EEERHEET A RS54 v
RATEY Xed (BEFHEZ)
(724 : ¥4 M —F SEEE 100 mg)

~ A~

dp

248 H
A A

1

oA




SR/

A o

XL HIC
AHNOFFE, (ERET
i IR R

)i 4 el ANE
BeHxG L 70 DA

BOICER L TRHE T~ EHIH

P2
P3
P4
P9
P11
P12



1. IIC®IZ

I OB N - REMEDHEROT-DIZIE, WA TR SVl 7 23K D
b, 5T, IEOREHNOMEAC LV | FUREIRS e & OFHi) 72 B /E Rk
FFEIEMPARINDLH T, 2N O DOEHKNZEICHLEREF IR 5 2 L3R
R & 7o TR Y RRFMBGE R & O FEARTTE 2016 (A 28 4F 6 H 2 H &R E)
IZBWTH, EHERLEOH A ORE(LHEEZXS Z L LS TWn5,

AR AR E SR S, EE RS R 27 0 7 7 A VBB FEOESRK L & S MR
B ENRDHD, ZOD, HIMEROLEMEICET A ERS SR T 5 E TOR,
WMELEIL DO BE LR ZIT 52 EPHIR SN BFICK L THERT 2 & &b, BIFE
RNV U7 B et i & & D 2 & DN ARE 2 — 18 O B & i 7= 3~ R SR B < i
THIENEETHD,

L7eRoT, KA RT A4 TiE, BFEERES ZNE TITHE LN TV A EFLIH -
BHER M EED & | LU O E IR O i 7o ) 2 HEdE 3 2 8LS0 6 B2 B 3B %
F RO EFHERT,

I, ARITA RT A %, MSIATEBOE NESE SRR S, OB AR AR
BRR I oy . — M E AN B ARERIRN B E S L O EFEE FTEERNE AN A A BE TS D
Whob EER LT,

MR EMRDEIR XA M—F GHEHE 100mg (k4 RXAT7 ) X<v7 (Eis

SRRz )
X ERDETHE: « DS AR PRER I THE R U 7= PD-L1 [ E ORIBUIBRARGE 2o 1T - 15
FEORIE R ER

MNEERHRMEROAE  @H ., AL, a7 r ) X~v7 (BaE#fz) LT 1
] 200 mg % 3 F# [HAIFESCIE 1 18] 400 mg % 6 3@ [#][HIFE T 30 7 [H
2T TR EET 5,

3% R 98 3 & . MSD #Ratt




2. AFORE. 1ERERF

XA M —F BIEEE 100mg (—#4s - A7 r ) X~7 (BIEFHEZ) DUT TR
#ll &vv95,) IE, PD-1 (programmed cell death-1) & Z®d U 7 R T % PD-L1 }2 ) PD-
L2 L OfEE#EEET S, & MbigG4 €/ 7 n—FAHiEKTH 5,

PD-1 R IE T HIAE S0 BEARKSAE 2> & 26 2 72 O IZ 3 AUKIRE AN FI FH 9 2 3= 7 o 2% il £
AA wF T, PD-1 1%, fEFEZREBICEWOCEER T MleoMiafmcBgEl L, 3%
P i % B o AR B TR R e S E RS 2 HlE 5 5, §720 5, PD-1 XY v KEfh
ATHZ LK VHURZRIRCE D v 7P vBEZ AICHIET 2% 8K CThH 5, PD-LI
DIEFFRICIB T 28BUT DTN TH L0, L < ORAMBTIE THlROB X 2 Mz 5
FEBENCRBL TV D, BAMIIBIZET S PD-L1 O &R, B, . if
AR, ONECRE . FENREIRMIE 7R E Ok 2 S AT THRARK T TH Y | IRWAEFRE
OB HE ST 5,

BED D A DEGIRI T4 & PD-L1 FELOMEBEMED S | PD-1 & PD-L1 ORI MEE D
TP R C WV CEHEARRE 2 ) Z EAURB I TEY i ARROERN L L
THIfFF SN TV 5,

AFNE, PD-1 & PD-L1 X UPD-L2 Dt Y H > ROFESEET S Z Lick v, EE
T NBR B T D B A S S ME T U o SER 2 1R ML S8, HUE )% & FE ML
52 L TG R AT D,

AFNOVERBERIZ I W ORERISIZ X DRITERE R & b b, EEXIFIELTIC
BOWREMED 5 5, AHNOBGH R OFREGHRIZIT, BEOBIREL ToITAT0, REDHR
O HIVIZE AR, FEH LT F RIS U RPN 2 et & BB 2 FF DR & L T
G2 EERIRZ I 2 ATV I ORERIGIZ K D EITER S B 5E12id, BT RERV
T ARG DGR E 24T O MED D D,



3. BEEREE
D AACFRIERITHEE LU7- PD-L1 Gt ORIGUIBRARE 21T « BROBE R L
Jei D AR 3T 21T - 12 E R B IR B O i 2 =7,

[H2hE]
[E| B[R ZBIIAE R (KEYNOTE-181 #5#)
—WIEH & U TR 2L RIERE D & 5 IRIGYIRARGE /T - R O RiE R B2
i M OVEE MV B E 628 5] (HARN 152 Bl &= & de) 3BT, AAl 200 mg 3 @ F M
(LLF TQ3W) &9, ) BHEOEMMER OZEMEN, (b5EE 07 V2% 'L, R
THAXEAIIA ) )T HY) ERRE L TR SN, 28, BB CRARGETTH
R BN AIT, TREBIEAT 2 R IR SR DR WEO KM LZE L T\ D BE
T, KIBILARE O BT CHRBETT RO b D E TARAIOE G 2kt 35 = &3]
RE & Sz, EEFHMEE B XM (LLF T0S) w9, ) & &, Mg s
LCREIN () PD-L1EGE (CPS =10) %M, (i) ®FLEFEEN LKW Gi) ITT
HLHIZBIT2 OSORERIIR1OLEBY THY, WTNOEMIZEBWTHERNICHE X
NIz ARG T X 7o T,
*: PD-L1 Z %81 L=l (SN, ~2 o7 7 — VRO =5k & RIEEHIE
BRL. 100 %3 U7-1H,

F1 EEIBRLE ENT-BEEMIZBITS 0S DE#E (KEYNOTE-181 3R5R)

\ L Ao bg TR SV AmN - fiE

mEEE R g [?35/351 osvucT D
A 200mg o 88 93 [6.6,12.5]

CPS=10 QAW (%32 ) 0.70 [0.52,0.94] "' 0.00855%
fesRiE 115 396 67 [51,82]
A 200mg oo 166~ $2 [67.103]

e bR Q3W (?g) ’ 0.77 [0.63,0.96] =  0.00894™
B2FRIE - 203 897) 1 [6.1,8.2]
A 200mg 5, 271 7.1 [6.2,8.1]

ITT QW (268? ’ 0.89 [0.75,1.05] " 0.08431"
fepis 314 g0,y 71 [63,80]

Cl: EHEXM. *1 : #uk (727, Zoft) ROWHMEA (FRF LR, W) ZJEhlRT & L7zfER Cox [EF,
Mk (7T, Fofh) RO (R LR, e ZERlR+ & L7z @il log-rank i E, A EAKE (7
i) 0.00853, *3 : Hith (77, Zofh) ZEHIEF & L2f@Rl Cox i, *4 : Hilk (77, Zoft) %)=
BIEF & L7ZER log-rank B E . AEAHE () 0.00766. *5: # (727, o) KRUOHHEGSEE (RE L&
. W) ZJERIK T & L72JE 5] maximum weighted log-rank i 7€. A & /K4 () 0.00772



—J7. PD-L1 Bt (CPS=10) 2> o)m - FRe o BE 167 # (BARN 7752 &Te) 1T
BWTUTOFMERENSE LN (F2EVK 1) , 2B, Ykir ST EFaiHE
ST TR AR Tl e < | BRI ITHERTH D,

#2 APRE (KEYNOTE-181 3ER)
(PD-L1 Bt (CPS=10) 2 ORE LD BE. BRRARBITHER)

AF1200 mg {bik
Q3W
(85 f31]) (82 f31])
fE (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, * : @RI Cox Feffl W — FET /T X DAL 715 & Dbk

110 -
100 s
90 j’%ﬁ
. \\.
o~ BD — L1l
& \ o\
.Tzu s Lll‘i \H-_
2 B0 - \\ | 'H__i A 200 mg Q3W
= 50- T
E -HL‘_LL 1
IJJ 40_ —
>
e \‘s b
30 / "-\.L\_ H‘_M-
20 - == 30 S ey L-1---|-|
10 - R ---,L
+—t
0 T T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months
AFHI200mgQ3W 85 79 70 56 51 43 40 30 27 2111 7 4 3 1 0
=230 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1

B 1 OS ® Kaplan-Meier Bi#R (KEYNOTE-181 35%)
(PD-L1 [ (CPS=10) 2 ORFELREDRE ., BRI IR



[Z4art]

[E| B[R ZBIIAE AR (KEYNOTE-181 #5#)

PD-L1 (5t (CPS=10) 7R LR EEIZBW T, AEFLIIAFIRE 81/85
(95.3%) . ALZFREIERE 78/82 5] (95.1%) (2380 HAL, JRBRIE L ORI EEURN G ETX
RWEEERIL, NI S585H] (64.7%) KON 67/82 1] (81.7%) IZiROH BTz,
TIDORETHRIEEN 5% L EORBWERIZTEDO EEBY Tho 7,

#£3 WINLOBTEREEESH 5% EORWER (KEYNOTE-181 38R (REMEMIrtRER)

B RIRSHE (SOC:

System Organ Class)

JLAGE (PT: Preferred Term)
(MedDRA ver.21.0)

B (%)

AKI B {bEFRIERE
85 141 82 151
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

ERIEH

55 (647) 19  (224) 1 (1.2) 67 (8L7) 32  (39.0) 2 (2.4)

Mg LY o REE

2 ifn. 4 @7 2 (2.4) 0 22 (268) 7 (8.5)
B 47 BRI 0 0 0 8 (9.8) 8 9.8)
I HRER I i 0 0 0 6 (7.3) 5 (6.1)
WG i
AR A RE AR T 7 (8.2) 0 0 0 0
T AP
T 4 4.7 0 0 13 (15.9) 0
TN 5 (5.9) 0 0 17 (20.7) 1 (1.2)
H % 3 (3.5 0 0 11 (13.4) 0
— ik - REEER KOG ORRE
I 9 5 (5.9) 0 0 9 (11.0) 1 (1.2)
I 57 10 (11.8) 0 0 16 (19.5) 0
TR 7 (8.2) 0 0 5 (6.1) 0
FEER 5 (5.9) 0 0 (11.0) 0
FRPR IR A
IR 1 (1.2) 1 (1.2) 0 17 (20.7) 7 85 0
H i ERE R 0 0 0 22 (268) 10 (122) ©
R L O EE
BN RIS 10 (118 1 (1.2) 0 16  (19.5) 0
B R B L O%E ARk S
5 PR 0 0 0 8 9.8) 0
PR SR B
W L 0 0 0 6 (7.3) 0
KM= 2 —m /N F— 1 (1.2) 0 0 5 (6.1) 1 (1.2)
KRR, = = — 1 R F— 0 0 0 22 (26.8) 1 (1.2)
MER R, MELEs X OMithm R
Jiilig ¢ 7 (8.2) 0 1 (1.2 0 0
B2 36 K OVEE T ARk R 7
Jii B E 1 (1.2) 0 0 28 (34.1) 0
F95 4 4.7 0 0 6 (7.3) 0
iR INIRZSINSE 2 2 (2.4) 0 0 6 (7.3) 0

0
0
0

[«

oS O O O

¥, AABEC BV TRHIEMEM AR 8651 (9.4%) | BHE DR EMES (hapthR fgE

6



RARAE . B REREIEARIE R, AR, JEREIESE) 161 (1.2%) | MRk (¥F7 2 -
N U—IEERESE) 2 B (2.4%) | IFHEEERESE 9 il (10.6%) . HUIRIREERERESE 7 61 (8.2%) |
1 ABERRIA 131 (1.2%) | fhdk - BB mtfE 161 (1.2%) K& O infusion reaction 1 {5
(1.2%) MFRDO BT, Fio, KK - /NEK - BEO TR, TERAEREEE, #IEHE
REfEE . BRREREE RN MEMEE R%E) | Pk, EEMEE, WMk - gk, 5
E MR, L, MERERIEMERE, R MRS (Ml MO SRR,
MR, FREFERES, HERRIEKIES) R ORI O b o 7o, ARRIERFEBLRDGL
FBEES (BAMEERTLET) 2B 0EEREEZ T,



[Hik - HE]

ARIOREARY BT T L ARA LY I 2 b —v a2k v, AFA| 200 mg %
Q3W, 400 mg % 6 BHMFE (LT TQeW) & 5, ) XiX 10 mgkg (KEH) % 2 M
fkd (LT TQ2W1 &9, ) THEE LEBOARA O MG IREDS G SN, Ok
H. AH 400 mg & Q6W TH G- L7 BEOARAI O EFIRBIZI 1T 5 MG IRE (LT

[Cavgss] EVVD, ) 1E, AAI200mg %2 Q3W THEE LT2BED Cavess EFERIT 2 & FHIE
iz (F#) . £72. AHF 400 mg 2 Q6W T L= ARK D EHIRREIZ I 1T 5 i
MIEFIRE (BLF TCmaxss) &V¥9o ) 1E. Al 200mg 2 Q3W TH G- LTZBRD Crnaxss &
g L CEfEZ T & TSN, BRANBZIZEBW TARERERINTND
L - HETH HAHK 10 mgkg (RE) % Q2W TH G- L7ZEED Cuaxss & LH#E L TLE
Tl TPHlENn (FTHR) . 62, EEROHEBE 2RI 400mg 2 Q6W T
Fe 5 U2/ SRR (KEYNOTE-555 36k) X 0 15 5 7= SElMEI 555 < SR fe X
TA=HF VI ab—ra L0 FRILZEYEhRE T A —% LHRL L7 (TH),
Mz T, BEOREEIZ 1T 5 BRRBEGE I D & | AR ORE & & AR UTL etk
& OB Z T DRI ST T VDS S 4L, AH 200 mg 2 Q3W XiE 400 mg &
Q6W TH# 5 Lo POz & & A 3L etk L OEIZ O W TRFT S /R, E
SEOHE - HEOM THME LR OZ 2RI e 22813 v &Pl & Tz,

F4 FRORYBENT 2 —F

ik - C Cave Conin Conns Cavass Cuinss
(pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (ug/mL)
200 mg Q3W! (582?;97) (27§?§81) (17;?;83) (91%3521) (49;??L0) (302??L4)
400 mg QEW! (125??24) (32if§27) (10;?f68) UAé??49) (SOi?ZL3) (192?509)
40(0%;”[%6)“] (1351.2,6.10;6.4) NA (14.1:.?;4) NA NA NA
10 mg/kg Q2W* (21%,2(2)23) (14;“1‘45) (11;1 ?21) (422,2333) (272,7282) (19;,9200)

+:1n=2,993, 100[AD ¥ I 2 L—3 3 2L Y FH SN 7= 8T EEMEO R (2.5%45,97.5%4) | Crmax @ B
L% OREIMIEFRIRE, Cag : PIEHEE%OFIMIEFIRE, Cun : HIEIFEGH% (A 702 #5480 ORARME
HIREE . Craxss : EACRIBIZIT 2 B MG PIRIE . Cavgss 1 EHIRIEIZIS T 2 EIMTE IR, Crinss : EHIRAEIZ
BT B AR 7% i BE

I 56 BlDRMIEE (95%(EHEX )

§ : 41 BIOLMTEEIE  (95%(5 X M)

NA : %47 L




4. FERRIZDOUWT

AAN OG- D0 Y) 70 BE 22 W - e L, AANORGIZ LY BELRRIERHZ 3B LT
BRI T D Z EDMERTZD LLFOO~QDT X T AT ERICB W THERT 5
REThD,

O HmERIzoONT

D1 Fid (1) ~ (5) OWTINDITHELT IR THD Z &,

() JEAETBRESEET D05 A OB LSRR (BB IR A2 HOERE L AR
HIIER S AL B HL SRR . Mtk s ARSI e &)

() FEERERE

(3) HAEFRINEDEET D03 ABREEERRE (DS ADBFOEIEIEERbE. 23 ARt
Ik, MY A BFREEEHEE R &)

4) AR bFRIEEZRE L, SR RIEINE 1 U3 RAEFRIEINE 2 OJitisk Z e
AR D 21T > T B Jitiak

(5) HUEMEAESAI LT & BN O fE iR FAE AR D | H 21T - T D itk

O-2  &iEFE O OBIE ISR Ot 143 700k & Bk &2 RO Rl (TR
DWFTINTEE G T DERN) 23, X2 REBOAANCET DIGROBEA & L TRES
NTNnHZ &,

*

o [ERMEHFRSZ2FEDOYIAMHE ZE T L% IZSFELLE DN AR D RIKRIHE 2
IToTWBHZ L, 96, 280 EiT, BDAEWERELY T & LIZBRIEEZOMME %
IToTWAZ &,

o [ERNRIFBUSE2EDPIMINHE ZE T L7512, M{LEE DD ASEMRE 2 &5 15
FELL EOTE LA R FZOEMZIToTWVND Z &y,

o [ERIMFFEUSZ2FEOYMHEZE T LR ICHELL EDOEKRERZH LT\ 5
Z &, OB, 3FELLEIE. THALESIE DD A SRR & & eI L A8 - D R RIHE &
fToCTWVWAZ &,

@ BENOEERBBFEREEDOMEHNIONT

EEMEREBRICEE T 5 TEDEE S, BENENLOFRE D, A2 %2
PRSI IOE R O B NERTZE 5 2 ittt A EFSNRE LG50 E
HEH. FEDRESIATONDIEHINE S TNDH T &,



® BWER~DOXIRZDOWNT
@-1 FEER A BE 3 2 B

VM RS O A AR BIE I 2338 A48 L 72 BRI 24 RIS IR o0 T | 3% X1
HHEERIER TV T, BB L 7ZRIERIZIE U CTABEE B O CT S5O EIEH @I /3
IRIRADRERDN G H PG L, BB ATRER AR 2N & > T D Z &,

@2 ERUFHIC K 2FFERNSICET 2B M

ARSI D P 22 e O\ ie 2 A 2 BIRIEFRE DEEE=2 U 7
EEDITEROA Y ) == T 2TV ERE L F @A A TE 5 F— LER KR 2R
SN TS Z &, 2B, BIARIZOWT, DABE L ZORBE I mE T
WnHZ &,

@-3 BIER OB MWroxRIZB LT

BIVER (REMMZERICINZ . KBE - /DK - BEO TH, e - ik a
BR, BHEERETE (RMEREMEBRE), NowkEEs (FTREEREREE, FIRIRIERE
EE,. BEIEHEREREE) . VAR, 5 E DMK, AR - BEBURMEIE ., R, EE DR
JEREE (PR B RARE . R SR ARE GERE, ZIALBE, FERIRIESE) . infusion
reaction, 7% - BN, BIEM M )E, MRRETE (X7 2 - N LU—IEGRESE) | DK,
e MRS (oM MRS PESEEE R . VMR M, JRIFERES | MR ERE ) |
MEREBIEMERE, FEAZE) 1Tk LT, Ml X3m MR B O BEF9 M 4 9~ 5 Al
EEEL (BHWEHORBZE o SIZBE L THRER R EZZ T oNL5MICH D2 &) |
EHICHE )72 E D TE DIRH DS TNDH 2 &,

=5

10



5. REARLRDBE
(A2 PEi B9 % F ]

o)

@

bEEERE 2 A9 % PD-L1 BitE (CPS=10) OIRIEYIRAREZRHELT - IO RIER
W B RO BE TR W TARANDFIEN R EN TN D,

2B, CPSIINATrY X~vT GEGETHEZ) Oa =4 Wi (I5E4
PD-L1 IHC 22C3 pharmDx [# =]) ZHWTHIET 5 Z &,

TRLIZEE Y T B BT D ARK O 8 G- K OE T IEIZ OV T, AAIOBFZIEN
MNLINTELT ., KFIOEGHR LB,

o AR I NEE

o Filrowmshgis

o fhhoFUENEREEA & OO

[ZathicBE4 % HEH]

@

TRICEHU T HEEFICOVWTIIAR ORGP D SILTWD I D, BHE2T
r YA A NGIP
o ARFIDEATT R UIBBUE DBEERE D & 5 B

BRI OFHMIZIB W T TFRRICEE Y T 2 BN T, AFIOE GIFHERE S 2y

D, AOIREERPUL A 2 NG EITIRY | EEICAH AN T2 2L 2BETE D,

o MEMEMEREDOEI SUITED & 5 BF

o HaEE R A CHRE R 2580 D B K ONE BN M O HURB iR 2 <0 gL M fiti 2
FEOMMIZRIEMEZE N A BN D BHE

o BHORERBOAD, UTEIERZRE L ITHIEMO B Ok EOBEEE
b5 IEE

o JEEBHE (GEMm&MBHEL ST Ob b EE

o BRI E AR T LB

*  ECOG Performance Status 3-4 Vo> B

\[

(ED ECOG @ Performance Status (PS)

Score

o 2
B R

0

< R JEBTE 5, FMETL [F U HHF ARG HIRZ <ATX D,

PIREVICIE LWTEENIHIR S5 728, STARE T, BAFEEH > TOEREIITI Z LB TE D,
Bl - BV, FHEE

BTRIBECH D OH ORI O Z L 133 X CTREEZAEEIZTE 20, HF O 50%LL Eid~Ny FAACIRIT T,

BOHNTZEHSOHEDEY DZ & LNTERY, HRD 50%L LAy R+ Tilaz1,

W

LT RV, BOOHFOEY O Z L34 TERY, BEICy R+l I4,

11




6. BEIBELTHEETREEHE

O WACEFION A, MERTEESE DIREET 2 BRI D X ARH O Rpt: e OV 1EfE
DT DI B ERE B L T b AT 5 2 &y,

@ WBEBIAICESL D B T DOFEBECA MR R i L., FE %2145
ThoEETH L,

@ TREMWERO~RY AL MZHOWT

RIEMMEEND SN DZ ERHDHD T, KEDOHEEGIZHT=-> Tk, ¥IHIE
W BB L, PRWLIREE, k) ORER I OIS X SR ds o e ss . Blgi%z +
TWATH Tk, Flo, BEITSUTWES CT, MG~ —h —%OMRA % FEhi 7
5k,

infusion reaction 23 & H 315 Z L 13 5, infusion reaction Naiéd H L5 AT
X, U ALEZAT O & & bIZ, SERMEE T 5 & TREDRIEL +r I 8l42
THZ L,

ORI RERE S . T EAHERE L ORIBEEREN L LN DHZ ENnHDHD
T, AFI O£ G-BRLART K O 5B I3 E RS N WS RER A (TSH., b2
T3. U8 T4, ACTH, Ifih =T — 1 SEDllE) #Eiid 52 L,
JFRERERE S, E{LMEIRE RN S DI D Z ENHH DT, A O 5B bGHT &
OGP I E IS REME (AST. ALT. y-GTP, Al-P, B U /LB %
OWE) #EETH &,

SEIFER (IR K MICEBRAREZET) SOERERBEENRS Lbivd
ZERHDHOT, EHMICIROREOFMEMET D2 &, o, IROBRF N
RBOOLNTHEITIE, HONCERENEZZZ2 T2 L BEFLHFET L &,
AHNOBEHIZ X | WEOREICISERT 5 &5 2 DDk~ 2R B0 e
NHLDONDZ ENb D, BRENPROONTZHEITIE, BELEZERIIN U
BRI 70 ik & R BR A RO R AT & EE U Cul bl e 8RR W A2 1TV i D5
BOGIZ & 2 BEWER DB 255121, AFIORETH 1L, K OREIE EE
NECROBRGEEZBETLHZ L, ok, BIBREFRLVE L ORGIZEVEIE
R OYGEERFRD IR WIGAIZIL, BB RE AR VE v DSOS i &l 0B
LEETDHZ L,

PG T, BRI S8IARB L COLEWERNEI T RNH 5720,
AR O EHETHIZ B REWEHORBUCH IR T2 2 &,

1 BUBERRI  (BME 1 BB RIS 2 &) 235 Hbh, R, h 7Y R—v R
IZEDLZENRBHLOT, A, O, EHEOTEROFEHRC M ED LA+
INEBTDHZ L, BRGNS A TR G2 IR L, A A ) il
KO HZ DY & 2175 Z &,

@  AFNOERRRERIC BT, B5FA 5 9 WM THMMEDF N 21T > Tz Z
L e BET, ARG TIIELICEGRA TOHIROMERZTT O 2 &,

12



EfEHEET A FT A v
RATrY XvT7 (BETFHBEZ)
(BR7E4 : ¥4 M—F KFE#FHE 100 mg)
~ FE/INil el fri R ~

Y2 9F 2 H (57024 8 AGET)
BATBA




SR/

IR e

XL HIZ
AHNOFFE, (ERET
i IR RS

)i 4 e lANE
WXL 70 D A

BOICER L TRHE T~ EHIHA

P2
P3
P4
P20
P22
P24



1. IIC®IZT

RS DB « ZEMEOHEROTZ DI, YA SCEEITIE SO 2l 72 A 23R D
BND, 6T, IEOREREFOMEHSICZ L0 | PUKREIRS 72 & O 72 3 1E A%
FFEIRMPEARINDGH T, TN O DOEHKNZEIZHLEREF IR 5 2 L3RR
A L 72 o TR  RFBGE R & SO O FART #2016 (AL 28 4 6 A 2 H BIFEERE)
IZBWThH, EHERLEOHE A ORBE(LHEEZXS Z L EhTWn5,

BRI EEE ST, KRR e T 0 7 7 A VRSB EDESK L & B S MR
RHZENRDD, T, HIWEROZEMEICET 2 HEHMN+0ERET 5 £ TOR,
MEZEEGLOBELEZT D RIS NDBHICH L THEHAT D & &b, BlfE
FMRREE LTI B2t & D 2 & AN Al fEe — 8 O B & il 7= EE R B ¢ A
THZLEWEETH D,

LR o T, ATA RT4 0 TlE, BIBERESSINE TIHE LI TV A EFIFR -
BHER M EED & | LU O E I O i 7o 2 HEdE 3 2 BLA0 & B B 35 %
F RO EFRERT,

I, ARITA KT A %, MSIATEBOE NESE SRR S, A E AR AR
ERARIEE P, — M ENE N B ARBRRNEHE S FEE I FITEEhE A B ARME 72 KO
— it EE N B AR P O Db LR LTz,

KfG L I DIEIRN A M —F SEERHE 100mg (— k% XA T e U X~vT (Eis
TR %))

REERDEUINE - CIBRAREZRHELT « FEI8 O FE/ NI it

RMEERDAEROHE « @H, AKX, a7 n ) X~v7 (EaTfz) LT 1
[6] 200 mg % 3 ARSI 1 (5] 400 mg % 6 1 [HfEIE T 30 57[H]
2T T RIEFES 2,

i 3E IR 58 ¥ #F : MSD Bt




2. AENDOREK. TERBF

XA M—F EEERHE 100mg (— 4 XA T7 Y X7 BB Z) . BLF TR
Al EvyH,) iX, PD-1 (programmed cell death-1) & Z® VU 4> K CToh % PD-L1 KO PD-
L2 L OfAEZEHERET S, B MbIgG4 £/ 7 n—FAHiETH 5,

PD-1 FRE81E T MR S B AR 2> Dk 2 72 D12 23 AR 23 R 9= 2 T2 70 S e )4
AA wF T, PD-1 1%, @EFEZRREICES O COEER T MileoMiaLmicBH L, H%
P2 SO % B e A X Tl 72 e g OS2 3%, 725, PD-1 13U H2 R EfE
ATHZ LK VIURZRIRCE D v 7 UBEEZ AICHIBET 2% IR Th D, PD-LI
DIEFMHMZIB T 2HBUT DTN TH LD, 2L OBAMITIE T Miao@ s 2mz
DI EBENZRBLL TWD, BDARPIZIT 5 PD-L1 O &8, B, s,
e . SO, FE/INHIRATE 72 & OB x Ze A TTFHRARK - TH YD | fRWAAFE
& OMBEERRE I TWD,

BED D/ DEGIRI T4 & PD-L1 3EBLOFEEAMED S, PD-1 & PD-L1 OB ILAEE
DEPEEREC BN T HEERRE A ) Z LR ENTEY | Fiiz e NATBERORER &
LTHIfF ST 5,

AFNZ, PD-1 & PD-L1 X O'PD-L2 OV T ROFEAZET L Z ik v, EE
WU NBREE T OSSR A ENE T U L S ERETEM L &8, HUEE S 2 BE (b
T2 Z L THUEG R A RET D,

AAN DT IS BIE ORI LA BN ER S b bh, XL
B WA b 5. AAIDORFH R DR FRICIE, BHEOBBE AT, B3R
0 BIVTHEC I, L L7 RIS U 7 W07 200 & KRB 2 5O IEAD & i L Ci
SRR ATV . B O RIEIISIC £ B AEEDR S AL, BRIV
L ADR T EOWA B LT 5 BER D B,



3. BRRERE
YIBRASRE 72 HE1T « FF3E D I/ N fitiJes D AGREF I Z 3 2 17 - 72 B 72 B R R ER O il &
ZNE IR

(B 2]

OE IR FE MRS (KEYNOTE-024 #A5R)

(L HIERE D 72\ EGFR 81512 et | ALK A B A5 B2t & O PD-L1 Btk (PD-
L1 258 L7 mgan 5o a%E (LLF ITPS) &vv9,) =50%) DOUIFRAHREZ2
1T » B OIE/ IRt B 305 61 (HAAN 40 B2 Ede) ZxtBIC, AHI 200 mg 3 14
kR (CAF TQ3W) &Ww9, ) HEEDOHEEROLRMEN, 7T FF 8K 2 & T
b FRE (BLF TSOC) W9, ) XM E L TRFI SN, 7ds, HiGRHE CHKRE
HEITDFR O BV GAIT, BT 2 R TR 358 8 B IR WO RFRIZZEE LTV
% BB CIE, RIBILARE OB FEAR CHRABEIT RS DD £ TARAIOER G 2k 25 2
ENATRE L ST, EREEHTE B EAE IR (LLF TPFS) &9, ) | BIKET
M B EA2AFHE (LT T0S) &9, ) &S, AKFNLT 7 F 71K % & Tk Pk
L L LC, PFS, ROYOS (HEfENT) ZHEICIER L,

*:24 1 A ECTREEINTEHGEIIARORGZFRIEL, 20k, EEETHRD LNEHE
ICEEHEBTE L L &NT,

#F1 BFiEE (KEYNOTE-024 3R5%)

AF1 200 mg Q3W EAOER i
(154 f51) ALt
(151 B1)
R (A ] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ ANY— R 0.50
(95%CI) (0.37,0.68)
P ™ <0.001
Rl [H] NE NE
(95%CI) (NE, NE) (9.4, NE)
0s™ Y= R 0.60
(95%CI) (0.41, 0.89) —
P " 0.005

Cl: XM, NE : #ER8, *1 : RECIST A FT7 A > 1.1 BUTES ML yflE, *2
J&5I] Cox eI NV — RETNWIZL D 7T FFHRA Gt b BIE L O, *3: @hln /v
T RRE. *4 MR OT — % 1 20164E5H9 ALy AT




100
90 - ™ — FE200mg QIVW
80 - TSFIUNESTILLE
& 70 -
.ESI-I- 60
50
gﬁé 40 - l-‘
g 30 1 o,
20 A - Y
10 - '1——|__*____|
0 3 6 9 12 15 18
at riski saBEFHRE A]
FAI200mg Q3W 154 104 89 44 22 s 1
TSFTURE2C(EERE 151 99 70 18 9 1 0

X1 HRHEEIZ & B PFSOEKARNT I D Kaplan-Meier i (KEYNOTE-0243R5%)
(PD-L1B#: (TPS=50%) DEREEM)

100 :
a0 ‘-\1'_‘?\\—
70 T
-~ ks |
® 60 - o
H‘E’ 5{] - -ﬂ"n.m_." o = e [ e i ]
oo
b 4Q
30 |
201 — FF200mg QIW
10 - FSFFEAESUEEE
0 3 6 ] 12 15 18 21
at risk#y iR A]
ZEI200mg Q3W 154 136 121 82 39 11 0
TSFFERARESTIEREEE 151 123 106 64 34 7 1 0

X2 OSOHEENTE D Kaplan-Meierifigi (KEYNOTE-0243358)
(PD-L1EH: (TPS=50%) DBEEEM)



OEBEILFES T /MAHRER (KEYNOTE-010 7-5%)
7T F TR ST LRI 2895 PD-L1 B (TPS=1%) OUIBRAHE/a i
1T - BRI/ Rt S 1,033 1 (HARAN 91 #ilxEde) X402, AH 2 mgkg
Q3W # 5T 10 mg/kg Q3W G- DA MR VZatEn, Fexxerkfy (LT
DOC] &V9H,) X E L TREIE NI, Zed, HGRHE TR EETHRD btz
BAIT, BT 2R TIER DR AR WED RN L E LTV 5 A Tk, KIE
VIR D E{G RN TR BT8O b D F TABIOE Gk 2 e & S =", EERE
IE H 13X OS X OVPFS & &4u, AFNL DOC Ll LT, OS A EICER L,

*] : EGFR Bin T ERGME XX ALK A BB TBEOBE TIX, 775 F K& ST b
FVEIC L DIRRIEICIN 2, £ E 4 EGFR [HE/EA XX ALK BHEMER 26 9 2 fuiEk
JEGANC K DIREEE AT 2 BEPHAEAN LN,

#2024 WA ETEEG INTEGEIIARFORGEZHIEL, 20%, EEEITHED bl
BlIcEGHERTE A L SN,

#£2 AiRE (KEYNOTE-010 3RE%)

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

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

100
90 \ ——— A3 ? mg/kg QIW
80 #10mg/kg QIW
70 1 — FEFFEL
& 601
E 50
40 p "H“" ~lH"ll Ll N
30 1
201 il
10-
0 5 10 15 20 25
at risk# EFERM R
## 2mg/kg Q3W 344 259 115 49 12 0
##10mg/kg Q3W 346 255 124 56 6 0
FEFFEIL 343 212 79 33 1 0

M3 OS DEMMENED Kaplan-Meier B¢ (KEYNOTE-010 35)
(PD-L1 B (TPS=1%) DEFEM)



OE BRI H MAHFER (KEYNOTE-189 7-5#%)

{LZHIERE D72\ EGFR &5 1A REMELR DY ALK @A BE T REEOUIBRAGE /e
1T « RO BRI/ i BE 616 B (HARAN 10 B2 &) ZRI51z, AHl
200mg (Q3W) . XA L X RF MU LK LLF XA RLXE R 0, )
KOTZFFRAF] (VAT TZF oI ANRTTF ) OFHKE CREIGEARE) ' o
BIMER OZ MR, 78R, XX MLt REOT 7 FFRA OGS (b
IERE) 2 axtie L —EHEMRABR ORI SN, MEte b, 777 F AT Y EAH
DREEZTEIGRIRL, B3R K4 a—RAFETE L, 2B, BEFHE CHREETTHFR
D BN EIT R REIT E R TIER RO DR WEDRRIKRMIICEE L TN BEE T
I, RIEILAE O EfGEHAN CHREMETHRD D ETERA L ARX N LXE ROJFHES
kT o Z S AlRE & SAL2R, FEFHMIE H X OS LT PFS & S, AHlLL A b
Lt REOT 7 FFRFOMHAZE G777 ER, <X Xt REOT T FF8E 0
DFR L L e LT, OS KUVPFS # HEICHER LT,

*1 0 AKHI200mg, <A R LFE R 500mg/m?, AT T F L T5mgm? XX ANRT T F
AUCS5 (mg+ mL/min) OJEIZ Q3W (F=2—AD 1 HHEIZHKY) T4 a—2&EEH%, K
#1200 mg XA kL ¥+t K 500 mg/m? 28 Q3W TH 5 iz,

#: 7T BAR, ARA R LUFE R S500mg/m?, AT T F 2 75 mg/m? XL HIVRT T F 2 AUC
5 (mg+ mL/min) DJEIZ Q3W (F=2—2ZD 1 HEIZEE) T4 a—x&h5%, 77t¢
RO A R L& R 500 mg/m? 23 Q3W THR G I,

*3:24 WA FCTEREINTHEIAR OB E2 R IEL, Z0%, REETHRD SN
BlICEGHEATE SN,

#3 ARk (KEYNOTE-189 35R)

AHKIOF R eE= 3= 5
(410 1) (206 1)
R (A ] NE 11.3
(95%CI) (NE, NE) (8.7, 15.1)
0os™ ANH— R 0.49
(95%CI) (0.38, 0.64) —
P " <0.00001
R (A ] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PES™- ™ NHP— R 0.52
(95%CI) (0.43, 0.64) —
P " <0.00001

Cl: {FHEX [, NE: #EEARA, *1 : PRMBHIREOT —% 200711 A8y hAT7, *2: /8
B Cox LBINY—RET UL DT TR, X ML F¥ KEOT 7T FRAIGRLFEED
OFHEE L OE:, *3 : @Rln 77 o 7 HE, *4 : RECIST HA R7 A4 v 1.1 ICESSERT
HRNT H Y]



— EI200mg Q3W, NARLFERRUTSFFERAIRBIEREE
——— TR, RALFERRUTSFIRANBEEEE

at risk#q
ZF200mg Q3W, A

ANVFERRUTSF 410

FREIRAEREE
TR, RANFE

RRUT 57 REIH# A 206

LRz

T T T T T

3 6 9 12 15 18 21
47 HARE (]

377 347 278 163 71 18 0

183 149 104 59 25 8 0

4 OS OHREENTED Kaplan-Meier Hi## (KEYNOTE-189 38)

100

at riskEq
FH200mg Q3w, A
AhbFEEFMIOL
MRV 7SFHEE
TSEh, AdbLER
KFrUuoLkBARYU
155+ 58

— Ny O, SRR RS LR T S R TR
——— Tora, AAPLFERF U AKIDRE LT IFHER

410 322 256 148 60 17 5 0

206 140 80 40 16 3 1 0

X5 BERTHIRAEIZL D PFS OHEFENTRFD Kaplan-Meier B

(KEYNOTE-189 #8%)



@FEBRIFR S MAHFER (KEYNOTE-407 7-5%)

LFRERE D 72 GIBRNREZR AT - IR O R LRI/ Nt 2 559 61 (A A
N 50 Bl ETe) ZxtRIT, AAI200mg (Q3W) | WVARTTF KU T Y ZEt)L
I ) 2w (AT EER) (LLF Tnab-PTX) W 9.) Off#E (K
FIOETEE) N OFZMER NLERER, TTBR, IVRTFTF U RO U ZXE/L Y
1% nab-PTX OO G ((B5RERE) 22 xtie L “HEmABR CHREt s/, mt
&b, N7 Y ZF RV nab-PTX 1E, #HMEMAEE Z LB R L, &E51TRK4 =
—ZAFETE LT, 7o, HEFHE CRAEMEITHNRD DN HGEIT, EEETZ R TIER
DR BV NWEDEFIRIIIZZEE LT 5 B T, WRIBILLUE O B AL TR EET N
BOLNDE TCARAOER G 2/ 5 Z L3 AlgE L ™, FEFMEE X OS KW°
PFS & &4, KAl HNAVRT T F L RO T U X X8/ (T nab-PTX OPFA&E G137 7
YR, ANVRTZF RO T U Z X8/ nab-PTX OFFHES- & i LT, 0S &
O'PFS # A EITIER L7z,

*1 0 ARH) 200mg, /37 U & % &L 200 mg/m® XL nab-PTX 100 mg/m?, # /LR 7 Z F > AUC
6 (mg -+ mL/min) DOIEIZ QAW (KH|, /7 VX XEBNLKOBINRT T F 345 a—A
D1 HBIZHES, nab-PTX [IH=a—AD 1, 8, 15 HHIZEE) T4 a—2xKH5%Z, K
#1200 mg 2% Q3W TG-S h -,

¥ F TR, 7Y ZFE 200 mg/m? iF nab-PTX 100 mg/m?, B /LR 7 FF > AUC 6

(mg * mL/min) ONEIZ Q3W (KA, 7 U X XA KOOIV T T FNIE{&a—AD
1 HEIZHES, nab-PTX 3% =2—AD 1, 8, 1S HEICKE) T4 a—2gHE% 77
RN QIW THE- &,

*3:24 WA FTEREINTHEIAR OB E2 R IEL, Z0%, FREETHRD b

BlICREHEEATELZ Z L& AN,

F4 FHHRE (KEYNOTE-407 35)

ARFINGF R oe=s-30
(278 1)) (281 )
R (A ] 15.9 11.3
(95%CI) (13.2,NE) (9.5, 14.8)
os™ N — R 0.64
(95%CI) (0.49, 0.85) —
PfE" 0.0008
R [H] 6.4 4.8
(95%CI) (6.2,8.3) (4.2,5.7)
PES™ ™ N — R 0.56
(95%CI) (0.45, 0.70) —
P " <0.0001

CI: [Z#EX[E. NE : #EEARA, *1 : PRMBHEEOT —% :20184E4 H3 A v b4 7, *2: 8
Bl Cox LI NY— RETNVICEL DT TR, WIVRTTF L KROURT U X EE/LXiE nab-PTX
OPFREIEE oL, *3: J@hla 7 2 > 7 E, *4 : RECIST A K74 > 1.1 fRIZES B
AR A S



100 1
90 -
80
70 7
X 60 ]
ﬁ 50
# 40 7
30 7
20 1 _
1 ——— E0mg QIW. ALRTSFYRUIIUSH I Rnab117U 5l
18 | ——— Jsex mukTsEURGIIUS TR USRI
0 3 6 9 12 15 18 21
at risk#q EFARIA]
AH200mg Q3W, ALK
T5FIREINIUIEEI 278 256 188 124 62 17 2 0
Rignab-N7U 9% 1)
I5ER. DHbRF5FY
RUEKZUIEEILNG 281 246 175 93 45 16 4 0
nab-1$7U 9% t)l

X6 OS DHEfENED Kaplan-Meier Bi%f (KEYNOTE-407 35%)

100

— FHE200mg Q3W, AILRTFFYRUITIUSF IR Enab-IT7UFFEIL

90 \
i - ——— T3 ARTSFYRUNTUIF MR nab-/tT U TE N

’_\80*_ "k
W

®.207)
B 60 ‘,{

-a
""‘!——q»-&-—-q___%_
| PR

it
0 T T T T T
0 3 6 9 12 15 18
15 =

at risk#y HIEE4 ARG [B]
FE200mg Q3W. AR
TSFURGISIUIFEIL 278 223 142 57 23 5 0
Rinab-N7U 9%
IS5k, AbRT5FY
BRUNRTUSFEILNEG 281 190 90 26 12 4 0
nab-N7U 9%t

X7 BERTHRYEEIZXD PFS O FE#ENTR D Kaplan-Meier HifR
(KEYNOTE-407 35%)
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OEBRILF 5 MAHER (KEYNOTE-042 ##)

{LFHIEIE D720 EGFR BAG T A B ek, ALK A B 5 1M & OV PD-L1 Bt (TPS
=1%) OUIBRAREZRMEAT - BRI/ NMAaMEES 1,274 51 (HAN 93 flz5iTe) %
RFGT, AHI 200 mg Q3W & 5- DA Ntk 77 F K 2 & T bk %
XS L TRET STz, 7eds, BN CHREBEITT RO SN0, REEITE2 R
FIEIRAZR O BN WVEDRERANCZEE LT 5 BE T, WKIEILLRE O B 3T TR R
TR BN D E TAAIOBE G 2k 95 2 LN alRe & &=, EEFHMTE H 1% 0S
&St ARENLT T FFHRFE ST b REE L iR LT, OS #HRICIER LTz,

*:24 WA FETCHREESNTZGEIIAFOEG 2R IE L, D%, FEEETHRD b GE
ICESHEBRTE A L SN,

#z5 AERE (KEYNOTE-042 3ER) (PD-L1BBtE (TPS=1%) DRBEEM)
7T F K = E e
AF 200 mg Q3W (g
il %k 637 1 637 B
0 e [H] 16.7 12.1
g;s%i% os°! (95%CI) (13.9,19.7) (11.3,13.3)
(é?d:;%) NHP— R 0.81
(95%CI) (0.71, 0.93) —
P fi™ 0.002
il %k 299 14 300 f1
o e [H] 20.0 12.2
OT)PES_E;E 0s™ (95%CI) (15.4,24.9) (10.4, 14.2)
- NP — R 0.69 B
(95%CI) (0.56, 0.85)
BilE 338 4] 337 3]
0 roefE (A ] 13.4 12.1
5(;;;%8;”’ 0S™ (95%CI) (10.7, 18.2) (11.0, 14.0)
. NI — R 0.92 B
(95%CI) (0.77, 1.11)

Cl: {Z3EIXE, *1 : FRINTRF DT — & 1201842 A 26 B > hA 7, *2: @RI Cox L/~
— RETNWIZE D77 F A2 ETLFHRIE L O, *3 . Bhln 77 7 RE

11




100 -
90 - %““k — FE200mg Q3IW
80 N ——— F5FIEAESOIERS
70
& 60 -
ﬁ 50 1
# 40 7
30
20 A
10 1
0 6 12 18 24 30 36 42
at risk2 SFHRR]
AF1200mg Q3W 637 463 365 214 112 35 2 0
T5FFERESOEELE 637 485 316 166 88 24 1 0

X8 OS DFEENTED Kaplan-Meier Bi#f (KEYNOTE-042 35%)
(PD-L1 [BtE (TPS=1%) DEFEH)
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[Ze 4]
OE BRI [F 2 MAHER (KEYNOTE-024 ##)
BEFRGIIAFIRE 148/154 1] (96.1%) F O SOC £ 145/150 B (96.7%) (Z58H B, 1A
B & ORI RBIR DG E TE WA FRRIL, 224 113/154 41 (73.4%) KO 135/150 3]
(90.0%) IZFEO BTz, WT I DOFETHILEN 5% EORWERILITRDO LB Th -

770

£6 WTNLOBTHEERY 5%LL EORIVER (KEYNOTE-024 3B) (ZEMEMHrSEM)
FRBERIR5HH (SOC: System B (%)
Organ Class) AFHIRE SOC #f
FAEE (PT: Preferred Term) 154 51 150 151
(MedDRA ver.20.1) 4= Grade Grade 3-4  Grade 5 4> Grade  Grade 3-4 Grade 5
ERIEM 113 (73.4) 40 (26.0) 1 (0.6) 135 (90.0) 77 (51.3) 3 (2.0)
Mgk LY v 3REE

25 1f. 8 (52) 3 (1.9 0 66 (44.0) 29 (19.3) 0

H BRI E 1 (0.6) 0 0 8 (53) 2 (1.3) 0

I HRER IS i 1 (0.6) 0 0 34 (22.7) 20 (13.3) 0

M/ INR IS iE 0 0 0 17 (113) 8 (5.3) 0
PN 0 AR 7

IR A RE TUEE 11 (7.1) 0 0 0 0 0

IR IR REAR T 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

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

A% 4 (2.6) 0 0 18 (120) 2 (1.3) 0

I 4 (26) 1 (0.6) 0 30 (2000 1 (0.7) 0
—f% - 2FREER L O SO REE

19 5 (32 1 (0.6 0 11 (73 2 (1.3) 0

9 57 16 (104) 2 (1.3) 0 43 (287) 5 (3.3) 0

TR 1 (0.6 0 0 9 (6.0 0 0

FEER 16 (10.4) 0 0 8 (5.3) 0 0
BRI IR AT

ALT #4701 10 (6.5) 0 0 7 4.7) 0 0

AST #4n 8 (52) 2 (1.3) 0 5 (33) 0 0

M7 V7 F =8N 3 (1.9 0 0 15 (100) 1 (0.7) 0

I HREREOR D 0 0 0 20 (13.3) 6 (4.0) 0

RIIRANY oSl % 0 0 0 18 (12.0) 9 (6.0 0

H i EBRE R 1 (0.6) 0 0 16 (10.7) 3 (2.0) 0
Rt L OVGeskEhEE

EEXSE IS 14 (9.1) 0 0 39 (26.0) 4 (2.7 0

1K~ 7" %27 A E 1 (0.6) 0 0 9 (6.0 0 0
B # SRS & U SRk e

RA A 13 (8.4) 0 0 4 @27 0 0
PR R E

M S 1 (0.6) 0 0 15 (10.0) 0 0

FR = 22— 2 F— 2 (1.3) 0 0 9 (6.0 1 (0.7) 0
FE g, MOERds & OVERm ke

Jiilig ¢ 8 (52) 4 (2.6 0 1 07 1 (0.7 0
FERE ¥ KOV Rk b

B 0 0 0 12 (8.0) 0 0

B R RE A 8 (52) 0 0 1 (0.7 0 0

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

bz 11 71 1 (0.6) 0 3 (2.0 0 0

13



723 AFBEZ W TRIEMEMEE 9 1] (5.8%) . Kk - HEO TF 8 #1 (5.2%) |
PREIETS (T 2« N U—EGRES) 261 (1.3%) . ITHREREE 22 ] (14.3%) . AUk
PREEREREE 21 ] (13.6%) . TEEREEREREDE 1 61 (0.6%) . 1 ZUHEIRIE 1 61 (0.6%) .
BRERERESE (JRAME RETEMERREE) 16 (0.6%) . BESR 161 (0.6%) . fH2 « R Rl
fSEIL 161 (0.6%) KON infusionreaction 5 ] (3.2%) 23aBd Hiviz, Fl-, BEEDE
e (ZJERGIBERRE fERE, AT, FREIES) | RIEMeERE . BIEMEE, M
Ko BEES . S E DS, DAd. S OB SRR . VIR e OVIRZFER
BHIFRD o 7o, REWEARBURIUIBESE S (AMREMRT 25T 250
LR E R,

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

HEFERIT 2 mg/kg Q3W £ 331/339 5] (97.6%) . 10 mg/kg Q3W ¥ 330/343 3] (96.2%)
JO'DOC #f297/309 1] (96.1%) 12788 i, {GBREK & ORI EBURNHBE T RWEE
FRIL, TNEI 215339 B (63.4%) . 226/343 il (65.9%) TN 251/309 i (81.2%)
IO BTz, WTIUDORETIELERD 5% UL EORIWERIZ TEDO LB Th o7,

£7 _WIThHLOBTRIRD 5% LOBWEM (KEYNOTE-010 RRER)  (REMMTRER)

ZRERIKRE (SOC: System BilEx (%)
Organ Class) 2 mg/kg Q3W Ef 10 mg/kg Q3W At DOC B
FAGE (PT: Preferred Term) 339 il 343 {5 309 4
(MedDRA ver.20.1) 4> Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
ERIEH 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)
Mgk KOV >R fEsE

2. 10 290 3 (09 0 14 (41) 1 (03) 0 40 (129) 5 (16) 0

I BRI E 1 (0.3) 0 0 1 (0.3) 0 0 44 (142) 38(123) 0
PN G0 WA 7

FOIR BB BRI T E 25 (7.4) 0 0 23 (6.7) 0 0 1 (0.3) 0 0
T B

T 24 (7.1) 2 (06) 0 22 (6.4) 0 0 56 (18.1) 7 (23) 0

L 37(109) 1 (03) 0 31 900 2 (06) 0 45(146) 1 (03) 0

A% 13 38) 0 0 7 20) 1 (03) 0 43(13.9) 3 (1.0) 0

Mg - 12 35 0 0 13 (38) 1 (03) 0 24 (7.8) 2 (0.6) O
— % - REEER L O OREE

&I RE 20 59) 1 (03) 0 19 (55) 2 (06) 0 35(113) 6 (1.9 0

W7 46 (13.6) 4 (1.2) 0 49(143) 6 (1.7) 0 76 24.6) 11 (3.6) 0

FAH M 5 (15 0 0 4 (12) 0 0 21 (6.8) 0 0

FEEL 10 29) 1 (03) 0 14 (4.1) 0 0 17 55 1 (03) 0
BRI AL

I HRERER D 0 0 0 2 (0.6) 0 0 24 (7.8) 19 (6.1) 0
PR SRR

B 3 (0.9 0 0 3 (0.9 0 0 17 (5.5) 0 0
FETE 8 X OV T b 55

B 3 (0.9) 0 0 2 (0.6) 0 0 101 (327) 2 (0.6) O

Z 9 25 (1.4) 0 0 32 (9.3) 0 0 5 (1.6) 1 (03) 0

5 29 (86) 1 (03) 0 44 (12.8) 1 (0.3) 0 14 (4.5) 0 0

728, 2 mgkg Q3W LKL TN 10 mgkg Q3W BHIZIR W CENE A, MEMEMEE & 15 61
(4.4%) KON14 61 (41%) . RIBK - BEO TH S H (1.5%) K2 6] (0.6%) . &
FE D R R s (R REREIREARSE BERE . Z2TALEE, JERIEIEZE) 1 41 (0.3%) KON 1 1 (0.3%) .
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PRRRESE (X7 2« N U—IEEREE) 2 61 (0.6%) LON3 6 (0.9%) . AFH§RERES 23 4

(6.8%) K22 i (6.4%) . HUIRIRBERERE T 32 451 (9.4%) K UN35 41 (10.2%) . T
RBEREREE 1 61 (0.3%) KOV 1] (0.3%) | FIFEFERERREE 2 41 (0.6%) &N 1 1 (0.3%) |
1 BBERRIE 1 1] (0.3%) JOf 2 f51] (0.6%) . BHreRETE (RANE MEMEEX%) 4
(1.2%) RO 0B, WL 161 (0.3%) KO0 B, sk - BEEUmaAREE 1 61 (0.3%) KO
0 1. infusion reaction 2 5] (0.6%) K ON6 il (1.7%) RO HNT=, F£7-. HIEMES
SiE, R - BEBEA . 5 & MRS, DR, SRR RIS PR SEBE . A IR & OF
IREFEREF LTGRO DRy 72, ARRIVEAZFBUR I B EFS: (BB AR 2 5 Tr)
A DERRER A TR,

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

HEELIIARAIOFFHRE 404/405 1] (99.8%) KOSk IEEE 200/202 51 (99.0%) (278 H
AU, TREREE & OIRRBIRNEE TERWAEEFEFRIT. ZEh 372/405 61 (91.9%) K&
O 183/202 ] (90.6%) (ZRB® HALIZ, W DORETHILHEN 5% EORIWEM T TR
DEEBHTHoT,

K8 WTNHDOHTREEEN 5%LL EDOBIEA (KEYNOTE-189 RER)  (REMART I REM)

w5 B K 5748 (SOC: System B (%)
Organ Class) AKIOF I RE L pRERE
JEARZE (PT: Preferred Term) 405 202 15
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade5 4 Grade  Grade3-4  Grade 5
2EIEA 372 (91.9) 193 (47.7) 9 (22) 183 (90.6) 80 (39.6) 2 (1.0)
MR LY 3 RbEE
=il 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
FEENEAT P BRI A 25 (62) 24 (5.9) 0 4 20 4 (0 0
i Bk s e 22 (5.4) 8 (2.0 0 12 (59 1 (0.5 0
i FR BRI E 101 (24.9) 59 (14.6) 0 45 (223) 22 (10.9) 0
MR A SiE 69 (17.00 31 (7.7) 0 27 (13.4) 13 (6.4) 0
W o isbe
FRIR IR AE RE A T 22 (54 2 (05) 0 3 (L1.5) 0 0
AR i
VRIREE N 51 (12.6) 0 0 14 (6.9) 0 0
B
fEE R 67 (16.5) 0 0 24 (11.9) 0 0
i 78 (193) 15 (3.7) 0 22 (109) 4 (2.0 0
LT 187 (462) 12 (3.0) 0 90 (446) 4 (2.0 0
ISP 26 (64) 2 (0.5) 0 15 (74 1 (0.5) 0
Mg 74 (183) 7 (1.7) 0 39 (193) 4 (2.0 0
— % - 2 REEL L OB OREE
HE T HE 53 (13.1) 16 (4.0) 0 31 (153) 3 (1.5) 0
95 134 (33.1) 20 (4.9 0 62 (30.7) 3 (L5) 0
HERE D S E 30 (7.4) 3 (0.7) 0 14 (69 1 (0.5) 0
FAY VR 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 K OV 4R E
fEfEe 20 (4.9) 1 (0.2) 0 10 (5.0) 0 0
YR
ALT #9410 38 (94 2 (05) 0 16 (790 3 (1.5) 0
AST #57mn 28 (6.9) 0 0 10 (500 1 (0.5) 0
oz vrF=8m 32 (79 1 (0.2) 0 12 (5.9 0 0
1 1 ERE k) 22 (54 7 (1.7) 0 12 (59 6 (3.0 0
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# B K 5748 (SOC: System B (%)

Organ Class) AFINOF (b pvERE
JEAFE (PT: Preferred Term) 405 f1] 202 #]
(MedDRA ver.20.1) 4= Grade Grade 3-4  Grade 5 4= Grade Grade 3-4  Grade 5
Rtk L O EREE
EEXE BIES 84 (20.7) 4 (1.0 0 42 (208) 1 (0.5 0
K~ 7 %37 AE 2 (54 5 (1.2 0 3 (1.5 0 0
TR E
IV B B 37 9.1 1 (02 0 14 (6.9) 0 0
R R X OV T ARk
B2 i W) 11 @27 0 0 12 (5.9 0 0
9 FEE 37 (9.1) 0 0 12 (5.9) 0 0
5 51 (126) 5 (1.2) 0 17 (84) 3 (1.5 0

72 F. ARAIBEZ I TRVEMEMIZR R 16 61 (4.0%)  KABZE - EHEED T 20 1] (4.9%) |
MRREE (7 2 - NLU—IEERESE) 10 61 (2.5%) . HHERERES 62 1 (15.3%) . HIk
BRBERERESE 32 f51] (7.9%) . TEEARFERERETE 2 61 (0.5%) . BIEFEREREE 1 61 (0.2%) .
1 BOBEIRIE 161 (0.2%) . BREREREE (RMEHIEIER K% 2561 (6.2%) . HER 2 4

(0.5%) } U infusionreaction 5 ] (1.2%) Niddbiiz, F7-, BEOKEREE (FFE
AERARIE R . ZIALEE, FHREIES) . Ak - BRRUTAlARE . BEm e, MK -
BERRSE . S & DS, DA, ol Ml RIS PSRBT . B M i Je OVARZFERES 13
RO LN ho Tz, REIWERABILUR DU E RS (FRREMET 2 5T) 2&804EH
R AT,

@[E BRI A 2 MAHGER (KEYNOTE-407 #5#)

HEFESIIARAIRE 273/278 B (98.2%) K OXFHERE 274/280 1 (97.9%) (258 H AL,
IR & ODREBUEDEE CTCERVWAFFERIL, EEH 265278 il (95.3%) KW
249/280 5] (88.9%) (ZFRD HNTZ, WIT I ORETIHILEN 5% EORIERIZ FRD
LB Thoi,

£9 VWThHLOBTREIARD 5% LOBIWEM (KEYNOTE-407 RER)  (REMMTRER)

# B RIRS$8 (SOC: System B (%)
Organ Class) AFHIGE AR (bR
FARFE (PT: Preferred Term) 278 280 1
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4= Grade Grade3-4 GradeS5
2EIEA 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
MmEFs LY > RbEE
2 if. 123 (44.2) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
FEENEAT P BRI 14 (5.0) 14 (5.0 0 10 (3.6) 10 (3.6) 0
H ifn BRISA i 23 (83) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
TR ER kA 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
M/ A E 81 (29.1) 18 (6.5) 0 58 (20.7) 16 (5.7) 0
PG WA
FR IR RE TUESE 17 (6.1) 1 (0.4) 0 2 (0.7) 0 0
R IR B AR T iE 16 (5.8) 0 0 3 (1.1) 0 0
Bk E
(& 31 (11.2) 1 (0.4) 0 25 (8.9) 0 0
T 61 21.9) 8 (2.9 0 47 (16.8) 4 (1.4) 0
LTI 85 (30.6) 2 (0.7) 0 71 254) 3 (L.D) 0
M - 36 (12.9) 1 (0.4) 0 25 (89 3 (LD 0
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B RIR7¥ (SOC: System Bl (%)

Organ Class) AFIOF B o==-305 5
HAGE (PT: Preferred Term) 278 fi] 280 131
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade$5
—i% « RHEER L OB G OREE

) RE 46 (16.5) 3 (L.1) 0 41 (146) 6 (2.1 0

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

AST #8n 14 (5.0) 0 0 5 (1.8) 1 (0.4) 0

I R BRI 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (8.6) 0

1R s 23 (83) 5 (1.8) 0 16 (57 6 (2.1) 0

ENIRE- e 7 30 (10.8) 11 (4.0 0 28 (10.0) 10 (3.6) 0
R L OveskhEE

AR 47 (16.9) 5 (1.8) 0 57 (204) 4 (1.4) 0

K~ 7 %37 AE 15 (5.4) 1 (0.4) 0 9 (32) 2 (0.7 0
B R SRB & O Rk 55

BE A 36 (12.9) 1 (0.4) 0 24 (86) 2 (0.7) 0

7 P9 32 (11.5) 2 (0.7) 0 26 (9.3) 1 (0.4) 0
PR REE

R 23 (8.3) 0 0 7 (2.5) 0 0

KigE= 22— 8 F— 55(19.8) 3 (L.1) 0 37.(132) 2 (0.7) 0

BERLTE 15 54 1 (04) 0 13 46) 1 (0.4 0

KEMERE =2 —a/8F— 31 (11.2) 0 0 36 (129) 2 (0.7) 0
KRG ¥ KOV TRk b

it = i 126 (45.3) 1 (0.4) 0 100 35.7) 3 (1.1 0

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

B 28 (10.1) 0 0 20 (7.1) 0 0

% AR B CTRIBE MR E 14 61 (5.0%) « KIBK - BEO TH 14 41 (5.0%)
REpEE (7 2« N U—IEGRESE) 5561 (19.8%) | ATHERERES 26 151 (9.4%) . HUIR
PREEREREE 31 61 (11.2%) . FEEAEEREREE 2 61 (0.7%) . BpEaekEss (R MR
BRE) 64l (2.2%) MO infusionreaction 6 3 (2.2%) MFRH Lz, 7o, HEDSZ
JEREE (REREAME BERE, ZIALEE, BURRIESE) | RIBBEREREE . 1 USRS,
K. TR - BEUTHAEE, BEREGHEDIE, MK - fiEg, SEMRE, Lk, Rk
MRS A SRR . BRI I S OVRZFERES IXER O B A7 o T2, AREWEH R BRI
B ES (AMEERTEZET) 25 0EEREZ T,

OEERILFE I (KEYNOTE-042 5U5k)

HEREGIIARFIRE 610/636 151 (95.9%) K& OMbLFHEIERE 606/615 il (98.5%) IZF8DH 5
AL, TRBRIE & OREBRNEE CERWAEFEFRIT, Z1Eh 399636 # (62.7%) K&
U 553/615 i (89.9%) (ZRB® HALIZ, W DORETHILHEN 5% EORIWEM T TR
DEEBHTHoT,
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£ 10 WTNOBETRIED 5% EORIER (KEYNOTE-042 3RE) (KM RE)
#ERIRS¥E (SOC: System Bl (%)
Organ Class) AFHIRE (bR
HAGE (PT: Preferred Term) 636 151 615 3
(MedDRA ver.20.1) 4> Grade Grade3-4  Grade5 4> Grade Grade3-4  Grade 5
PRIEH 399 (62.7) 104 (16.4) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
Mgk LY > RbEE

25 ifn. 35 (5.5) 4 (0.6) 0 229 (372) 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 3005 1 (0.2 0 56 (9.1) 10 (1.6) 0
Rl A

FRR IR RE TUHESE 37 (5.8) 1 (0.2 0 1 (0.2 0

R IR RE A T iE 69 (10.8) 1 (0.2) 0 2 (0.3) 0
B M

(G 8 (1.3) 0 0 68 (11.1) 0

] 34 (53) 5 (0.8) 0 46 (75 1 (02 0

GENTIN 31 (4.9) 0 0 184 (29.9) 7 (1.1) 0

AN 7 (L1 0 0 31 (5.0) 0

& 15 (2.4) 0 0 97 (15.8) 2 (0.3) 0
—i% - RHEER LG OREE

7 E 27 (42) 3 (0.5) 0 60 (9.8) 10 (1.6) 0

957 50 (7.9) 3 (0.5) 0 102 (16.6) 8 (1.3) 0

ALT #51n 45 (7.1) 9 (1.4) 0 53 (86) 5 (0.8) 0

AST #40 41 (6.4) 4 (0.6) 0 42 (68 2 (0.3) 0

i HRER R 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0

LIIRANY o iel 2 (0.3) 0 0 64 (104) 20 (3.3) 0

SRk el 3 (0.5) 0 0 71 (11.5) 32 (5.2) 0
R L OveskhEE

AR 40 (63) 5 (0.8) 0 109 (17.7) 9 (L.5) 0
B R B L UGB Rk E

RAEi 27 (4.2) 0 0 46 (7.5 0

P 20 3.1) 1 (02) 0 50 (8.1) 0
TR R IEE

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

RV = 2 — 1 RF— 3 (0.5) 0 0 41 (6.7) 6 (1.0 0
M. MaEREs J OERm R

fiifigise 43 (68) 19 (3.0) 1 (02) 0
R 3 J OV TRk R

i B SE 2 (0.3) 0 0 136 (22.1) 7 (1.1) 0

Z 5 FEIE 46 (712) 2 (0.3) 0 15 (2.4) 0

Sz 46 (712) 3 (0.5) 0 27 (4.4) 0

72 ARFIFEZ B CTRIE MR B 49 61 (7.7%) . KIBZ% - HEEO FHF 10 #1 (1.6%) |
HEORERE (REHBEIREGRE, S, FRARIES) 161 (02%) . MRS
(7 v« NU—EERESE) 1] (0.2%) | HF#REREEE 76 B (11.9%) . FRIREEEERE
02 (14.5%) . FIAREEAEREE 3 41 (0.5%) . FIEHEAEREE 3 41 (0.5%) . BHERE

P (RANE FEMER RS 361 (0.5%)

CHER L (02%) . DES 1B (02%) K&

N infusion reaction 6 41 (0.9%) 238D ALz, F7-. 1 BUERIF. K « BEEUT RARIE |
HIEM M E, K - R, 5 E AR, M/ M TEERBEE . A I
OIRIFEERIB 1386 DIV Do 7o, REIER BRI B EF S (R AR s 2 & 1)

Za DERHR 2R,

18



[k - H&E]

AFNOREMHEYBREET L ZFH LY I 2 b—2a 2k v, AH 200 mg %
Q3W, 400 mg % 6 HMHMkE (LLF TQeW) & 95, ) XiX 10 mgkg (fFE) % 2 HfH
fkm (LT TQ2W1 &9, ) TEE LEEBOARA O MG IREDS G S, Ok
R, KA 400 mg & Q6W TH L LIZBROAF D E FARRRIZ I 1T 2 FA) Mg H s (LA
T TCavgss) EWVVD, ) 1E, AKI200mg 2 Q3W THEH L72BED Cayess & FALLT 5 & T
Ehi (F#) . 7. K#HI400mg & Q6W TG L =B DO ARA O E FIRREIC BT 5 &
EIEFIRE (PAT [Chaxss) &V ) X, AKI200mg % Q3W THEL: L7ZEED Coaxss
EHE L CTHEREZ RT ETRISNZL OO, BARANBFIZBOD THEERHER I TN
HHNE - HETHHAH 10 mgkg ((KE) % Q2W THG L72BED Chaxss & Ll L TR
EErRTETFRHENZ (FR) . S50, EERAERE 25 RIZARA 400mg % Q6W
TG L7/ S AERBR (KEYNOTE-555 iBR) X 015 5= FlEIC - < 3RyEhke
WIA=2T VI ab—ra AT THILTCEYEIRE T A—2 LHEILT- (FR),
Mz T, BEOREEIZ I 5 BRRBREGE I D & | AF|ORE & & AR TR etk
& OB ZRHTT DR SE T VS S 4, AK| 200 mg 2 Q3W Xid 400 mg %
Q6W TG L7-BRDOIREE & & Ao T2tk & oFEIZ DWW TRFT S/ E. |k
SEOHE - HEOM THINE R LM e 22 R T v &Pl & Tz,

K11 AFRORYEE AT A —F

[ Conax Cave Conin Conass Cavess Cinss
(ug/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL)
200 mg Q3W! (58.5'5?519.7) (27.27?298.1) (17.18?.11 8.3) (91.97?'984.1) (49.2;(,)';1 1.0) (30.35(,)'39 1.4)
400 mg QoW (12;,2?24) (32.%)?':2.7) (10.11(,)'16 0.8) (142?49) (50.51(,)'57 1.3) (19.3;(,)'230.9)
e (1351.2,6.10 316.4) NA (14.1:'?;@ NA NA NA
10 mg/kg Q2W (21%,2(2)23) (14;“1‘45) (1 1;1 ?21) (42?1,2233) (272,7282) (19;,9200)

t:1n=2993, 100 [HIDI I = L—3 3 N & D EH SN SMEEMO PRl (2.5%47,97.5%40) | Cmax : FIEIE
B DR MIETIRE. Cag : FIEREZOFEMIETIRE, Cun : FIEHERESE (VA 712 EEHD) OfARmE
HIREE . Craxss : EARIBIZER T 2 B MG PRI, Cavgss 1 EHIRIEIZIS T 2 EIIMTE FIRFE . Crinss : EHIRAEIZ
BT D IR 75 2 e

T o 56 Bl DT FIIE  (95% 5 HEIX )

§ 41 FIORELME  (95%(EFIXH)

NA : #3472 L
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4. HEFRIZOWT

AHNOBREL 51Tk LT, ARRSM L U TGRS (SFEE) 2 ohTn
HZENL, BULHEZEUNICEE T DM THLIMNERND D, O LT, EHHY
A 7 R BGETHE (RMP) (ZHD & AHI OB G 22 ARG S )~ D o AR 23 & 2 i i
Toh o> T, KHOEGNEY) L EEZ2H - FE L. AFIOEREIZ I BEELRREIEHR%
FHL LTSRS T 5 2 BB R T2 LT OO~@D TR T A 72 I Mgk 23T
T L& THD,

O MERITHONT

®-1 T£®(Dﬁv6)@m¢hb_&é¢ém Y THDHI L,

(1) BEAGEBKEDMEET 503 AR EEILURNES (BRE RS A S aE L U
ﬂﬁﬁh%ﬁ@%%ﬁ%ﬁ\ﬂﬁw LRI )

(2) FrEHRERPE

(3) FAREFIRFIFEIGE T D03 AR EETRRE (DS A BSIGEIE R BT, 23 A2
Wb, DS AR EEHEE R e &)

(4) ARACPIRIER 23R E L, SR AREINE 1 UIASRAL RN 2 Ojifiak F1E
AR D a2 1T > TV D ik

(5) HUEMEAESAI LT B BN OfE R FAE AR D J| H 21T - T D ik

@-2 i DAL K O] T’EFH%EEEH#@iﬂE Ty IR & R e RO RAN (FR D
WRNNZEL S T D IERN) 23, UE2BERORANCET HIEROELE & L TRES
TnnHZ L,

*

o [ERAFFEUSL 2 FOPIIHEZE T L2121 5 LA LD D ARIE O BERIHE %2
{THoTWDHZ &, 96, 28U B, BAEYEELY I & L-RRERE S OMHE %2
T TCWNWAZ L,

o [EARFFESE 2 FOMMINHEZE T L72RIC 4 FEL EORIKRERZ A L T\ D
Z & Oh, 3FLLRIE, WD) AR & S T MR AN S O BRIRBHE 21T -
TnsZ &,

@ BENDOERLFEREEDOMEHICONT
E%%%ﬁ@ﬁ*%ﬁféﬁﬁﬁﬁMEém\@%ﬁ%#%@%ﬁ%m\ﬁ%i %
HEIREE RO E B L OE RS 5T MR L, AEFRR A LG E o#RE
% 5. ERHOCDIATON D IEHINESTWND Z L,
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® EBIER~DOX T ONT
@-1 HMERREHNCEET 5 B4

MV MR B O BEE R EIVEA N AE LI2BRIT, 24 BERIZHEIREI O T, Ytk X
T EE SRR I BT, BEL L RWER G U CAREE B O CT O FIVEH ORI &
BERMRAEDORE R Y B PICHELI, BEHICHISATRERIERINE > TNDH Z &,

@2 EENREFRIZIIZ2AEFSRANISICET HEH

ARSI 2 P 2 sk R OB RE 2 A T D IR IRIEFE DNEER =% U v 7
EHEOIEIROA T ) —= T EITOERE L EREZ A TE 5 F— AEFRERH] 235
ESNTWD Z L, B, BIFEHIZHOWT, NABRE EZOFBEICHDITEAmMmENT
WhHZ L,

@-3 BHERADOZEr N LT

RIWER (FEMEMZEEISIZ . KIBK - /NGK - EEO TR, TFEEREREE - mE bk iE
TR, BHEERETE (RMEHREMEBRE) . NowkESs (FTEREAEERES, FIRIRELE
HE. RIBRERERETE) . 1 ABEIR. S E IR, Mk - BRBUHRARIE, R, BHE DK
JEREE (PR I EMARE R SRR GERE, ZIALBE, B RRIESE) . infusion
reaction, 7% - BRI, BEM HEIE, MRS (7 0« N U—IEREE) . DR,
HRE 7 MR P (G M MR A SR YRR i, JRIFERSES MR ERIE ) |
MEREBIEMRE, FEEZSE) 1Tk LT, Yakhiak )T BB O PP 4 A9 2 [=hil
EEfEL (BEHOZECXSICE L CRER VIR ZZ T ONLI R HICH D Z L) |
EDIZE YR ALE D TE DGR - TWD 2 &,

R
==

=
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5. B#ExB LD BE
[H5hEIZ B3 % F1A]
O AHOHMELGIX TRROBFEIZB N THEIMEN RSN TS,
o ALFRIERED 72N EGFR Bin AR, ALK @G & s 1ML O PD-L1 15
P (TPS=1%) DOYIBRAREZHETT « FR DI/ NI TE B
o TITFFHIFEE AL TRIERE A AT 5 PD-L1 it (TPS=1%) OUIFRAHEZ:
HEAT - FRFE OB/ NHIRaRE RS (735, EGFR Bis 14 B T ALK @8
BT PEDBE TIL, #NEH EGFR F 1 3 0 % —PIHER T ALK F 1
TR —VHER ORI A9 5 BE)
B, TPSIIRATn Y X~v7 (B l#aiz) Oar =4 pgWiEk (54
PD-L1 IHC 22C3 pharmDx % =] ) ZHWTHIET S Z &,
@ AHOMOPUEMAEEEA L OFRE ST FROBFICBWTAHIMEIN RS TWY
2o
o RARNULFE REROTZFFHRAFIE OGS  ALFIRIERE D72 EGFR &
G EBREVE RN ALK @A EG T IEMEOYIBRARE /RS T - R OIER T LR
FE/ N e AR
o HWNRTTFURONT Y ZFEN T nab-N7 Y XX LS b
SEIERE O 720 OUIBRARRE 72 AT - TS O R R I/ N it R
@ ALFIRIEED 22WHEAT « TR O FE/ NS B3 1%, PD-L1f& A C PD-L1E (TPS
=1%) ThIUL, AFOBME G2 EETH & ThD, £z, EELAEEICT
T 5 BEMEICHER 72N EB 2 B D BEIZH L TE, PD-LIFEBLRILIZ 0D 6
T FNE ORIk U Tt 2R B b RE & O G2 BT 5 2 &0
TE D, 2B ARORGIZH T > TE, fEsEITA K7 A > (B AR 2 6m)
SEBRTHI L W)
@ TRRICEEY T D BE KT B ARAN OB K O FIEIZ OV Tk, AR OFHMENR
ML SN TELT, RAOELGXRE RS20,
o INEAHBREL
o QOTHEHAIDOAMEN T S TWVARU ML OFTEMEIREA] & OfE &5

D2 0, WSS A KT A 2 (AR (TB0T, R 7 A S —If5 T4 B AR o
(DECOG Performance Status 0~1 2 T 75 g% LI L. X1Z@ECOG Performance Status 2 2 O BE TliL, 4 3
P Al (ReX %) OHARGENRHERINATEY ., 20X 5 2EBE TR, SRR
HAREICHER DD EBZ 2 NS,

%2 BCOG O Performance Status (PS)

Score EFR

0 | <ML <IEBTE 5, WAl R CHFAEESHIRZ: AT 5,

PIREVICIE LWEENIHIR S5 28, STAIRE T, BAEEH > TOEEIITI Z LB TE D,

Vol g mozw, wimsie

BATRIRECH S OH ORI O Z L33 X CTHEEEDNEEIITE 2V, HFD 50%LL EiZ~<y KOGl =9,

RONTZHSOEDEY DZ L LNTE2, HHEO 50%LL EE Xy RE7 Tl 24,

Sl

ELET RV, BOOHEOEY OZ LT TERY, BRIy R+ TiId,
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(%
@

2L

eyl
Gt
e

VAN

(B89 2 FIA]

CICHEN T HBREICOWVWTIIAF OB ENEE L S TS Z b, 52T
WZ &,
AREND B35 LI UE D BEERE D & 5 3

TBIRETOFHMIIZ B W T FREICHEMU T D BE IOV TIL, ARG ITHELE 720

AN

L DIRFERPUL R R NG EICRY | HEICAKZEHT 22 L 2BETE D,

k= ﬁ%r$@AﬁXi%E®%5$%

m@iﬁﬂf@?ﬁﬁE§75ﬁﬁ@§%ﬁ P B B Je ONE B D FC i Iti e 2¢ <0 J Y 1 Jifi 7%
DM RIENMEZAL D P EZ}/LZD}%%A

H O ERBOAOE, SUTIEMER 2 L IXHRMED B CaE R B OB ERE D
H D HEE

e g (&g 2 5 Tr) Obh HEHE

Tt DG SUIE 2 A9 5 8

ECOG Performance Status 3-4 2 o ¥
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6. MEIZELCTHEEITREFH

o)

@

I SCGEREITIN 2, SR 3 D R T 2 OB 1T D & ARH D FpiE 2 OV 1EAif

RO olic B2 iERe oI 8 L COroERT5 2 &,

TRIRBARICIENL S | BB XX E OFIRICAHINER aREE +o3 L, RSx5S

ThoEETHZ L,

FREWEH O~ 3 A MZOWNWT

o [MWEMMEENSLDLND Z ENHDLDT, KAIOEEIZHT- > TiL, YIHIE
W (B0, PRURIREE, mkas) O L O X SiRds O L, Bl5gx 1
AT H Tk, Fo, BBEISUTHE CT, G~ —F —FEORA % Ehid
HZ L,

e infusionreaction 3% H I D Z L35 5, infusionreaction 23D HILTZ AT
X, WYIRAE AT O &L BT, JERNEIE T 5 & THREORIEZ /01 8152
THI L,

o HURERHERERETE. TEAEEREELRORIBEHERENHLDLNDLZ ERHDHD
T, ARZIOF5-BRLART & OFe G- B I E IS N WS RE MR AL (TSH, i7Ef
T3. W T4, ACTH, M a2 LvF Y — LV EORE) ZEMT 52 &,

o JIFREREREE . B LMEIERN D GO D ZENH DD T, KFIOE GG K
O 5 IR TP 2 E B9 I AFRERERR AT (AST. ALT. y-GTP, Al-P, BV /L b %
ORE) ZFEMTDH &,

o SEIER (MERKILEERAR LG EOHERERIREENSH b D
ZERBLOT, EWHNCIRORFOEEEMHRET L &, 72, IROEFEN
BOOLNTHEITIE, HeNCERENZZ2 T2 L )BEFELRETLZ L,

o AKHFNOEEIZLY | BEORIEICIEINT S £ E X BN DHEE A IR BSHEIE
NHLPONDZLENH D, BENRBDLNZHAIIT, BELEZFERIILS L
LY 72 ek & R BR 2 Re D Rl & g U Cli bl e BB RIS W 21TV, IR D5k
FOSMZ X2 BWER R EDON D563, AR ORE I L, K OREIE RE R
IWECHIORGEEZEZET DL L, 2B, BIBKREARLVEORGIZIVEIE
HOYGENFRD B2 WIGEIZIE, BB B AR VE LSO & i Fl oein
LEETDHZ L,

o LT, BRI O HB L T OEWERNRET 2208355720,
AHNOFGHETHRICHEWEHORBUCHICERET D 2 &,

o 1 AUBERRIE (BUE 1 USRI &2 Ede) b bbb, BEIRWMES N7V R—U R
IZELHZENRHLHLOT, Ag, Fl, EHFEDEROFEE LM EO R+
DEETDHZ L, 1 BERREAEDN-GAICITEEEZ Il AR ) UH
RO 5% ORE R EZ1TH Z &,

AHN ORI T, KEYNOTE-024 35 & O KEYNOTE-042 55k Cld#& 558

75 9 T L 1Z, KEYNOTE-189 il Tld#& 5Bt 6 B KON 12 #HH, LU

il 48 ME ETOMI L, 0% 12 Z &L 12, KEYNOTE-407 #lBg Tl 5-Bath

5 6EA, REBRNISHEA, DKITI4SHAETORITE, ToB REIL

WZAEIEDFA 21T > T2 Z & 25 E10, ARG IS EiGRA TR

DIEREATH Z &,
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BEEAET A KT 4
Ra7Tnl) Xv7 (BiaHHE#EX)
(BR5E4 : A P —F miE#E 100 mg)
~EERAE~

Y2 9F 2 H (570 24 8 AKGET)
BATBA




SR/

AR

XL HIZ
AHNOFFE, (ERET
i IR A
Wz O T
WX L 70 D A

BEICER L TRET & HIH

P2
P3
P4
P16
P18
P19



1. IZC®IC

I OB N - REMEDHEROT-DIZIE, WA TR SV E 7 23Rk D
Bb, 5T, IEORAHRTOMARNC L0 | FUREIRS e & OFH) 72 Brif /e %
FFEIEMPEARINDLH T, 2N O DOEHKNZEICHLEREE IR 5 2 L3R
PR L 72 o TR RREMBGEE & O IR T #2016 CEAL 28 4F 6 A 2 H BRI E)
ICBWThH, EHERLEOHE A ORBE(HEEZXS Z L LS TWn5,

R R T SR E L BT 0 7 7 A VDB RO EI S, & B S TR
RHZENRNHD, ZOih, HMEROLZEMEICET A ERN oS T 5 E TOR,
WHEIMLOBEEZ R 2T 5 2 ENHIRF SN EBE IR L THERT S & L bz, BIE
R LTI LB ekt i & & D 2 & DS AIBE 7R — & O E & Jiii 7= 9 A B C i A
THIENEETHD,

L7eRoT, KA T ATk, BARERELZNE TICELN TV EFIHFTH) -
BHER M EED & | LU O E IR O i 7o 2 HEHE 3 2 8LS0 & B B 35 %
FROEEFERREZ T,

B ARTA BT A 0%, MNATBAE NESE G ERESR ST, AAETEAN B AR
BRAR IS s . — MR N B ARERR N ERE S L VAR N B AR &R 22 O W )
Db EERL LT,

RIG L IR B EIN A b L—F ETEERE 100mg (— R4 a7 X~vT (Eis
TR Z))

R LR DMEIHR - MR A

MG ERAMERVORE : @, RAIZIE, RAa7 e X~v7 (B rHifiz) LT, 1
[B] 200 mg % 3 3 [ AR 13 1 [8] 400 mg % 6 18 [#] EIFE T 30 73]
DN R EET 5, 7272 L, IR MBIRIEO G &1, 5 HIH
12 AETET S,

il 3 B 58 3 #  MSD Rt




2. BEN DR, TERBF

XA M —F BIEE 100mg (—#4 - RAT7r ) XA~7 (BIEFHEEZ), DU TR
Al EvvH,) iX, PD-1 (programmed cell death-1) & Z VU 4> KT % PD-L1 KO PD-
L2 L OfAEZEHERET S, B MbIgG4 £/ 7 n—FAHiEKTH 5,

PD-1 & 1T T HIA o0 BEARKSAE 2> & 26 2 72 0123 AVKIRE ASFI FH 9 2 T 7 s 2% il 4
AA wF T, PD-1 1%, RIS O COEER T MleofMia£micB8H L, He%
P s % B o AN B TR R 7o 0B SO 95, T7eb B, PD-1 (XU H o REfE
BT HZEICL VRS RRICL D v 7T ViR AICHIET 5% B8Rk TH 5, PD-L1
DIEFFMEICB T 2HBUT DTN TH L0, L ORAMITIE T Mo s 2z
HIF EWENCFHBLL TV D, DAFIIBIZEIT D PD-L1 OEREBLL, B, I,
FERMARE ., IRELE, FE/ NIRRT S O 2 RN A TTPRARRKR T TH Y | IRWAEFER L
OHEBEMERRE I TWD,

BED D A DEGRI T4 & PD-L1 FEBLOFEEAMED S PD-1 & PD-L1 OB ILEE
DRIV CHEERKZEZHE S Z LRI TR | Bz e N A TR0 &
LTHIfF ST 5,

AHNZ, PD-1 & PD-L1 X OXPD-L2 Oi U H> ROFEAEZET L Z L2k v, EE
W INBRBE TR O B OO S EE T U S ERA TR L &8, HUlEE s 2 FE (b
T2 Z L THEGNRARET 5,

AAIDIE IS  BIEDRIERIIC & 5 BI85 &b, B UL I
ED AR b Do AROR SRR GRICE, BEOBEE IV, BEHSR
o &I EICIE, B L T TG U 1S PI A i & B I & s LT
EIRERIBIT ATV BIEORIERIEIC & B BIMERAEEDIL D 11, MBI
L RIOB S FOB IR LT 5 BED B 5.



3. BRERRE
R B O KGRI I Bl 2 1T o 72 BB R R BR O g 2 7T,

[H2hE]
DENE T b MR (KEYNOTE-041 55%)

EFRERE DI NUIA BV A~T GEG 2 CLF A A~T 1 80 ),)
EEERN2 LY A ETORTFRIERE 2 AT HRIGUIRAGE 7o i AR B 42 4

(CHZMERRAT X 37 Bl) 2 X8I, AHI 2 mgkg 3 AR CLF TQ3W]) &v9H,)
B G- OF MR VL EMESRE STz, 7ol IR TR EETHRD bz GE 12,
PR BT 2 R IR TR D B AL WEDEFIRINIC L E L TV 5 B Tk, REILARE O]
BRI CRABEITTARD DN D £ TAAIO B G 2§25 2 LW ATRE L &z, BERT
8 H Td D FENR[RECIST WA F7 A > 1.1 Uz IS < i) @iz L 55842288 (CR)
SOFERSYZEh (PR) ] X, 24% (95%(EHHIXH @ 12~41) Thol-, 7k, FANIEEE L
7-BfEIX 10%TH - 72,

@iEs+ 5 T AHRER (KEYNOTE-002 5-5%)

A BV LTI K DIEEEE AT HIRIGUIRAGE e B B AEBE 2 xRz, A 2
mg/kg Q3W 5K TN 10 mg/kg Q3W & 5-D A EM K VLBV . ALFRE (X Y
Y. TEYUI R, INVKRTTFU XTIV EXRVIIAINR T TF o +R37 ) Fx
B, LR TICCRE) &9 ,) ZRHRE U TRFTES T, 728, BERFEAMN CHEMEITH
R BN AIT, TREBEAT 2 R TEIR 2RO DR WEDO BRI L E L T\ D BE
TIE, KIBICARE O BT CHREBETT RO b D TARAIOER G Z ki 5 2 &3 a]
RE & SHv7z, FEERENE B XA (LU TOS) &9 o) MOMERGHEAE /A (LA
T IPFS) W 9,) L&, ARANMEFRIE L T LT, PFS # A BITIER L7z,

#F1 FiEE (KEYNOTE-002 3RE%)

AH 2 mg/kg AHI 10 mg/kg e==-30S
Q3W Q3W
(180 1) (181 #1) (179 1)
i [ 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 fiE" 0.1173 0.0106
rhoefl [H ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | ~HW— K™ 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P "3 <0.0001 <0.0001

CI : {E#IXH, *1 : RECIST #A FJ A > 1.1 JUTHES < B #RAHE & ONE S M RIS K 2 70,

*2 ¢ JE R Cox LB N — RET M L DML FHIE L OB, *3 . Bhln 77 v JRE




100
90
80
70

& 60
ESD-_
# 40 -
30
20
10

—— % 2mg/kg QAW
——— ##l10mg/kg QIW
EsemeE

at risk#
## 2 mg/kg Q3W
##110mg/kg Q3W
{ESEReE

180
181
179

131
138
115

LLUGU UL R UL MLLUE ) B LU
9 12 15 18 21 2

33 36

27 30
£77MM (R)
95 70 61 11 0
99 79 67 12 0
80 60 48 9 0

X 1 OS ?® Kaplan-Meier fi#f (KEYNOTE-002 35R)

—— &3 2 mglkg Q3W
——— F10mg'kg Q3W
LS

at risk#
ZFH 2 mg/kg Q3W
##110mg/kg Q3W
{LFEROE

180
181
179

153
158
128

4 6 8 10 12 14
REEFM (A]
74 53 26 9 4 2
82 55 39 15 5 1
43 22 15 - 2 1

X 2 PFS @ Kaplan-Meier fi# (KEYNOTE-002 35%)



OUEIFEMAHFRER (KEYNOTE-006 7-%5%)

AT LA TICEDIEREBEOINWXIFIA BT AT 2EER\0N 1 LA ETOL
SEIEIRE 2 G T DARIRUIBR A RE 7 B R B R 2 kPRI A 10 mg/kg Q3W Fe - K&
W10 mg/kg2 BFFE (BLF TQW) W9 ) BEOAEMER O Z2MEN, A BV A
~ 7 ERHE LTS STz, ek, BRI TREEIT AR b Ga I, Rl
1T 2 R IR DT BN WEDRRRINIZ L E L T2 B Tk, REILLRE O B LAl
THRBETVFRO DD E TAFOEREG Lk d 5 2 &L FEE & Sv7e, EEFHETEH
I1Z 0OS KLONPES & &F, AANIA BV A~T7 LHEE L T, OS X O'PFS Z2 A EIZIER L
7o

#2 AERE (KEYNOTE-006 3R52)

AHA 10 mg/kg AHA 10 mg/kg A LT
Q3W Q2W
(277 1) (279 1) (278 #1)
HfE [H] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13,NE)
0s*! NP R 0.69 0.63
(95%CI) (0.52, 0.90) (0.47,0.83) —
P i 0.00358 0.00052
rhoef (A ] 4.1 55 2.8
(95%CI) (2.9,6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5 | /H— K™ 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P fi" <0.00001 <0.00001

Cl: {3#EX[H, NE: @A, *1 : FRAEITREO T —4% 1 20154E3 H3 B v b4 7, *2: J@hl
Cox NP — REFINZ L DAY A= T L ORER, *3: Bhla /' 7 E., *4 : RECIST 4
A RTA4 2 11U IS < PNE U 72 BhRp R = K OB B P R 2 X 2 A, *5 : R REA#ATRE O 7 —
Z 2014%#9H3HI v b4 7)



B 50

30 - ——— #A0mg/kg QIW
20 ##10mg/kg QIW
10 1 —— qrunzs

at risk#} M A

FH10mg/kg Q2W 279 266 248 233 219 212 177 67 19 O
FE10mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEVULRS 278 242 212 188 169 157 117 51 17 0

X 3 OS @ Kaplan-Meier Bi#R (KEYNOTE-006 3A5%)

100 T
90 & e o e e 8 10 kg T
- 80 _ “'"a\ #1 10mg/ kg Q3W

E ?D_ f —-{I'_“UL?:!

B 60
Esn—:
40-
i 30-
20
10
0

REEREFEMR]

at risk#
FH10mg/kg Q2W 279 231 147 98 49 7 2 0
FHI0mg/kg Q3W 277 235 133 95 53 7 1 1
AEULTT 278 186 a8 42 18 2 0 0

X 4 PFS @ Kaplan-Meier fi# (KEYNOTE-006 35%)



@EFRILFEZF MAHRER (KEYNOTE-05435#)

FRUIRGO AT — VI WY oEgERAEEE (AAANSHZET) 2X%I1C, ik
B & L TARAI200 mg QAW 5- DA WK N2k, 77 BRZ %l LT
PN Te, FEFHETE B I ERAGAHN (BUT TRFS) LW ,) & &, AKFNETZ
TR L LT, REFSEZHEITIERE L7,

#F3 AMERE (KEYNOTE-054328%)

AF200 mg 7T R

Q3W
(514%51) (505431)
hfefE [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: EHEXM. NE: #ERT, *1 : PRETEOT —Z  20174E10H28 0 > A7, *2: J@5l
CoxlbBINYF— RET VLD T TR EDLE, *3: Bl 77 7BRE. Q3W : 33 ik

¥ 5., NE : Not Estimated

100 -
90 |

— ZAI200mg Q3W
TSR

e mﬁﬁmm i

at risk#q
AEI200mg Q3W

3 6 9

HEFEFHR(A]
514 438 413 392

PAZa 205 415 363 323

18 21 24

73 15 0
60 15 0

X5 RFS®OKaplan-Meieri#i#f (KEYNOTE-05435%)

(D AJCC (American Joint Committee on Cnancer) JR #1534 (55 7 if0) (ZHS <3l 27— VA TiEY
ONEINOERS N | mm B OHE DI,



[Ze 4]
OEWNH I b Mk (KEYNOTE-041 7X5#)

BEFGIL, 41/42 ] (97.6%) (23D b, BRI L ORRBRNEE TE WA
L, 34/42 5] (81.0%) IZ#RD HALTz, FEBLED 5%LL EOREWERIZT FERD LBD T
HoT,

F#4 FREENS%LULEORIER (KEYNOTE-041 382  (ZZ2MfENT St S4EM)
B (%)

FRERIRS¥E (SOC: System Organ Class)

JEAFE (PT: Preferred Term) 2 mg/l:ér ;{JSWE?
(MedDRA ver.20.1) -
“=Grade Grade 3-4 Grade 5

SRIEA 34 (81.0) 7 (16.7) 2 (4.8)
PG WA 5

B B A REAK T i 4 9.5) 0 0
B Ik

T 3 (7.1) 0 0
— % - EFEER X OGO

s 2 IEk 5 (11.9) 0 0
AR AR A

AST #40 3 (7.1 0 0

T B ER B N 3 (7.1) 0 0
B R KOV T ARk

Z O PEIE 6 (14.3) 0 0

BEIR BB IR F 5 6 (14.3) 0 0

AR 3 (7.1) 0 0

7k, VEMERTRE 1 (2.4%) . KK - EHEDO THI2 6] (4.8%) . FHEREREE 3
Bl (7.1%) . TEAEHERERES 2 61 (4.8%) . FREERERE 6 51 (14.3%) . infusion
reaction 1 5] (2.4%) MONSE DR 16 (2.4%) RO LT, -, #RfEE (X7
Vo NUEGRES) | BREREREE RMEMEMBRE) | BITEE. 1 BBERA.
BEE OGRS (RERBEIREGER, ST, BEREIES) | L, Bk - BEUR
fifgiE, EIERREESIE, % - BENRZE. O de. MRl MRBD MR . i i
N OGRIFFERBS ITFE Hivie o 7o, REWERFESBURDLIZ R #EF S (R AMEER 25
i0) ZEOEIERE T,

@iEH S T AERER (KEYNOTE-002 7-5#)

BEFLIT. 2 mgkg Q3W BE 172/178 1] (96.6%) . 10 mg/kg Q3W #E 178/179 41 (99.4%)
S OVICC BE 167/171 8 (97.7%) ICF8® i, 1RBREE L OREBEENGE TE WA F
FRIT, TNTN 121/178 B (68.0%) . 133/179 Bl (74.3%) KON 138/171 51 (80.7%)
IZFD BILTe, WO THILEN 5% LORIERIZTTERO LB ThoT-,



#F5 DTN ORETHRERN 5% EDOBIER (KEYNOTE-002 3BR) (REMAIT<REM)

B (%)

#EBIK s 3E (SOC: System

2 mg/kg Q3WHE 10 mg/kg Q3WHE ICCHE
nggglaili)ﬁ Preferred Term) 178 ) 179 1 171 51
(MedDRA ver.18.0) 4= Grade Grade Grade 5 4 Grade Ggaie Grade 5 4 Grade G;aje Grade 5

2EIEH 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (140) 0 138 (80.7) 45 (263) 0
Mgk KOV >R fmsE

2 1. 5 (28) 1 (0.6) 0 7 (3.9) 0 0 3505 9 (53) 0
P i Bk e 0 0 0 0 (0.0 0 0 14 82 6 (35 0
U HR BRI E 1 (0.6) 0 0 1 (0.6) 0 0 14 82 6 (35 0
M N E 2 (1.1) 0 0 1 06) 1 (06) 0 16 94) 4 (23) 0
o WAE

DR IR RE A T 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
B RS

(T 5 (2.8) 0 0 9 (5.0 0 0 14 (8.2) 0 0
] 15 (8.4) 0 0 19 (106) 2 (1.) 0 14 (82) 3 (1.8) 0
G 8 (4.5) 0 0 16 89 1 (06 0 56 (327) 4 (23) 0
[ 2 (1.1) 1 (0.6) 0 10 5.6) 1 (0.6) 0 26 (152) 4 (23) 0
—fi% - REEER L O OIREE

I RE 6 (34) 1 (0.6) 0 8 (45 1 (06) 0 10 (58) 1 (0.6) 0
97 40 (22.5) 2 (1.1) 0 52 (29.1) 1 (0.6) 0 62 (363) 8 (47) 0
FEEL 6 (3.4) 0 0 11 (6.1) 0 0 8 (47) 1 (06) 0
BRI AT

LIIRANY el % 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
R L O E

RAEOR 8 (4.5) 0 0 17 (95 2 (1.1) 0 26 (15.2) 0 0
B R B X OSSRk =

RAH 13 (73) 1 (0.6) 0 12 (67) 1 (0.6) 0 9 (53) 1 (06) 0
ik 9 (5.1) 2 (1.1) 0 7 (3.9) 0 0 10 (58) 1 (0.6) O
PR R E

K= 2 —m RF— 2 (1D 0 0 0 0 0 14 (82) 2 (1.2) 0
SER 1 (0.6) 0 0 2 (L.1) 0 0 11 (6.4) 0 0
FEIE 8 X OV T fRbE

JHEE 5 (2.8) 0 0 (0.6) 0 0 35 (205) 1 (0.6) O
B J i 9 (5.1) 0 0 9 (5.0 0 0 2 (1.2) 0 0
& O FEIE 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5 0 0
W5 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7 0 0
RN SN a2 5 (28) 1 (0.6) 0 10 5.6) 1 (0.6) 0 0 0 0
s EVE OB 10 (5.6) 0 0 9 (5.0 0 0 2 (1.2) 0 0

728, 2 mgkg Q3W BEML TN 10 mg/kg Q3W BEIZH W TN, FIEMERESE 1 4]
(0.6%) KN4 (2.2%) . K2 - BEO FHI1H] (0.6%) KOV6 i (3.4%) . ik
fEsE (7 2« NU—JEERES) 26 (1.1%) KO0 6, FFEEEREE 13 41 (7.3%) M
OV 15 1 (8.4%) | BHEREFET (RMEFEMERRTE) 161 (0.6%) KU1 41 (0.6%) .
TEAEEREE 1 6] (0.6%) KO3 61 (1.7%) . HFIRIEEEREE 14 61 (7.9%) KOV15
5 (8.4%) . infusionreaction2 il (1.1%) KO3 %l (1.7%) . HEEDLZREREE (FEks
TRARAEERE . ZTEALBE, FERIEIEDE) 141 (0.6%) KON 1 B (0.6%) . S 141 (0.6%)
T N0 i, EEMEESIAE 0 IR OV 1B (0.6%) | Mk « BERESE 0 IR TN 1 1 (0.6%)

10



WIS E 26 0 BIRTR 2 B (1.1%) 2838 S, £io, BIRHEE, 1 BRI,
FRe « BRBCTRMARIE . DFJe, Solehe IV MESR B0, Vi 42 e O 3 B0 1
Bd BB T, ARIERFEBRKLE RS (GRREIR & 610 & otk
ERE T,

@A FMAHRER (KEYNOTE-006 #X5#)

BEFLIT. 10 mg/kg Q3W £E 264/277 111 (95.3%) . 10 mg/kg Q2W #¥ 275/278 1511 (98.9%)
SO IPLAE 239/256 5] (93.4%) (Z388 B AL, 1B & ORIRBEMA G E TE WA ESE
ST, TNEI 202277 B (72.9%) . 221/278 B (79.5%) K TN 187/256 B (73.0%) (2
ROBNTZ, WTNNORETIIRN 5% L EORIERIZT TRDO L BY THh-o 72,

£ 6 VTN OBETREREH 5% EOBIER (KEYNOTE-006 3(8%)  (REVEMATIRER)

B (%)

FERIRHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2 Wit IPIR¥

Organ Class)

FARGFE (PT: PreferredTerm) 27761 27801 25641
(MedDRAUver.18.0) 4:Grade G;a;ie Grade 5 “Grade Grade Grade 5 “4Grade G;a;ie Grade 5
EIEH 202 (72.9) 28 (10.1) 0 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
Por W

B A RE T LA 7 (2.5) 0 0 17 (6.1) 0 0 6 (23) 1 (0.4 0
RO B A REAK T i 21 (7.6) 0 0 25 (9.0) 1 (04) 0 2 (0.8) 0 0
B B

i3 5 (1.8 0 0 10 (3.6) 0 0 15 (5.9) 0 0
KGR 8 (29) 5 (1.8 0 4 (14) 4 (14 0 19 (74) 16 (63) 0
T 40 (144) 3 (1.D 0 47 (169) 7 (2.5 0 58 (227) 8 (3.1) 0
1 N RS 11 (4.0 0 0 20 (7.2) 0 0 1 (0.4 0 0
G 31 (112) 1 (0.4) 0 28 (10.1) 0 0 22 86) 1 (04 0
M Pt 5 (1.8 0 0 10 36) 1 (04) 0 14 (5.5) 0 0
—i% - RHEER OGO REE

I RE 31 (11.2) 0 0 32 (115 1 (04) 0 16 (63) 2 (08) 0
I 57 53 (19.1) 1 (0.4) 0 58 (20.9) 0 0 39 (152) 3 (12) 0
B AR AR AT

AST #4710 6 (22 1 (0.4) 0 14 (5.0 0 0 6 (23) 2 (08 0
AN PSRNION S i

BARIE 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B SRS & OV B Rk b 55

RAm 32 (11.6) 1 (04) 0 26 (9.4) 0 0 13 (5.1) 2 (08 0
7 P9 6 (2.2) 0 0 19 (6.8 1 (04 0 5 (2.0) 1 (0.4) 0
FERE 3 OV TRk R

Z O PEIE 39 (14.1) 0 0 40 (14.4) 0 0 65 (254) 1 (0.4) 0
S 37 (13.4) 0 0 41 (14.7) 0 0 37 (145) 2 (08) 0
TR EBE 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6 0 0

2%, 10 mg/kg Q3W HEL N 10 mg/kg Q2W BEICB W CENLEH, RIE MK R 4 6
(1.4%) KOV 61 (0.4%) . KGR - HEO THI10 6] (3.6%) K13 fi (4.7%) | #
EE (X7 « NU—EGERESE) 261 (0.7%) K OY0 B, AFisREREE 14 61 (5.1%)
Je O 23 il (8.3%) | EFHEREMEE (RMIE VB MER 22 55) 2 f1 (0.7%) KOV 61 (0.4%) .
TEMREEREREE 1 6] (0.4%) KOV 6 (0.4%) . FIRIREERERE S 28 1] (10.1%) K& TN 33
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B (11.9%) . EIEEEE16] (04%) K241 (0.7%) . infusion reaction 7 B (2.5%)
KOS B (1.8%) . 1 BUHEIRIE 1 61 (0.4%) KO0 B, BEEORERESE (FERBEARE
ERE, ZIALBE, BRI SE) 0 Il KON 151 (0.4%) . e 1 1] (0.4%) S OY 1 i (0.4%) .
e - RERUTHRMARIE 1 61 (0.4%) KO0 B, s - Bl 0 IOV 1 B (0.4%) | IO
2S5 E S 3 (1.1%) KOV A (0.4%) R Bz, Fiz, EEMBEDE, Lff
9. S PRI N MRS . AL I K ORZEER B XER O B LR o 7o, ARFIE
RFBLRDUIBIE RS BAMRAEERE 2 5T) 23 0EHHERE T,

@FE B I FEFHMFEFE (KEYNOTE-054 #A5R)

A EFGUIARAIRETIX 475/509 i (93.3%) 12, 77 BHRBETIX 453/502 51 (90.2%)
(CRBL LT, 1R ORREBEGENEE TERWAEERIL, AFIBETIX 396/509 i
(77.8%) 12, 77 BAREETIL 332/502 fil (66.1%) (ZHFBLLT=, WT I ORETHILE
D 5%LL EORIWERIZT FRDO LB THoTo,

F7 WTNLOBTRERN 5% EOBIER (KEYNOTE-054 3RBR) (LM dR4EH)

#= B B K & & (s0C: B (%)
SystemOrganClass) AFIRE Placebof¥
JEAFE (PT: PreferredTerm) 50941 5024
(MedDRAver.20.1) 4 Grade Grade 3-4  Grade 5 4Grade Grade 3-4  Grade 5
AFIWER 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
PG WA
FOIR IR RE TUESE 49  (9.6) 1 (0.2) 0 4 (0.8 0 0
R IR RE A T E 73 (14.3) 0 0 13 (2.6)
E e
T 94  (1835) 4 (0.8) 0 82 (163) 3 (0.6 0
L 58  (11.4) 0 0 43 (8.6) 0
—i% - &FEEER L OS5 OREE
) hE 48  (9.4) 0 0 34 (6.8) 0 0
i 143 (28.1) 4 (0.8) 0 135 (269) 2 (0.4) 0
AR AT
ALT #4710 26 (5.1) 3 (0.6) 0 16 (32 1 (02 0
T EH R R L O ARk E
BE A 51 (10.0) 3  (0.6) 0 47 (9.4) 0 0
7 PIJa 26 (5.1) 0 0 15 (3.0
PR R P
SER 37 (7.3) 0 0 33 (6.6) 1 (0.2) 0
MR, HESES & OViEhR R
N1 K] 27 (533) 1 (0.2 0 14 (2.8) 0 0
Rk X O TR RkRRE
O FEIE 85 (16.7) 0 0 49 (9.8) 0 0
2 49 (9.6) 0 0 32 (6.4)

7ok ARFIFEZ WD TRIBEMERZE R 15 61 (2.9%) . KB « B O T i 23 51 (4.5%) .
JFHSRERESE 46 B (9.0%) . BHRErEE (RAMIERIEMEEBR%E) 2 6] (0.4%) . T A
REFEE 11 6] (2.2%) . HURIBESHEREZE 105 5] (20.6%) . EIEBHEREREZE 5 4] (1.0%) .
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1 BEHEPRIF S B (1.0%) « 5 & ISR 2 451 (0.4%) | ¢ - BREUTELARSE 1 61 (0.2%) .
e 2 B (0.4%) . FEIEMHEIIE 1 6] (0.2%) . L& 1 6] (0.2%) I ONT infusion
reaction2 5] (0.4%) 2RO BT, £z, MREE (7 2 - NU—IEERSE) | B
DRz JEREE (FERIEIREERE, ZTAEE, FRRESE) | N - K, St )
W SR B . PR IR I N OVRFFERBH I TGR O DL 7e o 7o, AREIEHZSBLRILIXEE

HEL (BAMAEERT 2ET0) 23 LEFRREZTT,
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Uik - HE]

RIGYIBRARRE 2 M BB E 260G & L= s iR B (KEYNOTE-002 5A5% &
UO'KEYNOTE-006 #tf#) O#EF. 2 mg/kg Q3W. 10 mg/kg Q2W K O* 10 mg/kg Q3W
DWT D L - HEIZEB WD T HARFOF MR VLRI ZERITZRD b/ o
77
AH ORHEF S B REMEHT O R, MR EAMEES 28T 5 200 mg Q3W #H5-IF D
AUCsenc GEFIREBIZISIT 2 6 M O -FRef dh#R T iEfg) ol [10% 57, 90%
] mg-day/mL) 1% 2.16 [1.45, 3.04] mg-day/mL T& Y. 2 mgkg Q3W FH-FFD
AUCs 6wk (1.32[0.722,2.06] mg-day/mL) & F{EL L 10 mg/kg Q3W & 5-H¢ D AUCss 6wk
(7.49 [4.32,11.3] mg-day/mL) % F[a]->7=,
B RANEBE 2t & LT ARKI O ROSHET OFE S, st Sz HiE - HE (2
mg/kg Q3W $£5-. 10 mg/kg Q2W $¢5-}2 TY 10 mg/kg Q3W ¢ 5-) D& T AUCss 6wk
E A NE R OV & ORI R BIEIIEE O Do 7z,
ARNOREMEYEETT VAR LZY I 2 b— 3 U2k ). KA 200 mg %
Q3W, 400mg % 6 FFEE (LT TQeW] &v9,) XX 10mgkg (KHE) % 2 3
BRI (LLF TQ2W] &\ 9 ,) THEE LIZBROARA D Mg hiRE RS Sz,
ZORER, AHKI 400 mg & Q6W THE L 7RO ARKI D & HIRREIZ I 1T 2 ik
FPREE (LAT [Cagsd EVVD.) 13, AHAI200 mg & Q3W THE L7ZERD Caygss &
R 5 &Pl (TR, £7o. AH400 mg 2 QoW TH G- L 72RO AFH D
ERIREEIZ T 2 B ifidE FIRE (LT [Craxss) £V 9,) 13, AHI200mg % Q3W
TG LTZBED Craxss &L CEEZ R T & PRISNTZ b OO, BANEEZICE
WCRARMERHER I T D AL - H&ETHHIAH 10 mgkg (KE) % QW TH#
B UToBED Craxss & G L CTIRMEZ R & TRIS T (FFR), S oI, EHERANE
BE A RITAHK 400 mg & Q6W THE L -1/ 5 14H7ABR (KEYNOTE-555 #AB%)
L 0O NT-FERMEIZE S EYBRE T A —2F, VI 2 b—Ta kD Tl
L7c3EpEhie 7 A —2 LHRILT. (FR), Mx T, BHOEEIZE T 2 ERR
BREGREIC IS & | AKIOBRE B & AT 22 e & OB A Mt 2 RS R
TIOVDESE S, AAI 200 mg & Q3W XX 400 mg & Q6W THH L 7o BROgER &
EEIMENT LM E ORI W TR SRR, ERRo Mk - HEOMTH
Ik M OV PRI B 7R 22 BT e & PRI S T,
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£8 AHDORMBENT A—F
FE PR | gmn | GgmD | GgmD | Gged | GemD | gD
200 mg Q3W' (58.5'5?519.7) (27.27?58.1) (17.1;,5'11 8.3) (91.97?'984.1) (49.2;(,)';1 1.0) (30.35(,)'39 1.4)
400 mg Q6W' (12;,?24) (32.?)??2.7) (10.11(,)'16 0.8) (142?49) (50.51(,)'57 1.3) (19.?;??0.9)
40(0%%?&6)\)\7 (1351.2,6.10 ;6.4) NA (14.1:,'?;4) NA NA NA
10 mg/kg Q2W' (21%,2(2)23) (14;“1‘45) (né,1 ?21) (422,2233) (272,7282) (19;,9200)

+:1n=2993, 100 [HDY I 2 b— 3 2K D EH SHIZRMEEMEO PRl (2.5%45, 97.5%4) « Cumax : F[E]
By 1% O B MG FIREE . Cave : MEHE G5 OFEIMIE FIRE . Coin = G (Y1 70 2 Felail) OFiRif
THEPIRE, Cmaxss 1 EFIRIBIZI T DR MLIE T IREE . Cavess
RBIZ J5 1T D Bt 17 i
T 56 Bl (95%15 18 X [H])
§ : 41 BIOKATPIIE  (95% (S X )

NA : #4721
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4. FEFRIZOWNT

VG EIBR AR RE 22 M E R B T 53 2 kGRS & U CRE A EGREIN A (A1) 255
BNLTNDHZ LD, Ul EAHEUICEETE LR THOINER DD, D LT,
I Y 2 7 EHGEHE (RMP) (ZHD & AHI OB G 22 VRSB~ {7 ) (R 235
HHMEEX T o> T, KE OGN EY) 72 BFZ2W - FeE L, RAOREICL Y HER
RIERZ B LTRSS T 2 2 E BB el LT OO~@ DT & i 72 7 ik
IZBWTHEMTHRETH S,

O mERIZOWT

@®-1 T%@(Dﬁvw)@w¢MW_&éﬁém X ThHI L,

(1) JEAFBRENTEET D05 A oL RRE S (FE A A 2P EE L AR T
ﬂﬁ%h%ﬁ@%%ﬁ%ﬁ\ﬂﬁw DRIRbE R &)

() FrErEhEmbE

6)%Eﬁﬁﬂ%%?i#é#hﬁgLﬁf&(%hﬁﬁ HEEFR EIRbe. S AHETE
W EBE, 2 AR R e &)

4) %SHI:%%&‘%%: RiE L. ASRAESAREINE 1 AT/ SRS HIE NN 2 oD it 5% He e
Lf%é@ﬁjé”ﬁ—*’)fb\émn

(5) HUEMERESAI LT & BN O fE R FAE AR D J@| H 21T > T D ik

D-2 %@%@@@k%ﬁ%&@@ﬁ%%ﬁﬁ@ﬁf’+“ﬁﬂﬁkﬁ%%%o@%
(FROWT NI Y T DER) 2, BEZEROARRICET 21HEOELE L LT
FlE SN TnbZ L,

*

o ERFFEIGE 2 FEOVHIIHE ZE T L1212 5 LI EDO D ATRIR D EEIRIHE %
fTHoTWBZ &, 96, 24U BT, BAERYERELS & LZRRES S ONHE %2
T TCWNWAZ L,

o [ERREFEIGE 2 EOVHIIHE ZE T L% 5 AL Lo RGBT 2R O i
REEBRAZEFE LTS Z L,

@ BEANOEXRLFHREBOMEHIZOVNT
Eﬁ%%ﬁ%ﬁ*%ﬁféﬁﬁﬁﬁMEém\@%ﬁ%#%@%ﬁ%m\ﬁ%é £’y
i%MHﬁwﬁﬁﬁvzﬁﬁzﬂﬁéﬁﬁﬁﬁ:ﬁ%Eﬁﬁﬁébt B O
%% EENHCNIATON D IEHIAE S TND Z &,
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® EBIER~DOX T ONT
@-1 BIVERARBBEOR IS AR IZ B3 5 B

MV MR B O BEE R EIVER N AE LI2BRIT, 24 BERIZHEIREI O T, Ytk X
IEEE SR I BT, BEL L ZRWER IS U CAREE B K O CT & OFIVEH ORI 2
BERRAORERIY BHRIZE LIV, EBHITHIG TR RHI N E > Tnd Z &,

@2 EEREFRIZIIZ2AEFSRANISICET HEH

DN AR 2 B 2 ik B OB RE A2 A T D IEIRIEHE DN EER =% U v 7
EEHEOITIROA T ) —=2 T EITOERE LR EZ LA TE 5 F— AEFRERH 235
s TWbZ L, B, BHEEKEICHOWT, DABRE L ZFOFBRICHSICEAmENT
WhHZ L,

@-3 BHERADOZEr xRN LT

BUWER (FEMEMREINZ . RIBK - /G2 - EEEO TR, ITREREREE - fE (LR AE
B, BHREES (RMEMEEERE) | NWOWREE (TEEEERS, FIRIRMEE
[, BIFEHEERET) | 1 AR, S DMK, Mk - BRBUTRARIE, PR, HEO
PR (W Rtk R AU ARE | B RS R ARIE e . ZIRALEE, JERKIEIE %) | infusion
reaction, iM% - MRS, EIEMGHEIE, MREEE (7 v« NU—JEBREESE) | DR,
MR (S Ve s PEERBESR | PA M i, JREFERES . MR ERIESS) |
MEREBIEMERE, FEAZE) 1Tk LT, Mk X3 B i B o 5P 2 9~ 5 [ Al
CEfEL (BEHORZECXSICE L CRER VIR ZZ T ONLIEZMHICH D2 L) |
EDIZE YR ALE D T E DG - TWD Z &,
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5. BExtG L RE
[Bh B3 % 1]
O TROBFIZBWTAFOEIMENRINTND,
o ALERIRIERE D 72 L OMESERIERE O & 2 IRIGUIBR A RE 22 v B iE s
o ERYIBRBEOAT VI FY OEMEAREBE BT DR BhERE
72¥. BRAF BIGFERZHT 5 HEEITB WV TIE, BRAF [LERIC X 21H% L B8
THI L,

@  TRICEHY T DARBN O G K OEH FIEIZ OV TR AFIOFMENRIHENL SN TE
59, AFlOB GG E /B0,
o fhOPUEMEREAIEOPH L TR S EE

[ZZatEic B3 % F1H]

O TFRUICHEYT 2HREICOVTIARBORENEDE SN TND I Enb, &5 %21T
DNz &,
o ARAIDEI R UIEBUE OREERE D & 5 B3

@ TRIFEFATOFHHIC B W T RIS S T 5 BF 2OV T, AF O GITHERE S v

DS, MOTRERINE N 2 WGEIZIRY | HEICAKZEHN T 52 L 2BETE 5,

o MEMMEROSIH IIBEOH 5 BHE

o i E R A CHRE R 2580 5 B K ONE B 0 F B itk 2% <0l e M fiti 2%
HEDORIZRIEVEZEAL N A B D B

o BCOREEROAOE UTEBMMZA L IXERMED B OB EROBEERED
b o RBE

o BEBHIE (CEmMBMIRBHIELZET) Ob DB

o MO IIBHEEZ AT HEE

*  ECOG Performance Status 3-4 2 o 4

(2 ECOG @ Performance Status (PS)

Score TE %

0 |EMELRIEETE 5, FWATE R CHWEAERSHIRZ AT D,

PIREIC IR LU NEENIHIR S5 23, BATRRET, BRI > TOMERIIIT O 2 &N TE 5,
B NS N 2

BMTHRECH A DOHDE Y O Z L3 T N TRRELEPERIT TE 20, A 50%2 EiF~y FA Tl 29,

ROENZESOFDEY DL LTERY, HRD 50%L L2~y Rk Tl Id,

W IN

BT RV, BOOHFOED OZ LT3 TERY, BRIy R+ TiZd,
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6. BEIZEBELCHEEITREEFH

)

@

TSGR ITIN 2, SE IR B3R DRI 2 BRI T 5D & ARA| O e M OV

RO olicn B iEde oI 8 L CroERT5 2 &,

TRIEBRAAIC e D . BE UL OFRICA MER OfERMEZ i L, AR5

ThoEETHZ L,

FREWEH O~ %Y A MZONWT

o [MWEMMEENSLbND Z ENBHDLDT, REOEGIZHT- > TE, PIHIE
W (B8, PR IREE, BWkeE) O L OWER X SRt O L%, #lgis 1
FATH 2k, Fo, MBS U THE CT, Mg~ —7—%FDOMmA& 4 FhE 3
HZ L,

e infusionreaction 3% H I D Z L 03&H 5, infusionreaction 235D H AL AT
L EUZRALE AT D &L b, IR RIE T S £ THREDOREE B
THZ L,

o HURBRHEREREE. TEAEERELRORIEHERERNS LDLNDLZ ERHDHD
T, ARFNOEH-BIEET M O 51 i3 e M aIc Nk re A (TSH., 7
T3. W T4, ACTH, MH a2 LF Y — LV EORE) Z#EMT 52 &,

o JIFRERERRE, ELMEIERN D Hbd ZENHDH DT, AFIOE G BIART K
O 5 IR TP 2 E B9 IR RERR AT (AST. ALT. y-GTP, Al-P, BV L b %
ORE) ZFEMTDH &,

o FEIEL (MEREOILEEHRERELEGT) EOHEERIREENH 5D
ZERBLOT, EMHNCIRORFOEREMHET L &, £, IROEFEN
RBOOLNTHEITIE, BHeNCERENZZ2T 2L )BEFELRET L L,

o AHFIOBEHIZLY | BEOGRERICISENT S L& X DDk~ R B TE
NHLDONDZ ENbD, BRENPRDOONTHEITIE, BELEZEFRIILNCT
BRI 70 5% & AR BR & RO AT & U CHl bl e 8 R W 217\ i o5k
FOGT £ B EWER D S 2355 121E, AR ORIETH I, R ORIE RE R
NEVRIOERGERERTHZ L, B, BIBRERLVEYOFKEIZL Y EIE
R OYGEERGRD IR WIGAIZIL, BB RE ARV o LIS O i Fl o8
LEETDHZ L,

o BERKRTH,BEMMNSE Y ARE L TOHrLRIERANRET 2 Z 8B D70,
AHNOFGHETHRICHEWEHORBUCHICERET D 2 &,

o 1 AUBERRIE (BUE 1 BUBEIRIE 2 Ede) D b, BERFMES N TV R—U R
IZEBLHZENRHLHOT, Ag, El, EHFEOEROFEELCIMBEEO LA+
EBRT D&, BRI IZGA TR G2 RIEL, A2 )
Bl O HZ DY & 2175 Z &,

RIGEIBRARE 2 M BB I 3 2 BT, AFIOBRRBRICBW T, &5

BAaN D 3 B AN, ZHLAREE, BB 1 FRIL 6 M Z & I/ MEDRE

liZAT > TN Z & 2BBIT, AFIEGFIEMBNROMREZITH Z &,

SEARYIERE O M BANEEE ~OM&ABERIE L U CHEHET BRI, AR DERIK

ARERICIB W T, BEBIAN SRBEIE £ T 12 @B 2 L ICHEIMEOFM 21T > T
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22 L BB, AFNOFRGPITEIICEROMERZITO Z &, 2B, IR
WiEE LTHEMT 2561203, AROKRGHEIZ 12 VAE£TETS L,
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