci bl e s R W 21T\ il sk
FOSMZ &2 BWER BN 2561215, AR ORESUIH 1L, K ORIE B R
NEVRIOBRGEEZZBETDHZ L, 2k, BIBEREFRLVEYOELIZXDEIE
A OUEERFRD IR WIGEIZIE, BB RE ARV o LISt O Sz i Floisin
LEETDHZ L,

o BERKRTH. BEMMNSEIARGE L THrLRIERANRET D Z 8B D0,
AFN DGR TRICHRIEHORBUZHSITHEET D Z &,

o LRUBEIRIF (BUE LRUBEIR A ET) bbb, BERPMES RV R— R
IZEBLHZENRHLHOT, Ag, El, EHZFEDER ORI EO LA+
SEETDHZ L, 1 AERB NSNS &G EHIEL, AR Ul
Hl OB GHEDOEY)7REEITO Z &,

AHN DRI T, KEYNOTE-024 35 & O KEYNOTE-042 55k Tl 558

W5 9 T L2, KEYNOTE-189 7B Cld& 5Bt 6 B KON 12 #HH, LU

BelX 48 B ETOWMT L, D% 1238 2 L2, KEYNOTE-407 3R Cl3#% 5-5A14

Mo 6B, RBEBLNISHEE, UMIZ4SHEEBECTIORITE, TR 12T &

A EDFA 24T > T2 2 & 2 BE10, KB 5 I E I migmA coh R

DIEREATH Z &,
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xEFERHEET A FT A4
RA7ul) Xv7 (BIEHEEEX)
(BR7%4 : ¥4 b —F SRERE 100 mg)
~EfEAE~

ERR2 942 A (4Fn 248 8 AKET)
BE A




SR

1. ZL®ic P2
2. AANIOFHH. (EHEF P3
3. ERIRAGE P4
4. FEFRIZHOWT P16
5. BHxtGL e b P18
6. HEHEICELTHETRXHIRA P19



1. IXT®IT

IS OGN < REMEDHEROT- DI, WA STEZEITE SV E el 23R D
Bb, 5T, IEORFAROMARNC L0 | FUREIRG 22 & OB 72 Hidi/E A%
FFEIMPEARINDLH T, 2N O DOEHKNZEICHLEREE IR 5 2 L3RR
PR L 72 o TR Y RREMBGEE & O FEAR T #2016 CEAL 28 4F 6 A 2 H BRI E)
ICBWThH, EHERLEOHHORBEHEEZXS Z L LS TWn5D,

HRE RS T SRR BT 0 7 7 A VDB RO EI S, & B S 2
RHZENRNHDH, ZO7h, MR OEEMEICET D ERN SR T 5 E TOR,
WEEIRLOREEZ R 2T D ENHIRF SN EBE IR L THERT S & L i, BIE
R U7 BRIC LB ekt 2 & D 2 & DN ARE 7R — 8 O E % Jiii 7= 3 A% B C i A
THZENEETHD,

L7eRoT, KA T A4 TiE, BARBERESLZNE TICHELN TV D EFITH -
BHER RN EED & | LU O E IR O feii 7o ) 2 HEE 3 2 8LA0 6 B g B %
FROEEFRREZRT,

B ARITA KT A %, MSIATEOE NESE SRR S, A E AR AR
BRR IRy . — M E A B ARERRNRHE S KON RN B AR &R 2 O )
DY EER LT,

RIG L IR HEINL A b L—F EEERE 100mg (— R4 AT X~vT (Eis
THAHLZ))

R E R BMREIHR - AN R

MELRHOFEROAE : W%, BRAIZIE, RXAa7r ) XA~v7 (Barfiz) LT 1
[5] 200 mg % 3 3 I fHIFR I3 1 5] 400 mg % 6 3 [ R T 30 43 [
DT CTRIBFET 2, 7272 L, i liBRIEOGE L, &5
X112 AETET S,

il 3& Ik 58 3¢ & 0 MSD RSt




2. AAIOKK, 1ERERF

FA ML—F ilEE 100mg (—4 - RAT7 R U X~ 7 (Bis - z), LUF TR
Al EvvH,) 1X, PD-1 (programmed cell death-1) & %D VU 4> KT % PD-L1 KON PD-
L2 L OfEAEZEH#ENEST S, b MbIgG4 £/ 7 n—FAHEKTH 5,

PD-1 & 13 T FAQ o0& BEARKSAE 2> & 6 2 72 O IZ 3 AVKIRE AN FI FH 9 2 3= 7 s 2 il 4
AA »F T, PD-1 (1, fEFREBIZEWDCEER T MildoMiamic BB L, 3%
P& SO % B e A X Tl 72 e s OS2 %, 725, PD-1 (XU v R EfE
ATHZ LKV PURSERICL D v VP VnEZAICHIET 2%k TH 5, PD-L1
DIEFMHMIZIB T 2HBUT DTN TH LD, 2L OBAMITIE T Mlao@ s 2Mmz
HIFEWENCIE L TV D, DAKIICIIT D PD-L1 O & EIL, B, TElEE .
AR, IRELE, FE/ NIRRT S O 2 RN AT TPRARRKR - TH Y | IRWAEFR L
OHEBEMENRE I TWD,

BE OB A DGR T% & PD-L1 BEEOFHEEAMN S, PD-1 & PD-L1 O IFIEE
D PERRREIC BV CHEERKREZE S Z LRI TR Y | iz N ATEROER &
LTHIfF ST 5,

AANE, PD-1 & PD-L1 X ONPD-L2 Difi U T2 ROFERZLESTH Z Lok v, [EE
W NBREE T OISR B ENE T U v SERATEM L &, HUEE G 4 FHE b
T2 Z L THEGNRARET 5,

AFN OVEFIRE AT IS < S8 O G5 FORIC & 2 BIERSE 2 & b, XTI
B AN B D, AFIOR G K OB GHIIE, BH OB E 0TV, B3R
W BV AITIE, FEBL L 72 HRUTIE U 7= SR 72 itk & 0B % O BEAT & s L Col
B2 8RR 24T\ IR EE DR RS K D BITER DN b 2561218, BIRKRE RV
L FI OB GEOEY L AT S LR D B,



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

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

EFRERE DI UIA BV A~T GEG X)) CLF AU LA~T 1 £ D,)
EEERN2 LY A ETORTFRIERE 2 AT SRR Ao ik AR BT 42 4]

(B DERENT R 52 37 Bl]) Z x5, K 2 mg/kg 3 BRMMRE (BLTF TQ3WJ L1 9,)
B 5-OFIER NZEMEDNRET S 7z, 2B, BiG R CREBET RS DN HEIT,
PREBHETT 2 R IR 3588 B AL 2 WE DORFRINIZE E L T 5 B T, IREILIRE O]
GRHE CRABEITARD DN D £ TAAIO B G225 2 LN ATRE & &z, 1ERTE
MHIE B Td 5 MR [RECIST H A R A 1.1 BUZHEES < dheflliEic L 5524285 (CR)
SOTERS 7R (PR) ] &, 24% (95%IEHHIXH @ 12~41) Thol-, 7k, FRNIEHE L
7-BREIX 10%TH - 7=,

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

A VY AT X DR AT DRI AR B BAE RS 2 XU, RAI 2
mg/kg Q3W 5 & Y 10 mg/kg Q3W 1 5-DHINER L REN | fLFHRIE (XN
V. TEYOIR, ANVRTTF XTI VAN IIINR T TF o+ ) H ¥
T, LT TMICCRE) LW H,) X E LTRSS, 728, Mg CRABHETTA
R LN HAIT, TREEIT 2 R TER AR DN WEDORRICZE L TV S HEE
TUE, WRIEI LA O WG R TR BEIT B0 B D £ TAAIOB S ikt 25 = & 237
REL SN, EEFHMRE B XA (LT T0S) &9 ,) OSSR AF IR (UL
T IPFS) &9 ,) & &, ARANILFRIE L g LT, PFS A BEIJIER L7z,

#1 BB (KEYNOTE-002 3Ek)

AH 2 mg/kg AH| 10 mg/kg (L IEE
Q3w Q3W
(180 1) (181 1) (179 1)
rhofls (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
rhofef (A ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | A~Hf— R 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P " <0.0001 <0.0001

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

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




100
90
80
70

& 60
ESU-_
4 40 7
30
20
10

—— 39 2mgrkg GBW
——— Z10mg/kg QAW
(R

at risk#
## 2 mg/kg Q3W
##10mg/kg Q3W
{ES8GE

180
181
179

131
138
115

LU LR LU BULERE UL (ML ELLULL W
9 12 15 18 21 2

33 36

27 30

77 (R)
95 70 61 1 0
99 79 67 12 0
80 60 48 9 0

1 OS @ Kaplan-Meier #i# (KEYNOTE-002 35%)

—— 3 2 mg/kg Q3W
——— @ 10mg/kg Q3W
eC 3

at riskEy
A 2 mg/kg Q3W
##H10mg/kg Q3W
{LZERGE

180
181
179

153
158
128

4 6 8 10 12 14
R (A]

74 53 26 9 4 2

82 55 39 15 5 1

43 22 15 = 2 1

X2 PFS @ Kaplan-Meier fi#f (KEYNOTE-002 3B%)



@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 kR A 10 mg/kg Q3W BE 5K
10 mg/kg 2 IR (LA TQ2WI W9 ,) BHEOF RO 2N, A B A
~ 7 aRRE LTl SN, ks, BEgAHE TRDEITARD b GaIT, Rl
T2 RIIER DT BN WEDRRRINIZZE L T2 B Tk, REILLRE O B AR
THREMEITRRO D ETAFOE G kT 5 Z LA AHE & S, ZEFHMEEE
IZ0S OVPFES & &, AANFA B A~T7 LH# LT, OS XO'PFS # HEICHERE L
7

#2 AuhAkEE (KEYNOTE-006 3ER)

AFI 10 mg/kg AF 10 mg/kg AV b~
Q3W Q2w
(277 f51) (279 1) (278 131)
tfefE [A ] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13,NE)
OS™ | NHF— Rip? 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)
PFES™ 5 | AA— R 0.58 0.58
(95%CT) (0.47,0.72) (0.46,0.72) —
P " <0.00001 <0.00001

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



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 :A5%)

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

{)-""""'I"'"""I""""'I""""'IIIIIIIIII AR RERE LRNE AR

0 2 4 6 8

at risk#

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

231
235
186

147
133
a8

98
95
42

49
53
18

HRTEFEM A

X 4 PFS @ Kaplan-Meier fi#f (KEYNOTE-006 3A5%)

14
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@[E BRIL[F 25 MAHRER  (KEYNOTE-054345Rk)

TERUIRGO AT — VI WY oL RAEEE (AR ZET) 2RRIC, ik
FIBIFRIE & L TAFI200 mg QAW L-D A MK O 2MN, 7T R ExteE LTH
PN Te, BEFHMEE B I EERAGAHIN (BUT TRFS) LW ,) & &, AFINETZ
AR L LT, RFSEHEITIERE L1,

#3 HEhMHREE (KEYNOTE-0543R8%)

AA200 mg 7R

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

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

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

Cl: 2. NE: #ERT, *1 : PRETEOT —Z  20174E10H28 0 > A7, *2: J@5]
CoxlbBINYF— RET VLD T TR EDLRE, *3: Bilue 77 7 BE. Q3W : 33 Rk

¥ 5., NE : Not Estimated

100 -
90 1
80 hh"“\“-
;g e \quhh
# 60 "y
lI:E|-|I..b 20 4 "H‘t-umw-l-i
MR 40
g 30
20 | = #FHI200mg QAW
10 & ISk
0 T 1 T T T 1 1
0 51 6 9 12 15 18 21 24
1 H
at risk%y ERRSEFHAE B8]
ZAF1200mg Q3W old4 438 4]2. 392 313 182 73 15 0
TSt 505 415 363 393 64 157 - 60 15 0

XI5 RFSMKaplan-Meierfi#t (KEYNOTE-0547335%)

(U AJCC (American Joint Committee on Cnancer) 12388 (55 7 1) (RS <FHM, A7 — YA TiLY
L ERN DEREEL)S 1 mm BB DA D Fx,

8



[Zz421E]

OEMNE I bR (KEYNOTE-041 #X5%)

AEFGIL, 4142 5] (97.6%) (258D b, IBBRIE & ORRBEBENEE TE WA
L, 34/42 5] (81.0%) IZFRWD HALTZ, FEBLED 5%LL EOREWEHIZT TERD LBD T
HoT,

#£4 BHEEN 5%LL EORIER (KEYNOTE-041 3RE) (MM RER)
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)
Rl A

R B RE AR T iE 4 (9.5) 0 0
B Ik E

T 3 (7.) 0 0
—f - FEER L OB G ORRE

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

AST #471 3 (7.1) 0 0

B Bk A5 N 3 (7.1) 0 0
FEIH KO T kb= &

% 9 FEE 6 (14.3) 0 0

BEIR Bk 5 6 (14.3) 0 0

R EBE 3 (7.1) 0 0

. EVERZRE 1B (2.4%) . K7k - EEOTH 2 4] (4.8%) | IFHERERT 3
Bl (7.1%) . TEAEERE 2 61 (4.8%) . FURIERERTE 6 61 (14.3%) . infusion
reaction 1 il (2.4%) KOS E D IER 161 (2.4%) 23580 bz, E7o, PREE (F7
o NLERERESE) | BIRRERRTE (RMEREMER RS | BIBEE, 1 BRI,
HEDORGEE (BEHMBEIRIERRE, ZIPHEE, HREIES) | R, HiR - B
e, EOEMEETE, Mot - BEIRAR . GDAZR. SRR IMRIBUDPESR BN, YA IR
K ORIFERBSHIFR O S a o 1o, ARWERIZEBURIUIBNESR SR (RRMAMR T 25
o) 2 LEFREZ TR

@iEsh i 1 AHRER (KEYNOTE-002 i5R)

HEFESLIT, 2mg/kg Q3W #f 172/178 151] (96.6%) . 10 mg/kg Q3W #¥ 178/179 15| (99.4%)
JZ OV ICC BE 167/171 7 (97.7%) (258D B, 1RBREE & DR EBERN B E TERWAE
FRIL, TNTFh 121178 #1 (68.0%) . 133/179 il (74.3%) K TX 138/171 i (80.7%)
WD BV, WU ORETHILRN 5%LL EORIWERIZTEDO LB Th-o7-,



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

1% (%)

FRERIKy$E (SOC: System

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

(MedDRA ver.18.0) 4 Grade Grade Grade 5 4 Grade Grade Grade 5 4 Grade G;aje Grade 5
2EIEM 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (140) 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
B BRI 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 5

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% - BEEER XOREENOREE

0 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

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

RARIOE 8 (4.5) 0 0 17 (95) 2 (1.1) 0 26 (15.2) 0 0
B R B L OFE ARk 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

KM= 2 — T — 2 (11 0 0 0 0 0 14 82 2 (12) O
BERLTE 1 (0.6) 0 0 2 (11) 0 0 11 (6.4) 0 0
B2 K 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
ZRINIIRZ SN2 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

7285, 2 mglkg Q3W K TX 10 mg/kg Q3W BEICEB W TENFh, I VENRE 1 41
(0.6%) KN4 (2.2%) . KiFZ% « EEO FH 161 (0.6%) K66 (3.4%) . ik
[ (T« N U—JEGERES) 261 (1.1%) KO0 fi, AFHEEREE 13 61 (7.3%) M
V15 5] (8.4%) . BHERElEE (RANEMEMEBLRE) 161 (0.6%) KO1H4] (0.6%) .
FEEAEEREREE 1 6] (0.6%) KON3 B (1.7%) . FUIRAREEREREE 14 1 (7.9%) KON 15
B (8.4%) . infusionreaction2 fii] (1.1%) &3 B (L.7%) . EHEDOKERESE (K&,
TERRAEBERE . ZTEALEE, JERIEIES) 15 (0.6%) &M 141 (0.6%) . ML 145 (0.6%)
K ON0 i, EEE AR )HE O il Je OV 1 131 (0.6%) . Ak - BRSSO il K O 1 5] (0.6%) .

10



WRCHE 55 0 BIRTH 2 B (119%) AR BATz, Eho, BITHE, 1R,
5% - BRECTHARSE., D%, SemebEiL MSRAPESRBER, T ILPER LR AR 1
Wb b T, ABWERFETRBLI B S (WHRAIRE 2 61) & aikdt
AT,

@A FMAHRER (KEYNOTE-006 #X5#)

HEFESLIT, 10 mg/kg Q3W £ 264/277 151 (95.3%) . 10 mg/kg Q2W F¥ 275/278 4] (98.9%)
SO IPILAE 239/256 5] (93.4%) (1Z388 B L, TRBEE & ORIRBEMRNA G E TE WA EHESE
Lid. FANFER 202277 1 (72.9%) . 221/278 f4] (79.5%) K TX 187/256 1l (73.0%) |
WO BTz, WTIUDDORETIBLED 5%l EORIWERIZTED LB THo7-,

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

B (%)

B BIRSIHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2WHE IPIFE
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)
RN s
FRR B R 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
i3 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) O
PN RS 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 OREE
e 3 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) O
PR AR AL
AST #40 6 (22) 1 (04 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) O 5 (20) 1 (04) 0
B K OV T ALk RE
Z 9 P 39 (14.1) 0 0 40 (14.4) 0 0 65 (25.4) 1 (04) 0
i 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 FHIZRBWTCENEh, MR R 4 4
(1.4%) KON (0.4%) . KAFZ% « BEEO FH 10 61 (3.6%) MK ON13 6] (4.7%) . f#
fEE (X7« NU—IERESE) 2 61 (0.7%) M OV0 B, ATHREREE 14 61 (5.1%)
J O 23 i (8.3%) | EFEEREREE (JRAE BN RE) 261 (0.7%) KOV 4 (0.4%) |
TEAHEEEREE 1 6] (0.4%) KUV1 61 (0.4%) . FUIRARRERE S 28 f31] (10.1%) KT 33

11



B (11.9%) . REIBkEEE 161 (0.4%) KLON2 4] (0.7%) . infusion reaction 7 5] (2.5%)
KOVS i (1.8%) | 1 HUHEIRIE 161 (0.4%) K ONO0 B, BEEDKERE (B RREARE
BERE . ZTEALEE, JEHRIEIESE) O 5l L O 1 51] (0.4%) | S 1 451 (0.4%) J N 1 431 (0.4%)
de - BRBCTRARAE 1451 (0.4%) KOV 0 i, g - #lMEZ O Bl R OV 1 f31] (0.4%) | TR
IZ5E IR 3B (1.1%) KON B (0.4%) BB bivlz, £7-, EIEMEIGE, Lff
P, So I N PE SR BN . VAR I B OIRZFER GRS B> 1=, AREIHE
MFBLROUIBIE RS (AMAMERE 2 5T) 23 0EIERE =T,

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

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

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

#= B B K 4 & ( socC: B (%)
SystemOrganClass) AFNRE Placeboff
HARGE (PT: PreferredTerm) 50941 50241
(MedDRAver.20.1) 4:Grade Grade 3-4  Grade 5 4:Grade Grade 3-4  Grade 5

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

FR R RE TDHEAE 49 (96) 1 (02 0 4 (08) 0 0

FR 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

TN 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
i R A A

ALT #4711 26 (51) 3 (06) 0 16 (32 1 (02 0
B i R B L OV SRRk RE &

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

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

£ 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
FEREF X OV MRk =

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

5 49 (9.6 0 0 32 (6.4)

7p B AFIFEZ IV CRIEMEMIR A 15 61 (2.9%) . KI5 - B O T 23 6 (4.5%) |
FFFgREREE 46 61 (9.0%) . BHEEREREE (RAMEMEMEBRDE) 26 (0.4%) . FEAHE
REREE 11 1] (2.2%) . AR IREERERSE 105 4] (20.6%) . EIFEHERERSE 5 4 (1.0%) .
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1 BUHEPRSF 5 51 (1.0%) . 55 & 9 gk 2 6 (0.4%) . fh *ﬁ% fhalfRsE 1451 (0.2%) .
g 2 B (0.4%) . ESEAESIE 1 41 (0.2%) . DABZ 1 61 (0.2%) I ONT infusion
reaction 2 f5il (0.4%) MERH LNz, Fiz. ffkkEE (%7/ NU—IEERESE) | EE
DFREEE (FRERERARIEMERE, S IRLEE, *”ﬁf@g%‘:) oA - BEREESE SEME L
BB PEEE SR . PR IMAME R i N OVIRZEBR S X b%ﬂfmwto ARRIMERZEBLR DR
HESR (BARMRAEMET L E5T) %a@%#ﬁ%%%%
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Uik - HE]

RIGUIBRARE 2 M BB 2 x5 & U2 MBs M RS (KEYNOTE-002 75k &
U'KEYNOTE-006 #t#) O#EF. 2 mg/kg Q3W. 10 mgkg Q2W K O 10 mg/kg Q3W
DT LD HE - HEIZB W T HARAOF R LRI ZRITRD e o
77
KN O RHE S EhREFRNT D 5, FEMERAEREE 2T 5 200 mg Q3W # 5-Kf 0
AUCenc GEFIRBBIZISIT D 6 WM D FE-FRef b #R T EAE) O [10% 4, 90%
A1 mg-day/mL) % 2.16 [1.45, 3.04] mg-day/mL ToH 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=,
MR AMEBE 2R & U ARHI OWREE UG NT OFE R et S ik &
mg/kg Q3W 5., 10 mg/kg Q2W $£5- K TY 10 mg/kg Q3W #£5-) D T AUC swk
EAINE R OV & ORI R BIEIZEE O Do 7z,
AHNORHEMARYEEET LV EZFHA LY I 2 b—2 3 280 KK 200 mg %
Q3W, 400mg % 6 MMM (LLT TQeW) L 9,) XL 10mgkg (KHEH) % 2
Mk (LT TQ2W] &\ 5 ,) TEE LIZBEOARAIO Mg HIRE P E S iz,
ZDFER, KA 400 mg &2 Q6W TG L 7=BOARK| O EH IRREIZ I 5 FH M iE
FIREE (LT [Cagss) &VM90) 1. A 200 mg 2 Q3W TH L L7ZFRD Cavgss &
T 5L TFHlEnTe (FR), £/, KAI400 mg 2 Q6W T L L 72RO AHA|D
EHIRRBIZ BT D e m g FIREE (LLT TCmaxss) & VY 96) 13, AFAl 200 mg 2 Q3W
TG LTEBED Chaxss E L CTEEZ T LTRSS OO, BARANBEIZE
WTHAMEDHER SN TWD L - HETH HAH) 10 mgkg (REH) % QW TH
B UTZBED Craxss & I L TIREZ R & Tl S (FR), S 6, BERANHE
B 2 RITAK 400 mg & Q6W T 5 L 7=/ B 1AHFR (KEYNOTE-555 #l5%)
L 0HEONT-FERMEIZE S S EYBRE T A —FF, VI 2 b—T 3 kD Tl
L7cEWEhe 7 A —2 LHFRIL7. (TR), M T, HEEOEEIZH T 2 KRR
BREGRE IS & | ARFIOMREE & &AM X322 & OB A2 REH 2 BB T
TIVIMEZ XL, AA| 200 mg 2 Q3W X% 400 mg & Q6W TH 5 L 7-BROIRFE &
AT M & OB OW TR S Lo )Ry EREOE - HEORTH
B R OV BRI 7 22 BT 7 & PRl E Tz,
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£8 FHNORMBRE T A —H

[ Cirax Cavg Crnin Crnaxss Cavgss Crinss
(ng/mL) (ug/mL) (ng/mL) (ng/mL) (ng/mL) (pg/mL)
200 mg Q3w (58.55?§9.7) (27.277-38.1) (17.%35,3.118.3) (91.3?.984.1) (49.?3??1.0) (30,2(,)'3?1,4)
400 mg QBW! (12;,2;4) (32.%?';2.7) (10.%1(.).50.8) (14%3%?49) (50.?%1.3) (19.33(,)'230.9)
40(032%%\,\/ (1351.:633?.10;6.4) NA (14_1:: 'i§5.4) NA NA NA
10 mglkg Q2w (21;2223) (14?41‘45) (11%,1221) (42?1,2?133) (27(23,7282) (19;,,9200)

+:n=2993, 100 D I = L—3 7 02 K 0 EH S SEEO hIE (2.5%45, 97.5%45) . Cmax : A
BEHOREMEFIRE, Cag : FIEHEG%ONMIEFIRE. Cmin : FIEHEGE (A 7V 2 551 DK

(%EF'/&%};E\ Crax,ss :

RIS I U 2 Bt 17 i B2
1156 BRI (95%(F FHIX[H])
§ 1 AL BT (95%(= FHIX[H])

NA : 472 L
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4, FEFRIZOWVWT

VG EIBR AR RE 22 M E R B 153 2 KGR & U CRE A G E (A1) 2355
BNTNDZ END, YEHELHEUICERTX HMHTHILERNH D, TD LT,
I Y 2 7 EHGEHE (RMP) (M5 & AHI OB G 22 VRIS B~ {7 ) (R 235
B HMEE T > T, KRN OG- DEO) e BFLD2W - FE L, AFOFREGIZ XD HER
RIERZ B LTZBRICHIST 2 2 & REE el LT OO~@ DT~ T & il 72 7 ik
IZBWTHERTHRETH D,

@ #EHRIZHOWT

®-1 T%@(nﬁvw)@wﬁMﬁ_&éﬁém Y CTHDHI L,

(1) FEAEFBRENEET 20 AU2EEHENSRRES B RA A REEEIL SRR
HIE S A2 IS L R P i&iﬂzﬁw;ﬁﬁif BeZa &)

(2) FrEEREIFLL

(3) HEMFRAFENFRET 203 A HGEEEFFE (DS AR WL, 23 Al
Wh IIEBE. S AR HERE R R &)

(4) AKRACFHIEEZHE L, SREFRENR 1 USSR 2B 2 Ok 5L UE
AR DR AT > TV D fiax

(5) PUEEMERERL AL AN ORI AR D 24T > TV D ek

@®-2 %‘Tﬁ%@ﬂ%@ﬂﬁ?ié?ﬁ&(ﬁ%’”’ﬁﬂ%%\éiﬁﬁ%@iﬂi S AT Rt L7 ok S RO ]
(FROWFTNNITEEY T HER) 23, YEZEROARFNICE T 2IGROBMEE L LT
BlESNTNDZ &,

B

o [ERIRFFISER 2 FOPWHEZE T L72iRIC 5 FLLEO D ATBIRDOERIRIHE &2
ToTWDHZ &, 96, 2FU RIE, DAFMIREL T & UIZBRERS - ONHE %
ToTWsZ &,

o [EEMEFFEUS% 2 FOYMINHEZE T L2RIC 5 FLL Lo R EEMEESZ RO
KRR AR L TCWD I &,

Q@ PBENOEEBBEREEDOMEHNICONT

EEGEREFRICEE T 5 TEDEE S, JESENSOEFRE D, A - &
e ﬁ%ﬁ’)fﬁ?&@”@fi&()\[:ﬁﬂiﬁ X AR, AEFERDBAE LGS oS
RS, EDRHESODITON D IEHRE S TWNWD Z L,
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@ EBIERA~DOXRIZOWT
@-1 BIERARBREO MR B2 B

VR PEMR B D EE A BITEA N A LT-BRIC, 24 BRRIZIRIKHIO T, Mk X
VB (C 3BT, FEEL L 2 BIERCS U CABREHE L O CT & O FIVER O BRI 2
B EDORERN Y HHRICE G, EHICRIGC TR AEHINE > TWNWD Z &,

@2 EERFHICLHIAEFFSNICET HEH

DN AR 2 B 2 ik B OB RE A2 T D IR HE N EER =X U v 7
EHEDITEIROA T ) —= T EITOERE LR EZ LG TE 5 F— AEFRRH] 235
SN TWbZ L, BB, BHEKEICOWT, DABRE L ZFOFBEICHFSICEmENT
WhHZ L,

@-3 BHERADZEr xRN LT

BIER (RVEMERMREECI X, KBS « /D52 - EEO TH, IFHRERETE - fE LM:E
B, BHREREE (RMEMEEERE) | NOWES (TEEMEERES, FIRIRERE
pRE . EIERERGERETE) | LAUBEIRGE. SE DR, ik - BRRUTHEARE, Bk, EED
R REhE (FhaptEae Bz AU mIARIE . FE FEREARAE BERE . ZIALEE, JERIEIESE) | infusion
reaction, 7% - BlESE . BIEM M E, RklEE (F 7 2 - S U—IEREESE) | DK,
S 7 MRl (St IMRIR D MESRBER . YRR, ARIFERS . BERERIERIESE) |
MERERFEWERE, AEESE) 1Sk U CL MR ST MR B R o0 B 2 3 2 = Hil
EEfE L (BERHOBZE-CXISICE L CRER VIR ZZ T ONLIEZMHICHDH 2 L) |
BB U 72 /L& 8 T & DARHI N S Tnd Z &,
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5. B#GxtB Lt BE
(G 2hEIc B4 % 31E]
O TROBEIZBOTAROHEDEN RIS TN D,
o ALTFIERED 720 R OMEHEIERE O & DRI UIFRANRE 70 B A fE s
o ERYIBRBEOAT VI TV OEMEAREBRE BT Dk MBhERE
72%. BRAF BicARZAT5HEICHEVTIL, BRAF [LEANC L 760 H EE
THI L,

@  FREIZCEEY T D ARBIOPEE K OMEFH 5 IEIZ DWW TE, ARAN OB ZIMED S SN TR
59, AFlOEERE /2B 720,
o fhOPUEMREEAIEOPH L TR SNBSS

(e EIC B4 2% FH]

O FRECEY T HEFICOVTIEARIORE N EEZE SN TWDH Z Enh, &5 51T
brpnz &y
o ARFNDEITIZHT LIBBUE OBEERE O & 5 B

@ THRERTOFHIHIZ B W T FRRICEZYS T 2 BF IOV TL, AFORGIFHELE I e n

D, AOIRFRPUR A 2 NG EITIRY | HEICAHZEHT 2L 2BETE D,

o [HEMMEEOEDUIBED & 5 B

o R AR A CRHVE S 258 60 D A K ONE B 0D 5 It 2 <o R G 1 it ¢
FEDINIRIEMEA LN B D BE

o HCORERBOAOF SUTEMR A L IEFEHMEO B DR R E OB T ED
RN ey

o JEEREE GEMSHIBHEEL 5 T) Ob D EE

o MDY IIBEE AT HEE

e ECOG Performance Status 3-4 2 D EH

(2 ECOG ® Performance Status (PS)

Score EFH

0 |E&SMERIETE 5, BWATE R LA EAEESHIRZR AT D,

PIRBNZIE LWEENIHIR S 1525, BTHIRE T, BAFREH - TOERIITO 2N TE D,
RS N 2

BITARECTH Y OHOEY O Z L3 THREZSMEEITITE 20, BH O 50%LL x> FAACiE 29,

RONTZESOHEDEY DZ L LTERY, BHRO 50%LL EE2 Xy R+ TimId,

F G VS I O]

ELET RV, BOOHFOEIY O Z LT TERY, BRIy FfFTHId,
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6. REICELTHET NEHH

® ® ©

I SRR TN 2, BEIREIER D3RI 9 2 R T 55 & ARH| O e I O

HOTOIZ B ERE B L TR T 2 &,

TRIRBARITIENL S | B UTE OFIRIA MR OERMEZ + 23 L, [[EZ2 15

TbEGTHZ L,

FEREWER DO~V A MTHOWT

o [WEMMZERNHLOLNDZ ENH DT, RKEOEEIZHT- > TiX, YIHE
W CEEIAL, PR RIS, mkaE) ORERR KL O X #RiRd o FEhass, Biggs +
AT H Tk, Flo, BEISUTHE CT, MG~ —F —FEORA % Ehi 7
HT L,

* infusionreaction 73d% H DIV DH Z L3 5, infusionreaction 2378 HALVIZIG AT
I, EYRALE 21T O L LB, ERNEIE T D F TREDOREEZ o128l
T5HI &,

o HURIRBERERETE . TERMAMEEREL OREIBHKERENHODbNDLZ ENHDHD
T, ARHNOFH-BHGET L O G-I IE SN wrssie iR & (TSH, l#8f
T3, #HfE T4, ACTH, =T —VEORIE) s 5 2 &,

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

o FEIERK (MERKOMLEEHREREET) EOHEERIREELH 5D
ZENHHOT, EFICIROEFE OFBEMHRT 52 L, £, IROEF N
RBOOLNTHEITIE, HONCERENZZ2 T2 L BEFELRET L L,

o ARHFNOEHIZIY | EEORIERIGICERT D &EB 2 DIk A I EBEWE
DHOLLNDZ ERDHDH, BENBROONTLEICIE, BB LEFRIIS U
B 22 ik & R BR 2 e o [l & U ClE vl e iR i 2 1TV R EE O
FOSZ & B BWER B 25551213 AFIORIESO I IR, K OREIE RE R
NWNEVRIOBRGEEZBETHZ L, 2B, BIBRERNLVE L OREIZEYEIE
A OYEERFRD IR WIGEITIE, B RE ARV o LISt O Sz i Fl oisin
bLERET DL,

o BHKTH. BUAMN Oy ARRE L THOERWERNEET L2 B3 H D720,
AFNOEGHETRIZGEWEHOFBU A 2ITEET D 2 &,

o I AUMERRIRE (BIUE 1 BUBEIRIF A 5Te) b bbiv, PERFEES R T v R—v X
IZEBLHZENRHLHOT, Ag, Fl, EHZFEDER ORI EO LA+
SEETHZ &, 1 AERBEN OGS &R GEERIEL, AR Ul
O & DORMY R LEZ1TH 2 &,

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

BRLEDN G 3 I AL, ZHLAREIR, #5866 1R 6 ) Z & oAbk DR

i 4T > TN Z & A2BBIT, ARFEGTITEMAICRROMRZITO 2 L,

SEARYIERE O M BANEEE ~OM ML & U CTEHT 2 BRI2IX, AR OERK

RERICBWT, B OREFRE T 12 B I L ICHEIMEOFHL 21T > TV
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122 & EBBEBI, AROBRGTITEBNROMRE 21T > Z &, ok, ki)
ke LTHEAT 25E810F, ARIOBEGHIZ 12 VAETET D L,
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