AKX 1125680 7 &
A F 34 11 A 25 H

# oE F R
| REFREN (HEEES (B & K
Bl K

A A + A R R A TR
(& BB W)

=R~ 7 (BaFifz) RAOREEREET A 71> (B
B OVEERE) DO—EBEIEIC DUV T

TRV P BOE = & S D FEAR T E2016 (FRK 28 42 6 A 2 H R E) I\ T,
EHHERLOFERORBEHEEZR D Z LBV AT 22T T, &
BFERSZEICLERBEICRMET 2 -OICREFEREEST A N7 14 21
Azl L TWVET,

=ARn~7 (Bafiz) 85 (KT - A7V — R AT 20mg, FR
TEE 100mg, [ELEEEE 120mg K& ONELEHEEE 240mg) % B &k OVEE 12T
LCHERTIEOBEFHRICOVWTL, =R~ T (BiarE#fz) fE 0K
WEERHEET A N7 A > GE/NiRafteE, BrERalE, EEE, BliaE, &
PR T X ) o, B, BEERESRE, SEEY A 2 e T T4 PRE
EME MSI-High) 2T 2565 - BEREROEER) O—HBECDON
T) (B2 11 H 27 BAHTERASSES 1127 5 1 BEATBEEK - L5
AREERLFEEHREEEM ICLVRLTERLEZATT,

Sk, =R~ T7 (BEFHEEEZ) BH (RFE4 - 470 —RAREFE 20mg,
[FL s EE 100mg,  [R] AR ERE 120mg M OVF] A ERE 240mg) (2OW T, FEK
OBERICE T 28I R, AELROCHEO —HMERENARINZZ LI
PRV BEHA RIA U 2FNENRRO EB Y HKIEW-ZLE LIZDOT, 58N
DO ERER R CEFCRT 2 EME B LE T, 7ol SubEk Ofm i i
A R4 0%, BIRESED LBV TT,




e O ERHEE T A R T4 o DOkETE

UL

AT CFr 1B IRS%)

)

F< [5]
Y- (MR ERD) Y-y (BB R ERHIBR)
2= KR & 72 HENBESITIRN R 2= XA L T2 DIHRE TN
IR UIBR R RE 72 AT - B O BEE DA R e | 2 IR | IR B BR N RE 7o AT -
B0 BE
e LA REROHE
BE. FANCIE=RL~T GBEFEEL) 2L XL HREROHE
T, 151240 mg % 2 @ REIRIRE X% 1 8] 480 mg % 4 R RANCIE=RL~T (BT z) L L
IR C R ERET D, T, 18] 240 mg % 2 FMFMREIRRIE 1 [E] 480 mg % 4
it OPLEMEEEA & QP 256 1E. @ A T R C AR E T 5,
WZiE=Ahv~7 (B z) & LT, 118240
mg % 2 BRI T 1[5 360 mg % 3 @RIMET
REEET 5,
4= 3. ERPRARE 4= 3. FRPRAkAE
TR UIBR AN BE R AT - B D B O 7GR IR IS FF-AM DAl e Z R | IR UIBR N B AR AT
AT =R BRRBR O BE E 7, 5O B O AGBERECFM 21T - 7o 3 72 B R FR B
[BE2hi] DR Z T,
OEBEL RS NFAZRE  (ON0-4538-12 3ER) [B2hi]
ERS 2L [F S MAEEAER  (ONO-4538-12 #KER)
48— QEF L FES MFEEER  (ON0-4538-44/CA209649 3 (@ Bh)




{LEEER O Ve b ERBEER 2 AR 2 Al
(LAT, THER2| v 9 ) EtEOIRE IR e 70
17T -BROBBIUIEERESTE (EEOF.L
NEEFESEEY ET 5 cm UNICALET DR
JE) BET 1,581 fi (HANBE 109 filaEte, &
Fll AR BE 789 f], AL SPIERIE™ BE 792 i) %
BRI, AbFEELA R E LT ARH+H LR
DOENMER NZ A L, EEFEEE T
& % combined positive score®™ (LLF., ICPS] &
VW9, ) =5 EMICKIT A EEEAFEE (LT,
[PFS| 2\ 9 .) KON CPS=5 ERICHIT S 0S I
DV, RENHALFEREIIMCEEE IR LFEHS
BIWCEBRRIEREZ R L (1L K2, &5
FHNIHE SN BEFIELE OHEKEDOEY T
(> TREMTb R, BIRGHEER & S
N7z CPS=1 EF KON ITT £FIZEIT 5 0S 122
T, ARAHBFEEII B ISR LitsH 2R
WCHEBREEA R L (F1, X3),
*1 . HER2 ¥IEREESUIRBIEDEE . KOEEIZ
EEOT LD L IEOBRE LM ANTRES L
77
*2 : LU O s (BERHE Y EAT AN 215
Lz [OAFH Y FFF 2 1[E 130 mg/m* (KFKE




) % 3 B REE CAREE L A~ Z B 1000
mg/m* (AEEHE) % 1 3 20, 2 AR OR5%
(2 1 GERRE, I@A XY U 7T F 2 1[5 85
mg/m* ((ARERE) , AV F—h A7 A1 [E 400
mg/m’° (EEEE) KR 74u v F 0 1 [H 400
mg/m* (RFHEFE) % 2 BMME CEBEEHEL, 7
A BT T L2400 mg/m’® ((ERMEFE) % 2 HfH
) CERARPN B 5141 12 H BT, AFHI+
b iERE g, Al (D1 [5] 360 mg % 3 I i fi
Mg X 1X@1 [7] 240 mg % 2 W@EHEE CafEiaiEs) %
ThZh EEEOXIIQD bR E L GHH L,

*3 : JEERAAR T35 1T 2 PD-L1 A% L - fifadk (E
B, ~7 a7 7 —V KONV o8EK) iR fEE
MR TR L, 100 23 U /2 {A,

= 1 HRhERAEE (ONO-4538-44/CA209649 3XER)
(£ #)

(M mg)
2 PFS @ Kaplan-Meier Hi#% (ONO-4538-
44/CA209649 3BR) (CPS=5 ££H])




(K 1)
3 0S ® Kaplan-Meier @i f ( ONO-4538-
44/CA209649 388R) (ITT £[H)

(PD-L1 FHAR LRI DA ZhHE)

[EBE I [F 55 A EXER (ON0-4538-44/CA209649 FXER)
WA AN SN TZBEDT —HIZHSX PD-L1 D
FEEIRIANIRAT 21T o oA IWE  (BRER A 2R fRAT
Eate) MOZEMEORKREFUTOLEEY TH-o
77

AR HEFEEOEMEIL, CPS 23 5 K (CPS<
1 RON1=CPS<5) OBFEMTIE ALFRIEL
R CHoTz (F2, M4),

728, PD-L1 ORFIRRIZL ST KB ORZEMET
07 7 ANVIEERECH o T,

#£ 2 PD-L1 OFEBURIE]I DO H M (ONO-4538-
44/CA209649 XER)
CGE M)

X 4 PD-L1 OFEFARILBID 0S KON PFS @ Kaplan—
Meier Bi&R (ONO-4538-44/CA209649 FEx)




9=y

QEEEHFESE O /IM4ERER  (ON0-4538-37 #ER)
{LZRRIERE D 72\ HER2 et DR R U R EE 22
17 - BROFEIEETESSE EEOH O
DEEEEASEEIYV ET 5 cm UNICAET DR
JE) BRI 724 ] (HANBE 395 flzEde, AH|
HLEEEE B 362 fil. 7T AR LR B
362 1) ZxRtBRIC, TR HEFEELTRBE L
T, AEIHEFREEDO B R NZ ML RET L
7o EEFHHEER D—>TH D PFS (FHAE [95%
EEXE]D 1T, AH+{BFRERE T 10.45 [8.44
~14. 7510 A . 77 B AR H{L SR IERE T 8. 34[6. 97
~9.40] WA THY AAHCFRIETT T AR+
LERE T LG ENICEERIER 2R LT
(Y — R 0.68[98. 51%EFE X[ : 0. 51~0. 907,
p=0. 0007 [J&%! log—rank HE]),
Fo. b OOFEFHEE TH D 0S (FRE
[95%ERE XA ] 1. AA+H{LFFIERET 17.45
[15.67~20.83] W H., 77 R H{LFRIERET

17.15 [15.18~19.65] W H TH Y . KKI+HLFHE

i 7 o N il | 2 5 M O 0 =10 (= = A

MEE A RS2 o7 O — REE 0.90 [95%(5 #EH X

] :0.75~1.08], p=0.257 [[E%! log—rank #E]),

*1 : HER2 HIERRE UIRBEIEDBZ IS L L

(® &)




I
*2 : AH (1 [7] 360mg % 3 i [ IE C Al ard) X

F7 7R L, UTOERE (RBRIESEM

) A LAY 7 FF 21181130 mg/m’

(FEmEE) % 3 EHFERE CAEEEL, T H T
— )L e X AT - AT T H ) T AEEFH 40
mg/m” ((AEEE) XIS ¥ B 1000 mg/m’ (&
FEfE) # 1H2F, 2 @ABREOBREHIC 1AM
IRE ],

(X ®)
5 PFS @ Kaplan-Meier Bi## (ONO-4538-37 X5&)

6 0S @ Kaplan-Meier Mif (ONO-4538-37 #kE#)
11 <=3 [Z2 2] 5R— [Ze 2]

OERHEFE MRS (ON0-4538-12 #ER) E RS FEF AR (ONO-4538-12 3XBR)
11 =3 QEEELFEFEMERER (ON0-4538-44/CA209649 3 (@ B

)

BEREGIIARF A FHEIERE 776/782 451 (99. 2%) |
bR EERE 752/767 5] (98.0%) (238 Hiv, AHI
b REE S ORREEN T E CERWVWEES
GUIARKI b ERE 738/782 5] (94.4%) . fb=¢




JEIERE 679/767 5] (88.5%) 12 Lz, WIh
MNORETRERN WL LOBRWERAIZTED LBV
Thol,

£ 4 VTN ORETHERN %L EORIEA
(ONO-4538-44/CA209649 #RER)
(G W)

728 AEIHCFEEIEREIC W THRRIESE 166
(59.6%) . ATH&aEREZE 203 51 (26.0%) . infusion
reaction 111 f5i] (14.2%) . FIRIEFEEEREZE 96 {5
(12. 3%) . AERUT RMIEIE 68 5] (8.7%) . KAFH -
/NGR - BEEED T 52 I (6. 6%) . REVE PR A
42 5] (5.4%) . EE D FZJEREDE 28 i (3. 6%) . Bk
REREE 26 ] (3.3%) . LMigfEE 15 ] (1.9%) . &
AR A ZEARE 13 5] (1. 7%) . FF28 741 (0.9%) ., T
FEARBEEEREE 6 1 (0.8%) ., BIBHEAEREE 4 4
(0.5%) . BEJ 3B (0.4%) . Lafide 2 6] (0.3%) .
| BOHEPRI 151 (0.1%) . S E S BESR 1 5] (0.1%) .
fetZ 1 (0.1%) ROYEFL 1] (0.1%) 2335
Nz, F7-. BEEHEIE, S - BEER, HR.
AR 2. B mikkEE, BUERFR, AN
A RIFERES . I BRE BEFERE X OB HH i 1 X538




D B Do 12, ARNWEHAFEIRIL T B EE S

WHREERE 25t 2abERHERE T,

13—

QEREIFESE O /IAERER (ON0-4538-37 3ER)
BEFEGIIARF L SEIERE 358/359 1] (99. 7%) .
77 v AR HALEEEERE 357/358 ] (99. 7%) 23R
S, ARA. 77 vAR b FERE L OREER
DEETERVEEER IAAL+ L FEERE
351/359 il (97.8%) . 77 A +{LFEEEEE
349/358 f5i] (97.5%) IZE®H b, W DR
CTHBEN WL EOBRWERIITRO LBV TH-o
72

£ 5 WVWITNDORETHEEED 590 EORIEA
(ONO-4538-37 Z54&)
_E K

28 ARFNA AV ZERIERE I\ TR EEE 282
(78.6%) , AFE¥AERETE 83 fi (23.1%), infusion
reaction 48 ff (13.4%), HURIRERERESE 30 i
(8. 4%) . BEBUHEUARIE 24 1] (6. T%) . KEFIE - /I
B2k - EEED THI 24 B (6.7%) . FVEMERTZEA 15
fol_(4.2%), EEOKEEE 14 6] (3.9%), BHHE
[ 9 i (2.5%), EIBEHAERED 6 Bl (1. 7h),

(@ EMm




ARt ZERRE 3 451 (0. 8%) . 1 FUBE PRI 3 {51l (0. 8%)

R 2 5] (0.6%) ., EEZRMIERESE 2 5] (0.6%) .

A4 2 5] (0.6%) . LfiFEE 2§ (0.6%) &KOVF

EEBEEREE 1 (0.3%) PO o, £/,

BIERBEAIE, LFh7. Bhge, Mdk - BRI, BIIE

BT AEALVEABRE K MERE BIEMRRE, fitZ, 7R3

ko, RS BETL, ISR ONS L O B LEER

bienoic, ABWEMREIRIL I EEES (i

KEREERE 2 5T) 2aUEiHERE T,

20 R—

5. BHEXGH LR DHEE

[HohiE B4 5 E1H]
OTERDOEFIZBWTARIOFNENKIES T
W3,

» 2 DL EDLEEIERE D & 5 IR Ol RE 7o i
17 - BREREE_(RAIHEMEE)
ALFERIERE DO 72\ HER2 &t 1R EEZR
AT - BREEERE ((LFEEE L OfHEE)
*: (1) AXY VT ITTF U RPN EZE L, (i)
AXHVVTITF BRI FT— IV TERDRNT
NAva g7 v F (i) XYV FI7FURD
THT =)L+ ATV« AT T30 h ) v LR

E Al

10—

5. WEXIR LI DEE

[BH2hEIC B4 2 FIE]
OTROBEIZEB W TARBIOFERRIES LT
AV

» 2 DLl EOALSEEIERE D B H IR IR RE A 1
17 BREERE

O TFRUCHEY T 2 BE T 2 ARH O 5 & OME
RAAEIZONTIE, BRI OAIMEDHESL SN TR
59, REOEGR LD,

s —RIBRE KO RIGE T TR WEE

- itk BLE L
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Q@ EEEHLFEE MRS (0N0-4538-44/CA209649 3,
B MOEELFES O /IFERER  (0N0-4538-37 &
BR) 1B\ T kPSR (bR T T 7 AR 1k
FIRE) L LT AR B FERIE O B D
RENTWD, 2L, AHO EFHIZEIVEE
FRORBLENE 2 HHERNED Hi (pl1~15
ZH) . F7-, PD-L1 BEBURI (CPS) 12X Y AHD
FREENE L DZEENTRIBIN TN D (p7~8
i), FAIE LT, I h o aBE x . PD-L1 ¥
S BUANH (CPS5 AKfii) Th D Z & R S /-
BEICEV U, fEFEEEMICE DEEICOWN
THEET D,

* . ARANOZWE & LT, BRFE4 : PD-L1 THC 28-8
pharmDX [# =] NAEARIN TS,

@ FEUCE YT 2 BF kT D2 AF OB G K OME
FFEIZOWTIE, REIOF M fESL ST
5T AEIOBEXGR L2570,

c —RIBE LR O ZRIBEZ =T T\ e WEBFE I3t
3D AA| O B 5

- HER2 Bt D BBE Ikt 3 Db FRE & OFRER S
- O THANDOAZIEN R 3TV M O FLEE
JEEA & OGRS

- TR EBEE L LTS




CHERSHEES)

BB OB HEET A N T A OSET &

i [5]
Y=Y (MR ERD) b= (BB R ERHIBR)
2 e XG L 72 DR AT R 2 X5 L 72 DIRE XTI R
DS AL SRR (BT L 7= AR TR YRR R BE 7o AT DS AL SRR (BT U 7= AR IR YRR R BE 72 14T -
HREOEIEE B3 ORIERE
BIEEICE T DT BRI
KL B AEROHE
XE LD HEROHE WE. RACIE=RL~T GBFHERL) &L
BE . ORACE=ARLeT (BiEFHEfEZ) L T, 1181240 mg % 2 MR SE 1 [8] 480 mg % 4
T, 108240 mg % 2 WREIFR X 1 [E] 480 mg % 4 P RIRE CREEET 5,
R CAMEET S5, 2L, BEEIcBT
LB EEOGE T, B E I 12 W AME
TET B,
4= 3. ERARBGE 4= 3. ERREGE
ODB AL FRIEZ ICHEE L RIG YR BE 72 i S AR IER (IS U 7= AR VR U PR N HE 70 AT -
1T BROBERE, MOQEERIIBIT Dtk RO RIERE O AR 21T - 7o £ ERR
Bl O KGRI (5T 21T - 7= 72 B AR 55 O BRORGE T,
EBETT, (GERIlE |
(B 2hi] ERS L[ FE MAEFER (ONO-4538-24/BMS CA209473
@ [# B 4 [7 5 I A 3K B ( ONO-4538-24/BMS FER)
CA209473 #5)
5— QER I FEE M FAZER  (ONO-4538-43/CA209577 2 (@ B




)

R BT RRRIE 12 L 0 R ER 2 2 T8 (UL
T [pCRI &5 ) DERO N -2 EEE
© Ot EE 194 4) (BEARNBFE 63 Fla &,
AHEE 532 . 77 BAEE 262 f5) EXHIC. 7
TR RS U TARA| 240 mg & 2 BARIFET 8
Bl (168, Z0#% 9[ElH (BEIEH#&ZE O 28
%) 75 480 mg % 4 I CAFEEE GRE 12
HAHME) L7z ZOFMERNEEMNZ T LT,
EEFMEEEH Ch 2 TR AN (PRl [95%F
FEXR]) 1%, AHFIEET22.41 [16.62~34.00] &
A. 775 8REETI11.04 [8.34~14.32] #ATH
D, KREFET T T BAREECKR LB ZRICE R R
MEEZR LT O — FE0.69 [96. 4AMEFEX R -
0.56~0.86]. p=0.0003 [J&%RI log-rank &1,
¥ AEFRIEDO LYV A R O R E L

National Comprehensive Cancer Network (NCCN)

X 1% European Society for Medical Oncology
(ESMO) DA R F A Y U 7= R§ER O S ifi [
AT I 1T DARHEIRIR 21T 5 Z & L Sz,

L ALEEEII A S RTUEEEE A A S L
VA LI,

*2 : Jiitg OIRERAR SRR E T, American Joint




Committee on Cancer (LT, TAJCC] &£W9H.) IR
Mo%E B 7R 1235 < ypTl BLEXIE ypNI B
EChHhrZ L EEREINT

*3 : WIEIE2ITIREIC AJCC IR IR (B8 7 hR) (25
<BERBRE T O o8 CEREEZ L)
XIIEEBEAHE I LT D LR 3R
FEEE DA AN BT,

*4 . PN LV BN ELICYIR S N BEE
BAN BN,

(X ms)
2 EIEAGFHR O Kaplan-Meier mifE (ONO-
4538-43/CA209577 #5%r)

I I 5=y | [%eM]
@ [ B 36 7 5 IR 5 BR (ONO-4538-24/BMS EI LS AR (ONO-4538-24/BMS CA209473)
CA209473 3tB&)

7= QEELFEFEMERER (ON0-4538-43/CA209577 & (@ B/

)

BEESIIAKIEE 510/532 ] (95.9%) . 7 F &R
BE 243/260 5] (93.5%) 1T b, JEERIE L R
REENEETE R VEERRIIAFIRE 376/532
B (70.7%) . 7 AR 119/260 5 (45.8%) 1258
D HNTZ, W NDOFETIEIR) 59 _EOEIE




HiFE20LEBY THotz,

£ 2 WIFNDOFETRBEEN %L EORIEM
(ONO-4538-43/CA209577 ZXBR)
(E )

B, AABEICE W T HREEERE 89
(16.7%) . APHEAERETE 49 (5] (9.2%) . fH{%FETE 35
B (6. 6%) . FEGUHEARAE 33 51 (6. 2%) . FEVET A
PR 26 {51l (4. 9%) CoiskFEEE 11 31 (2. 1%) . infusion
reaction 10 fi] (1.9%), EEDOKEREE 8 f
(1.5%) . BHEREREEE 7 fi (1.3%) . KK - /N5
K BHEOTH 74 (1.3%) . AL 4 4 (0.8%) .
LA 2% 3 (0.6%) . BIEHERERESE 3 5] (0.6%) . 1
FUBEPRIP 1 41 (0. 2%) | FRAR AR ZEARSE 1 41 (0. 2%) |
AL 1B (0.2%) R OMES 1 6] (0.2%) 2F-HH
Nic, Fl2, SEI R, TREEERE, BUEMT
KA E, BHR, G IR BREGERE,
AR I, JRIFEREE . JEEH ML, EEALME /) SE, SEEE
72 MR BEEE K O A% « BERER IFER 8 B Zedr o7z,
ARWERZBURI SRS (ARG R E 2
ate) ZEUEHFBREY T,

12—

5. GG LR DEBE

10—

5. WEXMBLIRDHBE




(FhEIC B4 5]
OTROBEICBOTARAOFEIMENRIES LT
W5,

- 7 EE ) IV URIUEEEZAIL T T F
SR 2 & Lo BF AL FRIE I SRS AT O R 13 11
PRREEZREIT ST R O REREE
- PRI ZE B BRI D pCR 23§88 B AL 7e
o To BB DOfT% BE

QTR YT L BE T HAF O 5 KO
RAEIZONTIE, BRFOFZMEDHEL SN TE
7, RFIOTERG L7250,

- —KIREEZ T T WRIBUIBR R EE 72 1T
IIEROBE T RS

- fTEIHBEE L L TS

- RETEBIEIEIC L Y pCR 23D b - BF Ikt
T o5

- L OFLEMEIEEAR & O AR S

[BHahiEIC B4 2 FIE]
OTROBEIZEWTCERBNOBHNMENRIES 11T
W5,

- 7oL E Y 2V URPUERERERI R O T F
RN 2 & T fF L FE SRS UL R OAR 1A Y]
PRRRER AT I B R O BB B

@ T Y T 5 BEFITxHT DAF| OB 5 K OYE
FFIEICHOWTIE, RKBEIOFEZIENTHESL S TE
59, AAFNOFEGR L7270,
 —WRIBEEZZ T TV WBE

LY

- O HUEMEEEA & OfFHE S

13—

@O AR ESR I E U - RIG VIR T RE 722
T - BROBEREBEICERT AL, AAO
FERERER ICI W, 58D 1 FEMIT 6 HERE
T & ERLIRRE 12 8 I B DR 21T
ST Z L Z2BFIT, RRFEHITEMRIICHE

11—

OARFNOEFRFABRICIBN T, BERGND 1 F/H
X6 M L TNLRRIE—12 A I &AM
DFHEZAT > TW2Z L 2B EZ, FAIFR S FIX
EHRNCEGRE CHROMREZIT O Z &,




BRE CHROMEREITHI Z &,
OFEEREICB T D EMIEE S U TERT D
(Z1E AR OREFERBR BV RERREN S 2 £
12T 2R DEIF6~12 W AMZ LI
BMEDOFHHZ1T > Qa2 L ESE T, KAEIFE
SR 3 EHMNICESRE CHREOER LTI Z
s ek INBEIIERE S L UEATAE AT
AHNOBEHMIT 12 VABMETETHI &,




EEERHEET A K14 v
=RN~T (GBisFHE#Z)

(R4 : 7P — N REEE 20 mg, &7V —HRHEEFRE 100 mg, 37/ P—
ARFEEE 120 mg, A7V —R KHEEHTE 240 mg)

k2 949 A (034 11 AMGET)
JEAEF@E
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2. BAIOR#, TEREF P3
3. ERPRAHE P4
4. FEFRIZOWT P18
5. EXG LD EBE P20
6. HEICELTHEETREEH P22



1. IXTHIC

IOV « LBEMEDHER D 7= D1, IRASCESIZIE SV -l e 7 23k o
b5, EHIT, HEOREHEMOMEAIT LV | PUKEIRN 22 & OHH 728 BAE
FRESM DA SN DT, 2D OEEKG 2 BTN E R BF TR 2 2 & RO
AR & 72 o TH 0 RRFIBGE S & O AT #2016 CERL 28 4F 6 A 2 H Bl E)
IZBWThH, FEmERLSEOHEHAOREHEELZXD Z & L &hTn5,

HORAE PR e KN, R E L BT 0 7 7 A AV DNBEAE D ERK S & B S R
BRHZERDDH, Z0D, GIMEROLZEMEICET ARSI T D E TOR,
UHERGOBEZRZT 2 2 ERPFRF SN2 BF I L THERT2 & &b, BlfE
FDFEBL U BRI B et & & D 2 & A AR — 8 O B 2 i 72 3 R A B O
THZLENEETHD,

L72ino> T, RAA RTA Tl BARBEBEL I E TITH LN TN D EFIHFHY -
BHFR RN D & | DUF O [ 3840 0 fgiiid 70 2 HEHE 3~ 2 8L b B2 i B %
F R O S E A R,

I, RAA BT A 0%, MSEATEOE N ESE S RIS R A . A EFE AN AR
BRI s . — bR N B ORERIR NRHE 2 e OVt ERTE N A R B2 010
& EERC LT,

XGE 7R D EIRNE - AT Y — AR R 20 mg, A7 U — AR ETE 100mg, AT Y
— RS 120 mg, A7 YU — R AERE 240 mg (—i%4 - =
P~ 7 GEETH#Z))

HELRDPEUIDGE - THEOIPRAREZ0ELT - PR O H i

HEERAMERVRE @E ., RACIE=RL~7 Glfs I z) & LT, 18240 mg
Z 2 WERIRIRE S 1 [F] 480 mg % 4 58 FIRIE C A ET 5,
L OFUEMEES & OFH T 2561, @ A IZ=FRLr~7
(EfaTF#MZ) & LT, 1 (9] 240 mg Z 2 ARG T 1 9
360 mg % 3 A [ ba C A EHE T Do

B3 IR ge ¥ E NP T RS




2. A DK, 1ERER

A7 VRS 20 mg, [R AR ERE 100 mg,  [RLASTREEE 120 mg K ONR SR E
240 mg (—f4 : =R~ 7 GEE L), BLT. TRA Evo,) ik, B
TEHRRESHLEAZ Ly 7 28 BTV ARV =¥ —X 2747 (BMS) f) M3
BA%E L7zt k PD-1 (Programmed cell death-1) (Z%}9 % & M 1gG4 € / 7 v —F LHLik
ThD,

PD-1 1%, {&MEL L7 D 88k (T Mife, B MR OV F 2 7% 7 —T k) LKOvVE
BE-RMAIZ 3BT 25 CD28 7 7 X U — (T MR OIEE L &2 fBIIC IE & BUZHIE 5 45
T8 IR T DB TH D, PD-1 IIHUR Il Z 384 5 PD-1 U 7> K (PD-L1
KOYPD-L2) LfEG L, U SERICHFINE Y 7 v fnmE LT U VR EROTEME(LIRE &
BIZHHEI L T D, PD-1 U Y RIEHURIE MR CASMC B b Ok & 72 SRR 2 R B
LCHY ., EMRAMEEE O U LZEEHEMKICIS T2 PD-L1 ORBL LI OELF
W & ORICAOMBIBEGRRH 5 2 & B X T2 (Cancer 2010; 116: 1757-66) .
F 7o, MR NE R TR T MRS DA v X —T = a v H 2~ (IFN-y)
\Z & > TPD-L1 ORBENFHE I L, i U ICT 5 PD-L1 O3 ik o
AAFHIE & ORI IEOMBEBAR N B 5 & OEH & % (Sci Transl Med 2012; 28: 127-37)
X 52, PD-L1 Z9HIRB S 7= A MM, HURR ) CDS8 Bt T M o ffufs &
EMEZRE S8 505, §LPD-L1 ik T PD-1 & PD-L1 & OfEA ZMHET S &Ml
EEEEREET 5 2 E PR ENTWD, ZED Z &5 PD-1/PD-1 U Y RERIKIL, 28
AR BUR R T M & OS2 BT H2F0—>2 L LTHEX LT
Do

AN, FBLEBR OfE B O PD-1 Ok (PD-1 U A7 REEAHEIR) (25 G L.
PD-1 & PD-1 U W REDREGEIET D Z L2k, BNATURKRNZ T #ROTE
PEAL R O AL et 3 2 MR (S S TE 1 2 B8R 9~ 5 & & TR 22 BUiES L 2ok 9
ZENHERE SN TN D,

TS O G  AANT IR 5 D87 2GR ViS5 b0 L HIfF S,
B EE x5 & L BARRERZ J50 L. ARk, Rtk OBBMEN MR S 7z,

AFNDOVERIBEFZ D M FEDFIEPIRT L DEWEM N H b o, wESUILLTIC
EOWREMED &5, ARIOFKREh R OREZITIE, BEDOBIELZ 0TV, 25
D BTG E IR, FEBL LTSRS U7 B MR ik & R & £ O fill & difE U Cl
GI7R BRI W ATV R E O RO K D RIEI 2N B 2 & 1213. BB R ARV
F OGO R E 2 AT O BN D D,



3. BREGE
TR EIBRANRE 22 ST « FF38 D B D AGRIRFIZ M 21T - 72 B 72 iR BR O pkig 2 1~ d,

(2]

OFE I MRS (ONO-4538-12585%)

20 LI b DAL FIRIEIE 2 45 D BRI AR SUTIA TN O 15 BB R RE 20 64T « A8
OB SOTEE B ESEE (WSO LA ERESH LY EFSemPINITAIE T 2 R
) BE4930] (A ARNEFE 226002 Gde, AAIREIZ0H], 7T BARREL63H]) 25T,
7T R E L U CARAIZ mg/kg % 20 IR CARIEEE L7 & & O MR OVE 4
ez fat U7z, EEFHEEE Th 2 24 (LR, T0S) Lvvd, ) (PR [95%
EEXM] ) 1, AAIBETS5.26 [4.60~6.37] WA, 77 BARET414 [3.42~4.86] 1 A
ThHY ., KENXT 7B RICx LEEHPICHBERILEZ R L7 (O — RER0.63 [95%
{SHEIXM 2 0.51~0.78] . p<0.0001 [JE@5log-rank HE] ) .

e - ——— &
------ I5tiE
0.9 4

0.8
0.7
0.6

0.5 1

ETFE

0.4 -

0.3

0.2 +

0.1+

0.0

at risk % HFERM(B)
AFIEF 330 275 192 141 94 56 38 19 10 5 3 0
JS5tKE 163 121 82 53 32 16 10 4 3 3 1 0

X 1 0S ® Kaplan-Meier iR (ONO-4538-12 3 E)

OQE BRI MAHRER (ONO-4538-44/CA209649 7klk)

L RERE D2 e b ERGREA 2 5 A28 (LT, THER2) &9 ,) BRMEDTGE
UIBRRREZRHETT - TR D B T IE H A (EEoR LA mER#ESN LY BT
SemPAPICALE S 2 igm) B 1,58 141 (A ARNBE 109614 5 de, A+ F0eE
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78961, ALSEIREIEIETO2H1) At RIT, AbERIEA SR E LT, Al HE A RIEO AR
PR OV et A fet U7, EEERHiE H €& % combined positive score™ (LA T, [CPS|
WS, ) =SEMICE T D #EREA IR (LUT, TPFS] & 9,) KRUCPS=S54EMHIC
BT H0SIZ2WT, AHIHEFRIEILFRIE TR LREHPRICH BRIER 2R LT
(F1, H2) , BT, FAENTHE SR E FNEL A EAKRLEDEY TIZHE > THRE
AT RER, BIRGHITE H & SN 7=CPS= 1M K ITTAENNIZ BT 5081221 C
b AHHEFRIEI L RIEICS UG ERICA B IER 2R LT (FLL K3)
*1 :HER2 HIE RREXIIARRE O BE | R OREIZIEG O LR & L IR0 BE bHEANTTRE L L,
2 UTOE GRREYEMIER) 2&E5 L [(O4%H ) 775 1H 130 mgm? ((FE
R % 3 BRI CAEEE L. P82 1000 mg/m? (REFER) %1 H 2@, 2 BRI
O#E%IC EBIREE, I@A4 %9 FIF 2 1 [E 85 mgm? ((KRERE) . AU F—FALy
7 21 [B] 400 mg/m? ((REREE) K74 o T i)0 1 [6400mgm? (FERAEE) % 2 ERHME
THEEEL, 74 1r U720 2400 mg/m? (REFEE) % 2 BRI CEIRNERG 51412 12
HBIRER] , AREIHbSpREitcid, AF (O1 8 360 mg % 3 HEF R XIZ@1 B 240 mg % 2
MR CAREE) 222 n ERROXIQObERE L A Lz,
*3: JESHAMIC 31T D PD-L1 # %8 Liciiladk (EEMia, ~27 v 77—V RO /38K &g
ARRECCBR L. 100 %3 U7,

£ 1 BMERE (ONO-4538-44/CA209649 FRER)

Ll
BHEEM TR fitk  [95%IRHEX ] AP R
(B A)
A+ 7.69
N 473 N 0.68
PFS"! cpszs  (EFRILH [7'036 059'17] [98%(5 48X [H] :
fesibtie 482 [5.55~6.90] 0.56~0.81]
AA+ 14.39
o 473 N 0.71
cpszs ILFIRER HBNA623T rog amefitic -
fLsApRiERE 482 [10.02~12.09] 0.59~0.86]
AA - 13.96
R 641 - 0.77
05" CPS=1 ettt [12.5151 3134.98] (09 396(SHRIX ] -
[EPPRERE 655 [pga~1225) 0.64~0.92]
AH+ 13.83
e 789 o < 0.80
ITT fEseamsts [12'5151 5164'531 [99.3%(EHEXfH
[EPBRERE 792 [pg7~1248) 0.68~0.94]

¥ EEMTEEOT — 2 |

*) . fENTEE DT — & . *3 ¢ J&B] Cox HepINYF— KET L



1.0¢

0.91

0,81

0.71

0.6

¢ ARFH) + AR IERE
0.51 B

0.41

1%_‘ A .__‘I .
X
0.3 / L

LEIRERE oo, ey
0.21 L%w ok W
e %_-"‘:_" L

0.14 e 4|

Prabability of Progression Free Survival

0.01
T T LI - | I I I I ] [ I I

0 3 6 9 12 15 18 21 24 27 30 33 36

At risk %% AELEI T o0/ (A)
KA +HbsEErE 473 384 258 181 132 89 60 39 23 10 8 1 0
{b59gERE 482 325 200 109 72 41 25 18 12 7 4 0 0

2 PFS @ Kaplan-Meier Bt (ONO-4538-44/CA209649 3RBR) (CPS=5 4£H)

1.0 3

0.9

0.8

0.71

0.61

ARANHEFREERE

0.51

0.4+

0.31

Probability of Overall Surviwval

W (2R
0.11

0.04
T T T 1 T T T T i -
0 3 6 9 12 15 18 21 24 27 30 33 36 39
At risk MVEAEIF TS0 (A)
AR H{bEERE 789 731 621 506 420 308 226 147 100 49 34 14 2 0
{LEEiERE 792 697 586 469 359 239 160 94 59 35 15 7 2 0

Xl 3 0S @ Kaplan-Meier Hi#f (ONO-4538-44/CA209649 RBX) (ITT £H)
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(PD-L1 ZEBLR BRI O A 2h)

[EI B4 [R5 MAHFRER  (ONO-4538-44/CA209649 iBR) ([CHIAAN HNTZBEHEDT —H
(23 & | PD-L1 OFBURIBLBINCMENT 21T > 7o A ohtE (RBHIZRMNT 2 & Te) R OVE4A
PEOFERIZLLTO LBV ThoT,

KN HACFFAED A ML, CPS 23 5 K (CPS<1 N 1=CPS<5) DEHLEFT
X, AEFRIE L IZIEEERCh o7 (2, X 4),

723, PD-L1 OFRBURMIZ L 63, RAIOLEMET 07 7 A VITFRKETH > T2,

# 2 PD-L1 OFEBURIB DOEZME (ONO-4538-44/CA209649 FABR)

Hh Ll el .
PD-LI o . oz A= R RHIEA
S TRIEEE %k [95 /({;J ﬂEiI)ZFaEJ] (9592 AIX ] O p
A+ 140 8.67
CPS<1 (bR [6.93, 9.69] 0.93
(LR 125 8.1 [0.69~1.26]
" [6.87,9.82]
2F§IJ+ \ 168 7.16
PES™! L=CPS<s (L PRIERE [6.83, 8.38] : 0.33 : 0.0257
T 173 8.15 0.73~1.20
[7.03,9.07]
ARH+ 473 7.69
CPS=5 o3 5 [7.03,9.17] 0.69
N (bEepe R 420 6.05 [0.59~0.80]
- [5.55,6.90]
AN+ 140 13.08
CPS<1 [ o==3 e [9.82, 16.66] 0.92
(LEesR 15 12.48 [0.70~1.23]
2 [10.12, 13.83]
2F§IJ+ 168 12.29
os® 1=zeps<s [TTER [9-6131.19‘;26] [0.72371_24] 0.0345

(LR ERE 173 [10.87, 13.90]

AF+ 3 14.39
{LAPRERE [13.11, 16.23] 0.70
CPSZ=5
- 11.10 [0.60~0.81]
ek 482 [10.02, 12.09]

*1 0 BN T — & %2 PRIENTREO T — 2 *3 : FEHI Cox Kl — REF L



1045
&"'?1 CPS<1 "“71, CPS<1
0a x o
= &,
0.8 \\ 0S 08 fu*‘ PFS
] x =
a7 W oot
7 . @ %
q 08 H‘k‘.; "5' 06 ’!E;
3os ’ HHI+ (LR fos A
ot 2, Wy e T
% 0.4 h / s o 1,.:3:« AF +H LB
0:3 T By o3 e
T t—._l_'_‘\ e =
X W i jh‘_l_l-r- g N s
5 fE iR e Sl e
901 T T T T T T T T T T T T T 0 T T T 1] T ¥ T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 0 3 6 9 12 15 18 21 24 27 30 33 36
Atrisk 3% EEREIS T ML O/ (B) YRS BT b ORI ()
AEE/ICHE 140 129 112 89 72 51 40 29 20 9 6 3 1 0 140 110 72 49 29 22 11 5 4 2 1 0 0
ICHE 125110 92 77 61 41 27 15 13 9 4 3 2 0 125 82 53 32 20 11 6 6 5 4 2 1 0
101 1.0 ‘S\
<
%, ‘\ 1=CPS<s s 1=CPS<s
08 \\'\ 0S g 08 ’%‘i‘"‘.\ PFS
g 5, A i
507 e g 97 LR
g 06 \1_ "E' 05
g Y g
g o5 Ty 05
= L - N g
g4 ma't.k:\ AH PR IERE g o4
2o . Y e
: s :
0.z )J_. My g0z
: T, e o o
™ {2t MU iR S ——
et_______ 00 N - ==
0 3 6 9 12 15 18 21 24 27 30 33 36 39 0 3 6 9 12 15 18 21 24 27 30 33 36
At risk % EAERBEIS T O OHM (F) IEAEBEITT 26 ORI (F)
AHE/ICEE 168 157 125 99 83 56 34 22 15 7 6 2 0 O 168 138 93 53 35 24 11 7 4 3 2 0 0
IC#E 173 154 133 112 81 56 33 21 11 6 2 1 0 0 173 127 91 58 27 12 6 3 1 1 0 0 0
1.0 BQ“- 10 =\'h
s =
i \\ CPS=5 i g\l‘ CPS=5
3 \\ 0S z t PFS
g 07 ] a7 'i'f
7 '\‘:l\ “ LT
T 0e - RO g0 %
B -, A+ (AR - 3
- w AN E \“x AFH L FRIERE
=04 % o4 e \-\_‘
= g, =2 A : /
£ 03 ;Lﬂ& z \51"»,_ %:“u.; %‘g’ b1
(= = 5 ‘-:; i
el ‘ M%_ e Timee—e——— % 4z -—_./.._fd. ‘-%_"’"a,__h
R =375 i il ™ e i )
- M (iR iore
20 T T T T T T T T T T T T T T o0 T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 0 3 6 9 12 15 18 21 24 27 30 33 36
At risk %% HENEABIT T OHE (H) EMEAEIT 20 OB ()

AHR/IC BE 473 438 377 313 261 198 149 96 65 33 22 9
IC # 482 421 350 271 211 138 98 56 34

0
0

1

9 8 2 0

44/CA209649 35R)

473 384 258 181 132 89 60 39 23
482 325 200 109 72 41

10
7

8
4

1
0

0

25 18 12 0

X 4 PD-L1 OREBVRHFID 0S8 O PFS D Kaplan-Meier fif (ONO-4538-

(0s (%) : kX cps<1, FHK 1=CPS<5, FX CPS=5)
(PFS (F7%) : EX cpPsS<1, HHRE 1=CPS<5, FX CPS=5)



O EFRALF S O/ RER (ONO-4538-37 iklR)

{LFREERE D 720y HER2 P2 OV UIFRANRE 2R HETT - THIE D B e T Rl B #2550
¥ (ESEOFOLAREFEAEH LY BT 5 cm DINICALET D I5E) B 724 61 (BA
N 395 Bl & te, AFIHLPRIE2RE 362 B, 77 AR HLARE? R 362 #) %
RGUT, T TR HEREE A IR S LT RAIHETHRIEO A R OV Ve a2 it
Lz, FZEFHIEHE O—>Tdh S PFS (P RAE [95%EHEXM]) 13, ARH L FHIERE
T 10.45 [8.44~14.75] B A, 77 AR HLFRIERET 8.34 [6.97~9.40] WA THDY
ARFNHALFRRIEIL 7 7 B R HEBFRIECK LR EICA B R EE 2R Lz (NP —F
H 0.68 [98.51%5HEIX : 0.51~0.90], p=0.0007 [J& 5] log-rank #E]),

Fo, LI OOFEEFMERA TH D 0S (FfiE [95%(FHEXM]) 1%, KA+
JRIERET 17.45 [15.67~20.83] B H., 77 R HFHRIERET 17.15 [15.18~19.65] &
ATHY | KR HEFREILT T 2R HEFPREEICR LGS BERIER R & 72
Mode (N — K 0.90 [95%(EHEIXH : 0.75~1.08], p=0.257 [J&5] log-rank #E]).

*1 : HER2 HIERRE SUE AN E O B 135540 & LTz,

¥ AR (1 360mg % 3 RRIR CARBE) UT7 T 'R L, UUFO(LE (A5 Y EiA
R A L7 (459U 77 F 0 1 [E 130 mgm? (RFERE) % 3 ERREECARGSEL .
THT =N XRXATIN AT TN H Y U LEEA] 40 mg/m? (RERERE) I H <% £ 1000
mg/m? ((RFEH) % 1 B 2@, 2BREOBE5I1C 1 REEE] |

10 @&
0l —L—EH, A FHVISFORY
0.8 S RIFHhALEEVHER
-~ IR AP TIF VR
07 SR IFHRUEE LR
i
j 06
=
4 o5
# E - ;'.:.'\
o - &
%
0.3 =
i
0.2 e ;
b | Lliiaisg
0.0 . : . .
0 3 6 9 12 15 18
at risk¥ IS EEFEHMA)
 STiARsaE R 362 274 168 94 46 13 0
el o6 g e 259 160 80 30 5 0

X 5 PFS @ Kaplan-Meier BifR (ONO-4538-37 35k)
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10 &
09
—A— &l ARV ISFURY
08 SIRFHALZEGHANR
07 -B- F5ER A XHUTIFLRU
S-IRIBANEEL GHAN
E 0.6
gos
04
03
02
01
00 T T
0 3 6 9 12 15 182 24 271 3 33
EFHEA)
at risk#
IMIIL32T ks 362 346 318 269 232 193 168 150 102 58 23 2
TIERATITEI A 362 342 301 289 219 192 167 141 97 48 16 5

X 6 OS @ Kaplan-Meier Hi#R (ONO-4538-37 38%)
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[Z2 4]

OEWNFHMFHFAER (ONO-4538-12 7klE#R)

B EFELIIAFIEE 300/330 6] (90.9%) . 77 BARRE 135/161 451 (83.9%) 12588 B,
TRIRIE & ORRBIRNGIE T & WA EFEFEGIIAKIRE 141/330 ] (42.7%) . 77&R
BE 43/161 B (26.7%) (2B BTz, WTNORETRILRD 5%LL EORIERIZ TR
DB THoT,

#3 WTNLORETRERY 5%U EDOBEIER (ON0-4538-12 HER)
BiEk (%)

B AN
ﬁgg;m:a K%ﬂf; 7°7JZ§J:£‘$
330 i 161 {3

(MedDRA/J ver.19.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2FIEH 141 (42.7) 34 (10.3) 4 (1.2) 43 (26.7) 7 (43) 2 (1.2)
Bk

T 23 (7.0) 2 (0.6) 0 3 (1.9 0 0
—% - 2HEER L ORSEAOIREE

it 18 (5.5) 2 (0.6) 0 9 (5.6) 2 (1.2) 0
R 3 KO T AR

% 9 PEIE 30 (9.1) 0 0 9 (5.6) 0 0

5 19 (5.8) 0 0 5 (3.1) 0 0

IR B AFIBEC B WD CRIVEMEMZR R 7 61 (2.1%) KRBT BAZIE / < 43T —9 61 (2.7%) .
KRso% - EEED TR 441 (1.2%) . 1 BUBEIRS 3 41 (0.9%) . NTHERERETE 18 B (5.5%) .
RS 161 (0.3%) . FUIRARESRERS T 13 1] (3.9%) . #P#EkESE 10 1] (3.0%) . BHHkHER
F 16 (03%) . FEAEHERERTE 1 6] (0.3%) . #iRMARZERAE 1 F] (0.3%) & infusion
reaction 1 il (0.3%) 238 L vz, Fi=, BEIEARMEIIE, DA, Ak, SrErEim/ MR
WO VESRBER . BB RERE, HEEORERE, MK - BEEESR . R KOS E ) IREITE D
Lo T, AEWERRBURIIIBIEF S (HIRREMEE 2 5Tr) &5 B R
wRT,

@ EBRAL[F S MAHGER  (ONO-4538-44/CA209649 7X5R)

BERERIIARFN AL ZIRIERE 776/782 1 (99.2%) | ALZFIRIERE 752/767 41 (98.0%)
ZRBD DAL, REIUIAL L & ORRBER N EE T & 7eWVE EFEGUIAR + LRk
B 738/782 5 (94.4%) . AL=PHIRIERE 679/767 H (88.5%) (ZEBD HiTz, WDt
THRELED 5%LL EORIERIZTRDO LBV ThoTo,

11



F4 DT OBTRERN 5% EOBIER (ONO-4538-44/CA209649 R 8R)

N B (%)
o AR e
J;(Mu:dDRA/J ver. 23.0) 782071 76741
4Grade Grade3-4 Grade5 4Grade Grade3-4 Grade5
2EIVER 738 (94.4) 462 (59.1) 4( 0.5) 679 (88.5) 341 (44.5) 0
B IR E
L 323 (41.3) 20( 2.6) 0 292(38.1) 19( 2.5) 0
T 253 (32.4) 35( 4.5) 0 206(26.9) 24( 3.1) 0
MRt 195 (24.9) 17( 2.2) 0 166 (21.6) 24 ( 3.1) 0
{EEL 73( 93) 2( 0.3) 0 61 ( 8.0) 0 0
O PN 57( 7.3) 7( 0.9) 0 47 ( 6.1) 1( 0.1) 0
TR SRR
KM= 2 — T — 221(28.3) 31( 4.0) 0 190 (24.8) 22 ( 2.9) 0
R = = — 1 ST — 137(175) 16( 20) 0  119(155) 14( 1.8) 0
PR 59( 7.5 2( 03) 0 61( 8.0) 1( 0.1) 0
PSRN 42( 5.4) 0 0 38( 5.0) 0 0
S 40( 5.1) 2( 03) 0 17( 22) 1( 0.1) 0
g PR AR AT
IR ER B 158 (20.2) 83 (10.6) 0 118 (15.4) 67( 8.7) 0
M IR B> 156 (19.9) 20 ( 2.6) 0 115(15.0) 19( 2.5) 0

FTARTEUERT I ) hTrA 72T 122(156) 12( 1.5) 0 69( 9.0) 5( 0.7) 0
—EHm

i Bk 112 (14.3) 23 ( 2.9) 0 77 (10.0) 13( 1.7) 0
TI=VTI)RTUAT 2T —PH 89(114) 6( 0.8) 0 50( 6.5) 5( 0.7) 0
m

Y oS— B 89 (11.4) 45( 5.8) 0 34( 44) 16( 2.1) 0
72T —EHm T1( 9.1) 21( 2.7) 0 22( 29) 2( 03) 0
MFT B )RR T 7 2 —B RN 52( 6.6) 5( 0.6) 0 34( 44) 2( 03) 0
ey e s 48( 6.1) 4( 05) 0 32( 42) 2( 03) 0
FERD 45( 5.8) 2( 03) 0 33( 43) 1( 0.1) 0
MiEB LY R EE

2 1. 203 (26.0) 47 ( 6.0) 0 171 (22.3) 21 ( 2.7) 0
T ER IS E 191 (24.4) 118 (15.1) 0 181 (23.6) 93 (12.1) 0
IR IBAME 157 (20.1) 19( 2.4) 0 145 (18.9) 13( 1.7) 0
H i BRI 63( 81) 5( 0.6) 0 55( 72) 11( 1.4) 0
—fi% - RHEERS L OGN OREE

9 202(25.8) 30( 3.8) 0 173 (22.6) 17( 2.2) 0
MEFIE 73( 93) 7( 0.9) 0 81(10.6) 10( 1.3) 0
FEEN 64( 82) 4( 0.5) 0 22( 29) 1( 0.1) 0
FERE D I 62( 7.9 6( 0.8) 0 45( 59) 5( 0.7) 0
BER 42( 54) 2( 03) 0 36( 4.7) 0 0
B R X OB TRk

F . RERFAY R GERE 94 (12.0) 11( 1.4) 0 81(10.6) 6( 0.8) 0
b3 74( 9.5) 7( 0.9) 0 12( 1.6) 0 0
% ) FEIE 54( 6.9) 1( 0.1) 0 8( 1.0) 0 0
R KOs

RARBOE 157 (20.1) 14( 1.8) 0 139(18.1) 13( 1.7) 0
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BRI E RyST— P ) —
ke /\ AR FPRIERE (LR E R
" 782451 76745

(MedDRA/J ver. 23.0)
4Grade Grade3-4 Grade5 4Grade Grade3-4 Grade 5

R e

RO IR FE REAR T E 70( 9.0) 0 0 2( 0.3) 0 0
EE, PR L OWLESFHE

HEANTPE D K 66( 84) 11( 14) 0 30( 3.9 5( 0.7) 0
G REE

IBRE 48( 6.1) 4( 0.5) 0 10( 1.3) 2( 0.3) 0

72385 ARAN LB RE I ) TR R 466 511 (59.6%) | AFFSRERE S 203 61 (26.0%) .
infusion reaction 111 %41 (14.2%) . HUIRIREEREREE 96 1] (12.3%) . REEUTRLAEAE 68
(8.7%)  KRIGHK - /MG - HIED FH 52 1] (6.6%) . RVEVERZRE 42 B (5.4%)
DL EEE 28 il (3.6%) . EHEREREE 26 1] (3.3%) . OEREE 15 61 (1.9%) .
FRRIMARZERRIE 13 61 (1.7%) . PR 761 (0.9%) . TERHKERT 6 61 (0.8%) . &l
ERRREREE 4 1] (0.5%) . WK 3 B (0.4%) . Oogk 2 il (0.3%) . 1 BUBERRIF 1 {51
0.1%) . SE MG 1H] (0.1%) . FEEZE 16 (0.1%) KOVESL 141 (0.1%) 258D 5
o, Fio, BHEIEMBEGE, K - BERZE, fhk, BLMEARE R, EE2mkbEE, Bl
FERFZE . PR, ARZEERYS . MERE BIE MR N OV 58 O b Ze o 7o, RRIFE

MFBRBII B RS B AEERT 2 58) 23 0ENERE 7~

OFEBRILF S T /MRS (ONO-4538-37 ikER)
B ERERIIARF AL FIFRERE 358/359 61 (99.7%) . 77 &R +H{LREIERE 357/358
(99.7%) IZEBO BV, AH, 7T 8RR IMEFRE L OREBEERRETERVWAF
G IARN + A EVERE 351/359 1511(97.8%) . 777 & AN +LREVERE 349/358 141 (97.5%)
IZRBRD BTz, WD DORECTRILERMN 5% UL FORWERHIZ TEDO EEBY TH-o77,
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#£5 WTRrOBTRERE 5% EOBWEA (ON0-4538-37 38Rk)

Fil%k (%)

BEBIKDE

e AFH SRR 75 R LR
%ﬁ”&m AT ver22.1) 351 il 349 {5
€ ver-2. 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

2EIER 351(97.8) 205(57.1) 3( 0.8 349 (97.5) 174 (48.6) 2( 0.6)
TR SRR

KRR = 2 — 1 % 201(56.0) 14( 3.9) 0 189(52.8) 8( 22) 0
S N 57 (15.9) 0 0 52 (14.5) 0 0
R = 2 — 1 T — 51(142)  3( 0.8) 0 47(13.1) 10( 2.8) 0
SRR 24 (1 6.7) 6( 17 0 12( 34) 2( 0.6) 0
HGREE

E 181(504) 10( 2.8) 0 180(50.3) 12( 3.4) 0
T 125(34.8) 16( 4.5) 0 110(30.7) 14( 3.9) 0
g - 72 (20.1) 5( 1.4) 0 66 (18.4) 3( 0.8 0
Om 4% 64(17.8) 6( 1.7) 0 46 (12.8) 4( 1.1) 0
(EE7A 44 (12.3) 1( 03) 0 26 ( 7.3) 0 0
e 19( 5.3) 0 0 17( 47)  1( 03) 0
G RIS

P ERER D 157(43.7)  71(19.8) 0 134 (37.4)  57(15.9) 0
/N> 144 (40.1)  34( 9.5) 0 157 (43.9) 33( 92) 0
5 i BR A e 77(21.4)  10( 2.8) 0 60(16.8) 9( 2.5) 0
FANRSELUBT I~ 54(15.0)  4( 11 0 44(123)  2( 0.6) 0
T AT =T —EHm

FI=VT ) T A 41(114)  2( 0.6) 0 36 (10.1)  6( 1.7) 0
7 =7 —¥HEn

mF ey Le s H#Em 34( 9.5 6( L7 0 22 ( 6.1) 2( 0.6) 0
R E R 22( 6.1) 0 0 19( 5.3) 0 0
y— B I RT R 21( 58 6( 1.7) 0 9( 25  5( 14) 0
7 = 7 —EHN
R L Ok pEE

frRIROE 187(52.1) 29( 8.1) 0 196 (54.7) 23 ( 6.4) 0
— - RHEER X OS5 OIREE

g 72(20.1)  5( 1.4) 0 72(20.1)  2( 0.6) 0
ly=N=e 59 (16.4) 0 0 62(173) 1( 0.3) 0
e 32( 89) 2( 0.6) 0 14( 39 1( 03) 0
i) E 27( 17.5) 4( LD 0 26 ( 7.3) 5( 1.4 0
FE kR L O THRkEE

Fi# . BERFMERE 53(148)  5( 14) 0 48(13.4)  4( 1.1 0
SEERE

PAS 45 (12.5) 2( 0.6) 0 14( 3.9) 0 0
7 9 PENE 42 (11.7) 0 0 14( 3.9) 0 0
F & 8 3m | 20( 5.6) 0 0 21 ( 5.9) 0 0
RS 14( 39 3( 08) 0 5( 14) 0 0
BRI EEE 13( 3.6) 0 0 7( 2.0) 0 0
Mg LY o REE

2 i 68 (18.9) 27( 17.5) 0 66 (18.4) 19( 5.3) 0
/R E 23( 64) 8( 22) 0 16( 45 4( 1.1 0
- ERIBE 19( 5.3) 8( 2.2) 0 20( 5.6) 9( 25) 0
MRS MERES X OMiERRREE

Lx~o< Y 20( 5.6) 1( 03) 0 10( 2.8) 0 0
I

1.5 9% 23 ( 64) 0 0 16 ( 4.5) 0 0
PN Tis e
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B (%)

==y YA &
BERINH FAT IR ST R
%(1\2'; JDRA/] ver.22 1) 351 4 349 {3
e_ e 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

BRI REA T E 24(C 6.7) 1( 03) 0 7( 2.0) 0 0
B, fEB L OWUEAHE

HEANCHE D S 32( 89 5( 14 0 16( 45 2( 0.6) 0
AR

eI 13( 3.6) 0 0 15( 4.2) 0 0
FPREE R S

Fisfe B % 10( 2.8 1( 03) 0 14( 39) 1( 03) 0
Gy RREE

IBEE 14( 39 3( 0.8 0 9( 2.5) 1( 03) 0

728 ANAN LB 3 TR 282 1] (78.6%)  FREREREE 83 511 (23.1%) |
infusion reaction 48 f5 (13.4%) . HUIRIREREREE 30 5] (8.4%) . FBERUAARIE 24 51
(6.7%) . KIGg - /NS - EED THI 24 1 (6.7%) . FVEMEMEE 15 61 (4.2%) |
HE O JERETE 14 51 (3.9%) . BHERERETE 9 1 (2.5%) . RIEHREREE 6 1 (1.7%) |
FRlRImARZERRSE 3 1 (0.8%) . 1 BUHESRYE 3 6] (0.8%) . AFZc 2 f5l (0.6%) . HE 72
Wk 2 6 (0.6%)  FFARA2 6 (0.6%) . CoidilEs 2 il (0.6%) M OV T nekEE
16 (0.3%) RO B, iz, EIEMEE, Ok, Mk, Mk - Bk, BlIE
JF9e. MEALMERRAE 2. MEREAAEMERE, R56Z. AREFEkEs, MR MM, A, PERK DS
EIERITIRD beinoTc, ARERRBURMITEES S (HIRREMEEE 2 3T)

B UEINER T R,
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(AL - HE]

AR OREFEYEETT VAR LZY I 2 b— a2 kv, AHI3 mgkg (K
#H) XL 240 mg & 2 AR TG LIEBEORF O MG HIRES G S vz, ok
K. KA 240 mg e E UT-BRORERIL, AA 3 mg/kg 5 L -BRORE R & i
LTHEZRTLETFHSINCEDOD, AANEF BN TERMENHR STV
% - HE (10mg/kg & 2 BN CEL) CARRIZ &S L7-BEOgE R & ik L CKE
o ETPRIENT (FF#), A2 T BEOEEICK T 557 — 2 123X | AH| 3 mg/kg

((RHE) X% 240 mg % 2 BRI TH G L2 BEOARK OB & & A 20X X2 ek b
D BEIE A fR T DURE ST T VDR S, HEZBEIZ OV TR DM T AL T R R
FREORE - HEOR THIME LR VR EMEICHE 2 2RI 0 & Tl Sz,

£ 6 FHROEYBERNT A—F

i - Cinax Crind14 Cavgd1s Crnax.ss Crin,ss Cavess
(pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
) meke Q2W (35~52T ’760-8) UO.17?§4.5) (17.%?3.9) (75.1){3170 (27.612,'}()7) (42.717,'?27)
240 me Q2 (51-712,.109 (15~22?.334.6) (25.31‘};7.8) (105254) (41?57,.{1;58) (62.11(,)9187)
10 me/ke Q2W (14;,9;19) (51.62?739.2) (79.900,'{;14) (33?,925;32) (18421,1 213) (23?,7286)

FRAE (5%, 95%5) . Q2W @ 2RI, Cuax : HIEIEES- 1% O R MLTE FHEEE . Crinars : H)EIEEE 214
HE BT B RRMmE R R, Cupas : MIEHES5 %148 B £ TOFHMEFRE, Crass : EFIRREICE
g@%%mﬁ¢%§\umuﬁﬁﬁﬁuﬁﬁé%ﬁm%¢%§\Q%gﬁﬁﬁﬁaﬁﬁé¥ﬁmﬁ¢
Flo, KENOREMEYENREET LV EZRH L7y I 2 b—a U2 XD | ARAI 480 mg
% 4 ARG CH G X IREARR O Ak - % TR U7 BR O AH o i 1% v i 23 et
I, ZOREE, KAl 480 mg & 4 MM TG L 2R E FIRBIZ I8 1T 2 5
HEHIRE (LT, [Cagss) &9, ) 1E, AHAl 240 mg % 2 IR TEE L72BED Cavess
LHERIT S LT ENnT (FFR) o £72. AHI480 mg % 4 BRI CRE L7ZEEOE
FOAREEICR T D hcmmiE R IRE (LLF,  [Chaxs) &V, ) 1, KA 240mg % 2
RR TG LTZBED Coanss LI L CTRIEZ AT & THISN b OO, HRANBEICE
WTAARVENHER STV A - HE (10 mgkg % 2 FAREIEIRE THE) TAAIZ K5
L72BRD Chaxss & Ml L TIRfEZ /R T & TR SN2 (FR) . Ix T, @ OEECE
JAT—HIZHESE . KA 3mgkg ((KEE) F£7213 240 mg % 2 IR, & L < IXAA
480 mg % 4 EMMHNE THE L I2BROARM OUREE & & A 2WE T2 2 & oo Bl A st
T AHRBELOGTE T VDR S, HkBE IOV TR Th AR, R o AT -
HEOBTH N K ORI/ 2R IT 720 & Tl STz,
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R FHORYEE T X —F

L s e e e I
3 mg/ke Q2W <35.sz'760.s) <16.25??420.3> (21.321 59) (75.&3171) <z7.612,'io7> (42.717,'?27)
240 mg Q2W (51.712,.103> <23.33?'539.0> (30.42‘3?.670.9) (10;,5 (2)54) (41?57,.21;58) (62.11(,)91 87)
480 mg Q4W (1055‘;07) (15.25?17.4> (37.?)?.;)4.8) (14?,1 536) (27.751,637) (62.11(,)91 87)
10 mg/kg Q2W (142,9322) (86.959,'?32) (10i,l ?48) (323,9225) (183;,1:03) (232,7277)

HLE (5%, 95%3) . Q2W : 2 JEEIEIRE. QAW : 4 JEMHIMING. Cuax : FEIF 51 O Fe & MIE IR EE . Crninazs :
MEF 5% 28 A BIZBT 2 mRMIEFIRE, Cavgns : FIEHRE#% 28 A H £ TOFHMIEFIRE, Craxss ©
TEFIRRBIZER T DIREMIE PRI, Crinss © EHARBBIC T 2 BARIMIE FIBE, Caess : EFIRREIZI T D
) 37

17



4. MERRIZDOWT
N U A 7 FHEGHE (RMP) (28D & | ARH D B 3K S 22 N ERE TG B~ 1 ) 7l
W HHiEE T o T, AR OEG Y 7 BH Z2W - F5E L, RO GICX Y EE
RRIER 2R B U ZBRICRHG T 5 2 & NE e 7= 0 BLF OO~@ D 3T 7= 7 it
IBWCHHT 5 RETH D,

O MERIZONT

@1 T (1) ~ 5) OWTNCEYT DM THDHZ &,

(1) JEAETB KRR E T 5 2 A2 HERE LR B % (FRE RS A2 Foa LR
HitEe A3 A RS S HE L Ui RE . HiE S AR 7 &)

() FrEMRERPE

() HOEFRAFENEE T DN ABHEEEE T (03 A ROEERR Ehibt. A Ao
W 1ilE, DS ARSI HEHEE I e 7 &)

(4) IRAEFPREE 2R E L, SR AL REINE 1 SIS R FHEIN R 2 Ofiiae
IZER DR AT > TV D ik

(5) DUEMERRE AL BN OO i 5% MBI AR D JE H A2 4T - T B ik

@O-2  HHEOALSEPRE R ORIEHIFE BN OIS 53 7 dik & iR 2 FpoEi (F&R o
WL YT DIERD 25, YK RBOAFNCET 2I0ROEMES & L TRES L
TnbZ L,

*

o [ERNOEFEUS 2 FOWMIMHEZE T L721%12 5 FLLEDD ATBEDEEIRMHE %2
{THoTWAHZ L, 96, 24D R, BNAEYERELZ T L LEBRBEESOWHE %2
ToTWVWBHZ &,

o ERIGFFIUSE 2 FOYBNHE ZE T LIRIZ, WILEsEON AL Z &1 5
FLL EDOWEERA R FDE EAT > T D T &,

o [REISGFFEUSE 2 FOMBPINHELZET L& 4 FLL EOBIKERE AL T D
T Lo 9B, 3IHEURIE, LSO A SEWIRE 2 & T LR S O BRIRIHE %
fTHoCTWBHZ L,

@ BENOEEBEFEREEDOMEKH I ONT
B SRS ST 2 BRI E S, SRS OB O . AT - 42
PTG OE L OERSE T it A5 FR1 %84 LoSa oWms
FEH, FERHLDIATON D IKH DB ESTND T L,
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® BHERA~DOFIITONT
@-1 Hagktkmlic B4 2 Bl

W MR B O B R BITER AL L2, 24 W2 AHI O T, Makifisk X
VEEE AR BT L L7 BIERNICG U CARBRE L OY CT & OFIVEH ORI 24
B ORI Y BHRIZE O, EHHICKHSATRER AR A > Tnd Z &y

@2 ERRFE L 2AFERANICET HEM

R AR D D B 2 ek Kk O ERE 2 A D IR IEF E D RER =42 U 7
EEDIERDOA Y ) —=2 72TV EIRE L IEW A A TE 5 F — LEREH 2R
S TWbHZ &, 2k, EiEGICOWT, BABRE L ZOFRBECHZITHMINT
W5H 2k,

®@-3 BHER DBETRORIIZBI LT

RIVER (REMERIZR TN 2, EAEMIE ) E, (Ofh 2, Mok, BB RAARE . RIEZK.
G, EREO TR, | BRI, BRI, IFR2, IFHRemRE . Ik, mibrEfaE
2%, HURMRBERERE T . T HRAHERBIEE . whfkiEE . BEE, RIREE, MK, EEDOK
fERRE . FURIM AR ZERRSE, infusion reaction, EEEE R IMIRREE . MERE RAEMERE, FikZ.
WEde . M DR ROL G, Ol E (O FHMED « RIR - D= AMHESE) |
PREFERE . NS M, JBEALEE) 1ok L CL MYakhEak TR O MM A2 T 5
PRl & L (RIEH OBZBr-eRH I L THRE R OSSR EZZ T o5& h 5 2
&)L EBICHEY R ALE N TE HIEHDHE S TWD Z &y
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5. RENRLIRDEBE

[ 20

ZBE4 % FH]

D FTROBZIZBOCARIOGIMERRIES N TV D

2 DLLEDALFHRIEIE D & % IR U A Eiﬁ@ﬁ PRI ORA Bl

5)
{EZFHRIEIE D 72y HER2 B DO TR EIFRARE 20 T - PR H R H (Lo
& OPFES)

¥ (1) APV TITFURODNHEY, (i) AFFVTFTFo KU S —hhrvy
LRI NAn T, Xk (i) AFFV T I7F U ROTHT—b « AT 0 « 47
T Y T AEEH

@ [EREILFEFE MR (ONO-4538-44/CA209649 545k ) M ONE [ 2 ] 45 T/ T AH 3 Bk
(ONO-4538-37388%) B\ T, *HBRIE ((LPREXITT 7 B8R Hbygk) Lk
i LT, AR HEFEREOAMENTRENTND, 72720, ARl EFEICEV A
FHRBORBRENGE L R HEMNGRD DAL (plI~1550R) | F7=. PD-LIFEHLRN
(CPS) 1T XV ARKD FFENREN R DMAPITEINTND (p7~8SH) . i
HIE LT, b 2 E 2. PD-LIFBLE D3 5% A0 (CPS5AI M) Th b Z & Dtk
SN BE IO T, ARFPREHMIC X DRI OV THBET 5,

* o AFIOBMIER L LC, BKFE4 : PD-L1 IHC 28-8 pharmDX [# =] MREREN TV 5,

TRUCEE T 2 BB ST AR O E K O ITIEZ W TR, AFIOFRME

DN I TELT ., AFOEGEHRLE 25700,

(2242

—IRIGIR K N IRIRIR 2 2T TNV WIS 5 ASHI o0 B % 5-
HER2 Bot 0 FBE 157 bRk & off S

O TAFNOHNIED R STV OFUEMEIREH & OO 5
e ik & L Coh

(2B 5 FIH]

O TR T REICOWVTUIAR ORGP EEZ L SN TWB Z &, B E21T
bz &,

RFND R/ x; Ui oiE O BEAERE D & 5 B

@ BHHETOFHmIZ IV T TFREICHEY T 2 BEIZ OV TIE, AFOK G ITHELE S

VAN

L OTRPIBHRIL 2 WG EITIRY | HEICAR ZHEN S5 2 L 2B E TS 5,
[ MR B DA OF 3 i%?‘f@%é B

S T G A A C TRV 52 2 38 o0 % KB B QNI IR 0D TS St Mk A o SR M i 2%
F O RIEMEEAL 2 DD BE

B OB OA0 UTEMEMR R L ITHEFREMED B 2R B ORBER~E O
b5 8BE
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o AR MR 2 S Te) Ob D EE
o ORI AT L BRE
e ECOG Performance Status 3-4 "V B ¥

(ED  ECOG ? Performance Status (PS)

Score | EF%

0 | &<MERIEHTE 5, ¥l L[ U HEAESIHIRL2 T2 5,

PIREYICI LUEEN SRR S D23, AMTAME T, BIEESM - TOMEREIIITH) 2N TE D,
Bl - BOFE, EHIEE

BATRIRECH D OH DOEID O Z 133 X TRBELEBAEEIT TE 220, BHD 50%LL B3~y RACil 29,

RONTZHGOEOREID OZ L LNTER, BHEO 50%LL L&y RO CiRI 3,

Lo RSN I \S]

2LET RN, BOOFOREY OZ L TERY, BRIy R TilId,
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6. BEIZBLTHEEITREHHE

A SCERR TN A, BOEIREEE DMRAES 2 BERME 1T 25D & A O R Je OVl 1EA
R O7= DI Bz o B L C BT 2 2 &,

RIRBRMRIZ NI b | B T OFRITAEDNE L O aBtEZ ol L, REE15
ThrbHEGTHZ L,

KA EACFIE & OO O W& &2 T 5854, PD-L1 BEE G MHERT L2 &
DEE LW, PD-L1 FBLENHER T X WG, AF S @k s off o
WA YN L7 ek ETHZ L,

FREWER DO~ 2P A MZoNT

)

)

MEMERRB NS S b Z ENH DD T, KR OEEIZHT- - T, BIKIE
P (PRI R, k. FEEVEE) ORERE & OIS X S O sk, Bleis 0
WZATH 2 &, Fe, BEIZS UCHER CT, Mg~ — 0 —F Ok % 7 5
Zk,

AHFNOPEEITXEE D infusion reaction i 2 TERARRIC 072t indD TX 5 it
i Z1T>7c TRt 2 2 &, £72.2 B H LAFFE O ARAFI$ 5112 infusion reaction
W HbWDZEHHDOT, KRB R ORFIE G T HIT A 2 A
ERET H%, BEOWREL 510852325 2 &, 7235, infusion reaction &
HEL LT 5E121E, 2 TOBEL ERDERICHIE T 5 £ TRE Z o8l
T5Z L,

HORIREE RERR . T RIS R OREIBRENH 5o b 2 LB H 5 DT,
AFN D P 5Bt M O Gt 3E I Ny WA RERR A (TSH., 078 T3,
Wl T4, ACTH, M 2L F Y —VEORE) 2+ 52 &,
AFNOFGAZ LY | WEOGIERISITRINT 5 &3 2 5N Dk 7R BN iE
DHLOLNDHZERHD, BENRBDLNIHEITIE, BELEFLIL U
REFA 72 5k & BBk A RO [ Al & il U Cli bl e B 2470 I o
FOSIZ L BRIER NSO D 55 121%, AFIORE I H IR, KO g R
NEUHIORGEEZEBRETH L, 2k, BIBRERVE L ORGIZIVEIE
M OYEED TR BNRWGEITIE, B BB AR VE & LS o S il Al B
BT 5,

B G T BEM S50 ARG LT BRIWERNEHT L Z E0nH D720,
KRN OBEETHRICHRWEH ORI FITEERET 5,

1 AUBEIRI (BIE 1 BUBEIR G 2 &de) 23 Sbiv, BERFMES 7Y R— 2
WZELZENBHHDT, Hig, Bl MEHEZEOSER OFEBILMAEE O LA 12+
SEBRTDHZ L, VBBERBES DN GA TG ERIEL, A2 ) Uil
RlOBEG 5 OWY) /e LE 21T 5 2 &

BRI, FAE, RS, JFR, B{LIERERR D bbb Z b Db
DT, EMRNCHTERRE 21TV, BEOREL+0ICBIEZT 52 &,
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® AHOBIRHAIRIZIBN T, FERMG LK 1ERMIT 6 WM L. £ LR
W Z S AT IEDFHI 21T > TW2 2 & 2552, AAERGFITESIC 1%
WA CEROMERR LT Z &,
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EEERHEET A K14 v
=RN~T (GBisFHE#Z)

(R4 : A7V — N REE 20 mg, 37V —FRHEFRE 100 mg, 37V —
ARFEEE 120 mg, A7V —R KHEEHTE 240 mg)

~RIEE~

T2 2H (¥ 34 11 AKET)
RSP 2]



2R/

1. Tz P2
2. BAIOR#, TEREF P3
3. ERPRAHE P4
4. FEFRIZOWT P10
5. EXG LD EBE P12
6. HEICELTHEETREEH P13



1. IITHIC

IOV « LBEMEDHER D 7= D1, IRASCESIZIE SV -l e 7 23k o
b5, EHIT, HEOREHEMOMEAIT LV | PUKEIRN 22 & OHH 728 BAE
FRESM DA SN DT, 2D OEEKG 2 BTN E R BF TR 2 2 & RO
AR & 72 o TH 0 RRFIBGE S & O AT #2016 CERL 28 4F 6 A 2 H Bl E)
IZBWThH, FEmERLSEOHEHAOREHEELZXD Z & L &hTn5,

HORAE R e N, R E L BT 1 7 7 A AV DBEAE D EH S & B 5 R
BRHZERDDH, Z0D, GIMEROLZEMEICET ARSI T D E TOR,
UHERGOBEZRZT 2 2 ERPFRF SN2 BF I L THERT2 & &b, BlfE
FDFEBL U BRI B et & & D 2 & A AR — 8 O B 2 i 72 3 R A B O
THZLENEETHD,

L7eo T, RAA RTA Tk, BBBEERSZNE TITE LN TV D EFIETFH] -
BHFR RN D & | DUF O [ 3840 0 fgiiid 70 2 HEHE 3~ 2 8L b B2 i B %
F R O S E A R,

¥, KA BT A %, MNATBAE N EIE SRR R A PR, AHEEEAN AR
BRI 2y . — At E N B ARER RN B E S . FrEdEEFNGENE N B AREE S O
J1DH EAERK LT,

XG &7 D EIRNE - AT Y — R R EE 20 mg, A7 U — AR ETE 100mg, AT Y
— RS 120 mg, A7V — R AERE 240 mg (—i%4 - =
A= 7 GEETH#Z))

HELRDHEUIDG © DI AALTFIIER I THIE L 2 ARTGUIBR N RE 2 1T - FRRE O &iE R
RIEREZ BT DIRR AR L

HeLRAMEROME @, RACIE=RL~7 GEETHMZ) & LT, 1H240mg
Z 2 ARG X 1 [\ 480 mg % 4 RN CAlirET 5, -
72U, BB MR MPIREOSE L, BEHIEIX 12 4
AMiEced 5,

Bk AR e ¥ NEPERE TR A AL




2. A DK, 1ERER

A7 VRS 20 mg, [RAREE 100 mg, [RARETE 120 mg M ONE] S EF
HE240mg (—fix4 : =R ~7 (B2 . BUTF. TRAL o) 1, N3
i LA A X Ly 7 248 BT VAL s~ Y —X 2747 (BMS) th)
B L7t b PD-1 (Programmed cell death-1) (Zx9" % & Nl 1gG4 £/ 7 v —F /L5t
KTh s,

PD-1 1%, {&MEL L7 D 88k (T Mife, B MR OV F 2 7% 7 —T k) LKOvVE
BE-RMAIZ 3BT 25 CD28 7 7 X U — (T MR OIEE L &2 fBIIC IE & BUZHIE 5 45
T8 IR T DB TH D, PD-1 IIHUR Il Z 384 5 PD-1 U 7> K (PD-L1
KOYPD-L2) LfEG L, U SERICHFINE Y 7 v fnmE LT U VR EROTEME(LIRE &
BIZHHEI L T D, PD-1 U Y RIEHURIE MR CASMC B b Ok & 72 SRR 2 R B
LCHY ., EMRAMEEE O U LZEEHEMKICIS T2 PD-L1 ORBL LI OELF
W & ORICAOMBIBEGRRH 5 2 & B X T2 (Cancer 2010; 116: 1757-66) .
F 7o, MR NE R TR T MRS DA v X —T = a v H 2~ (IFN-y)
\Z & > TPD-L1 ORBENFHE I L, i U ICT 5 PD-L1 O3 ik o
AAFHI & ORI IEOMBEBAR N B 5 & OEH & % (Sci Transl Med 2012; 28: 127-37)
X 52, PD-L1 Z9HIRB S 7= A MM, HURR ) CDS8 Bt T M o ffufs &
EMEZRE S8 505, §LPD-L1 ik T PD-1 & PD-L1 & OfEA ZMHET S &Ml
EEEEREET 5 2 E PR ENTWD, ZED Z &5 PD-1/PD-1 U Y RERIKIL, 28
AR BUR R T M & OS2 BT H2F0—>2 L LTHEX LT
Do

AN, FBLEBR OfE B O PD-1 Ok (PD-1 U A7 REEAHEIR) (25 G L.
PD-1 & PD-1 U W REDREGEIET D Z L2k, BNATURKRNZ T #ROTE
PEAL R O AL et 3 2 MR (S S TE 1 2 B8R 9~ 5 & & TR 22 BUiES L 2ok 9
ZENHERE SN TN D,

TS O G  AANT IR 5 D87 2GR ViS5 b0 L HIfF S,
RIEFBEE xR & LR 2 £ L, Aotk ZeER AR MR I,

AFNDOVERIBEFZ D M FEDFIEPIRT L DEWEM N H b o, wESUILLTIC
EOWREMED &5, ARIOFEh R OFREZITIE, BEOBIEL 01TV, BE
D BTG AR, FEBL L 7RIS U7 B MR ik & R & £ O e hill & g U Cl
Gl EERIR W ATV B E DR RO K D RIEI 2N DN 2 & 1213. B BUE RV
F OGO R E 2 AT O BN D D,



3. BREGE
O AL BRI L ARG OISR AN RE 2 T - IR OB, K OQ@/RERE IZE
VT D R Al B RIE D KGRI IZ B 247 - 7= 72 BE R el B O plf 2 s d,

[ 2hi]
O EEEHFEF RS (ONO-4538-24/BMS CA20947355%)

7 oAbV VR PUEMIESF N N T F 8 A A e O AR RICR IS X
AN O ARTE DIBRANRE 22 A T UL P8 D £ e FE A 388 1] (H AR N IR 274012 & e, AH
BE193%1], XPREREI9SH) ZxtBiT, & 4 U RPUBMEREAl (N' & 2Lk it
R Y F xR TERE UCORAIR40 mgZ 21 [ IS T A ERE Lz & & oa 80
OZetha el Uiz, EEFHMAEE TH 5 24N (Pl [95%EEXM] ) 1%,
ARFIFETI1.17 [9.99~13.73] H H ., xfH#ET8.54 [7.20~9.89] 7 H TH 0 | AAIFEILH
FERE IS LR FRICA B IE R 2 7R LTz (O — RER0.79[95% 5 1 X [#] 1 0.63~0.99] |
p=0.0381 [J&Hllog-rankf7E] ) .

R XF R AKFMIZ OV TIETS mg/m? & 3R CEIRNE S, X7 U ¥ 3| /IZoN T,

100 mg/m2% 78 & 191 7 v & LT, 1, 8, 15, 22, 29K UB6H BICHARNZR G5t &h
7=

o IR
-o-- IfEREY
0.2 """@mﬁ
I-me} é} A s A A A
TR ST R
0.1 4
L ®
0'0 1 1 1 1 1 1 1 1 1 1 1 1
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36
at risk# 4£7FEIR(B)
EE|RE 193 170 1658 139 120 105 83 77 65 55 38 20 13 10 6 4 3 0 4]
Fugizhe2 195 182 157 116 100 79 66 55 48 39 26 16 11 4] 2 1 1 ] 0

K1 24F#HE O Kaplan-Meier Bifg (ONO-4538-24/BMS CA209473 35%)



© [EELFEEIFERE (ONO-4538-43/CA209577: )

AT SRR E 12 L 0 B2 22550 (AT, [pCRI EWv9H ) BEH B
IRino T2 RE S O EE794 ] (AR NEFHE 63 Bl & &Te, AFIRE S22 B, 77
AR 262 ) AR, TR AR E UTAHK 240 mg % 2 MR T 8 | (16
), 20t 9 EH @ FEHES O 2 #Hl%E) 225 480 mg Z 4 & HIFIE T a0 fE

(&E 12 DA Lzt EoFMMEL VLM 2GS Lz, BEFHhEE TH 5 i
LI (Ui [95% (5 HEIXI]) 1, ARAIBET 22.41 [16.62~34.00] 7 A, 77 &R
BT 11.04 [8.34~14.32] WHATHY . KEFHIT 7 B ARBITK UKEHFRICH B2 IE
FamLlz (OF— R 0.69 [96.4%(EHX[H : 0.56~0.86]. p=0.0003 [J&! log-rank 15
E1),

o ALFERIEO LU A RO ##E1EIX. National Comprehensive Cancer Network (NCCN) X%
European Society for Medical Oncology (ESMO) D H A R F A NZHE U 7= AR5k 0 F i [E X 13 Hik
IR DAEMEIREAITH) 2 & &NnTz, 7272 L, ALHEEIIASRIELEERZ i LY A v
Lant,

#) ¢ 1% OIFRERAR AR IR A C. American Joint Committee on Cancer (UL . TAJCC) &5 ,) JHEAS
HETH) ICESLS ypTl IEXIZypNI LLETH D Z & L ERS N,

*3 : WIEIRSITIS IS AJCC RS (B8 7 10 (&S < BARRH IS UM oBE (SEEAE 2 <)

XITEE B EEH A RF & T 5 LR ST BE AN b,
*4 0 FANC LV JEENTERICERR S BEDRAAN LN,

10 B
09 - —— A FI#
0.8 'k‘ . -o-To5uRE

0.7 A

Bt He S0

0.2 A

0.1 A

0.0 T T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

at risk%7 %EE#M FE'i (H )

ZEFIEF 532 430 364 306 249 212 181 147 92 68 41 22 8 4 3 O
77 wHhEf 262 214 163 126 96 80 65 53 38 28 17 12 5 2 1 0

X2 ERAFEDRO Kaplan-Meier B} (ONO-4538-43/CA209577 FBR)




[Z241E]
O [ERLFEH IR (ONO-4538-24/BMS CA20947355R)

HEFERIIAAFIRE 172/192 B (89.6%) . *FHARE 192/194 #i (99.0%) Z#@H i, 1R
BRE & ORI FEIR NG E T X RWE FFHGUIAHFIRE 129/192 1] (67.2%) | X HEFE 185/194
1 (95.4%) IZRRD BTz, WT N ORETHRILEN 5% EORWERHIZER 1O LB T
HoT,

£1 DWTHHLOHECTREED 5% EOBIEA (ONO-4538-24/BMS CA209473 #AER)

B [ e /S B (%)
Rt i T
192 i 194 i

(MedDRA/Jver.21.1) 4 Grade Grade 3-4 Grade5 & Grade Grade 3-4 Grade 5
2FIEH 129 (67.2) 33 (17.2) 0 185 (95.4) 127 (65.5) 2 (1.0)
FRE R K O TRk

5 23 (12.0) 1 (0.5) 0 27 (13.9) 2 (1.0) 0

& ) FERE 17 (8.9) 0 0 9 (4.6) 0 0

MRBIE 3 (1.6) 0 0 97 (50.0) 0 0
—i% - HEER L OREEMOREE

FEEN 15 (7.8) 1 (0.5) 0 16 (8.2) 0 0

W 14 (7.3) 1 (0.5) 0 42 (21.6) 9 (4.6) 0

P& 9 (4.7) 0 0 44 (22.7) 0 0
PR IR A

U SERERD 4 (2.1 2 (1.0) 0 18 (9.3) 12 (6.2) 0

I R ER B 3 (1.6) 1 (0.5) 0 75 (38.7) 58 (29.9) 0

M i ERH > 2 (1.0) 1 (0.5) 0 72 (37.1) 46 (23.7) 0
H kS

THiI 20 (104) 1 (0.5) 0 17 (8.8) 2 (1.0) 0

mESEAS 5 (2.6) 1 (0.5) 0 24 (12.4) 1 (0.5) 0

{5k 4 (2.1) 0 0 16 (8.2) 0 0

L 4 (2.1) 0 0 31 (16.0) 1 (0.5) 0

Al 1 (0.5) 0 0 13 (6.7) 1 (0.5) 0
oL E

RO IR FE REAR T 9E 17 (8.9) 0 0 1 (0.5) 0 0
JRYLIER K OV A4 BE

Jiti G 3 (1.6) 1 (0.5) 0 11 (5.7) 6 (3.1) 0
FREFR L Ok EE

RBRIGE 15 (7.8) 2 (1.0) 0 52 (26.8) 9 (4.6) 0
MR LY v REE

2 1fn. 4 2.1 4 (2.1) 0 47 (24.2) 19 (9.8) 0

I H BRI E 1 (0.5) 0 0 36 (18.6) 27 (13.9) 0

FEEMAEAT P ERIBAME 0 0 0 20 (10.3) 20 (10.3) 0

A 1 BR Y E 0 0 0 16 (8.2) 14 (7.2) 0
T E BB L O A EfkEE

RE iR 2 (1.0) 0 0 21 (10.8) 1 (0.5) 0

i A8 2 (1.0) 0 0 17 (8.8) 1 (0.5) 0
AR AR E

BRE R 3 (1.6) 0 0 14 (72) 0 0

R = = — 1 T — 1 (0.5) 0 0 47 (242) 1 (0.5) 0

Kyt = 2 —a R — 0 0 0 21 (10.8) 1 (0.5) 0

7B, AFBEZ BV THIR IR RERE E 22 61 (11.5%) . BEEHRMELE/ R 4 /3F—15
Bl (7.8%) . FFEEREREEE 13 B (6.8%) . MVEMEAIZAE 12 61 (6.3%) . #hfkkED 8 i
6



(4.2%) . EEORREREE 4 61 (2.1%) . BEHm 3 4 (1.6%) | 52 6l (1.0%)
BRRREREE 2 61 (1.0%) . AP 1 41 (0.5%) . KRG - /M - HE O THI 1 4 (0.5%)
THEMEEEREE 1 #] (0.5%) &N infusion reaction 1 5 (0.5%) 23F2®H HN7-, £/~ ®H
SE M MG, D2, ik, 1 BUBEIRIN . AR, (LR 28 R HERERE L R -
Bl ERIMARIEARAE, B2 MKFEE, MERE RREGERE, %, R, 503K
R OVUEREF IR O b e o 7o, REIMERRBBLR I E RS (BRI AERT 25
te) ZEUEIHER LR,

@ EEEILFEFMFERER (ONO-4538-43/CA209577 7kR)

B EFERIIAFIEE 510/532 6] (95.9%) . 77 B REE 243/260 51 (93.5%) 1Z5880 B,
TR & OREBIRAGE T & WA FEFEGUIAFIEE 376/532 5 (70.7%) . 7&K
#F 119/260 171 (45.8%) (Z@RD BTz, WTIAORE TRILERD 5% EORIWEHITR 2
DEBYTHoT,

#£2 WThHLOBETRERY 5% EOBIER (ON0-4538-43/CA209577 3ABR)
BE (%)

FRE BIR % - —
MedDRA/Jver.23.0 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
EIER 376 (70.7) 71 (13.3) 1 (02) 119 (458) 15 (5.8) 0
B IS
THi 88 (16.5) 2 (0.4) 0 39 (15.0) 2 (0.8) 0
TN 47 (8.8) 0 0 13 (5.0) 0 0
F2 8k KO TRk EE
% ) FEE 53 (10.0) 2 (0.4) 0 9 (3.5) 0 0
®i5 52 (9.8) 4 (0.8) 0 10 (3.8) 1 (0.4) 0
—i% - 2EEER L OB EEALOREE
i 90 (16.9) 6 (1.1) 0 29 (11.2) 1 (0.4) 0
7 E 28 (5.3) 0 0 4 (1.5) 0 0
RIS
TANRTE BT I/ b 29 (55) 2 (0.4) 0 10 (3.8) 0 0
T AT =T —B
Wi
FOIR AR T E 50 (9.4) 0 0 4 (1.5) 0 0
IR AR BETCHERE 35 (6.6) 0 0 1 (0.4) 0 0
RS2 L O A AkfEE
RE iR 30 (5.6) 1 (0.2) 0 4 (1.5) 0 0

72¥. ARFIEEZ IV THURIRFEAERETE 89 il (16.7%) . ITHERERET 49 1] (9.2%) , fif
bR 35 1] (6.6%) . RRKUAHAARAE 33 1 (6.2%) . MVEMEMGZEE 26 1] (4.9%) | Lol
P 11 5] (2.1%) . infusionreaction 10 5 (1.9%) . HEEDORERESE 8 6 (1.5%) . &
PeREREE 7 61 (1.3%) . K% - /IMmdk - EEED T 7 61 (1.3%) | 5 4 6 (0.8%) .
D2 361 (0.6%) | FIBEERERSE 3 61 (0.6%) . 1 BUBERHE 1 61 (0.2%) | FRARimAe
FERRAE 161 (0.2%) | AL 1 61 (0.2%) BROWER 16 (02%) ARH LN, £/, &
oMK, TERHEERET . BUEMR. AR, Mk, fikk, mERE e, mbit

7



N8 ARIFERES . MESs i, B ME e, B Zn M T A O 4% - BERR 1358
bivierolz, REIWEMBEIRIITEESESR (RRREERT 25T) 25 0EGHRR
T,



[k - ]
AFNOREMEYIEET V2R L7 I 2b—3a 2k v, AH 480 mg % 4
W FEIFETBR C 38 53U BEAGE O FTE - RS T 5 L ZBROARF O iE HRE S BT S
Too T OREF, AFH 480 mg % 4 BRI TG L2 @ F RIS T D P i i
B (LT, [Cags) EWVI, ) 1F, AHI240mg % 2 HARIFEIRE THRG L72BED Cogs &
BT 2 & Tllsinz (TR) o 72, KK 480 mg & 4 BREIFIR TR G LZBEOEH
WRIZH T 2 miiEHIRE (LT, [Chaxs) &9, ) 1, &K 240mg % 2 A
BE TG L72BRD Coaxss & L CEEZ RT L THISHIZ OO, HARNBEIZEBW
THEMEDNHER STV D ik - FE (10 mg/kg % 2 TAREIFEING CHE) TAFIZ G L
ToBED Coaxss & B L TR Z R8T & PRI (FFR) . AT, #EEO@EEICE T
LT =T HESE . ARAI 3 mgkg (RE) F£7-0F 240 mg & 2 BN, £ L < ITAA
480 mg % 4 FMIEIE TG L 2B D ARH DOBRE i & AW T2 ek & oo B 2 Wit
THRBRIGE T PR S, YEEEICHOW TR Th iR, EiLo ik -
M EOM AR VLRI 2RI e PRl E T,
#£2 FHOEMBRE T XA —F

)Eﬁ { £ . )EH = Cmax Cmmd28 Cavgd28 Cmax,ss Cmin,ss Cavg,ss
- (ug/mL) (ng/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL)
3 ke QW 516 272 31.0 113 62.1 77.6
me/ke (352,70.8) | (165,403) | (212,439 | (75.0,171) | (27.1,107) | (42.1,127)
727 383 437 159 87.8 109
240mg Q2W 1 514 103) | (233.59.0) | (30.8.60.9) | (102.254) | (415.158) | (62.1.187)
145 297 353.0 216 713 109
AOmg Q4W 1 (100 207) | (15.5.47.4) | (37.0.74.8) | (145.336) | (275.137) | (62.1.187)
193 99.6 116 396 214 275
10me/kg QAW | (146 222) | (865.132) | (101.148) | (329.525) | (184.303) | (236.377)

FPRE (5%A%, 95%5) . Q2W : 2 EMHIRINE. Q4W : 4 ERIMIFG. Cumax @ PIEHE 54 0> Fc i 35 AP B
Cminazs : HIEIHE 54 28 B BIZI T 2 RARMIEFIRE, Cavas : PIEIE 51 28 H B £ TOFHMIEFR

FE. Crmaxss © ERRBICHIT AREMIEFIRE . Crings : EFIRBICE T BRARMIEFIRE . Cavgss : IR
RRIZF1) 2 S i i e

i



4. FEFRIZOWT

AHN OG- #EY 72 BE Z72W - FFE L, AAloEGI12EY E%iﬁ%’ IWEFH 23881 L7-
BRICKHET 2 2 EDBRERTD LT OO~@DF T &7z T (2B W T T2
REThD,

O MERIZONT

D1 Figo (1) ~ (5) OWTRMNITHELT DR TH D Z L,

(1) JEAEFERE DG ET D M A S FE ISR TS (BB TR S A a2 Fes B L A 5 e |
HU S /U2 R EEHL BT, U ARSI BT 2R )

(2) FFEFEREIPL

(3) FERFRINEINRE T D0 AR (0 AR E b, MY A iE
W 1gplE, S ARSI HEE R R e &)

4) ASRALFHIEE 2R E L, AMRAEFRRIEME 1| OIS RACFERIENNE 2 0 fi 55 3 e
AR DR ETT > TV D iRk

(5) PUEMERREE AL & BN Ok L ITAR D Jm M A2 1T - T D ik

©-2 BB OLFARRIE N ORIV FE B OIS A5 7 Jniik & Bk 2 Fr o Ril (R
DWTIINTEEE T DIERD 23, GEZRFOAANPET DR OFEH & L TRES
hTnsZ i,

*

o [ERMEFEISHE 2 EOEIIHEZ(E T L7211 5 FELL EO R ATRR O ERMHE %
{ToTWAHZ L, 96, 240 R, DNAEYERES T L UZERMESESOHE %
fToTVWAZ L,

o [ERR B 2 EOPHIFHE 2 T L2112, MbEsm 0N ARYIREZ &te 5
FELLEOWHLEA R 2 DEMZIT-> TWD 2 L,

o [ERIGREFEUSE 2 FOYMINHEAZE T L7212 4 LU EOIKRERZH LT\ 5
Z L, 9b, 3HEDLEIE. THILEE O D AR & G e AL ER I S O BRIR HE &
fTToTWAZ &,

@ BEANDOERLFREERDEHICONT

B AL A B 2 EE DR E S, IR S OfFRE D A - &
PSRRI W B BN ONE RIS 69 2 T WAt AR RSB LI HE oWl
FEH . FENERLNATON DB E-> TS Z L,

10




® BHERA~DOFIITONT
@-1 Hagktkmlic B4 % Bl

W MR B O B R BITER AL LZBIC, 24 W2 AHIO T, Miklisk X
VEEE AR BT L L7 BIERNICG U CARBRE L OY CT & OFIVEH ORI 24
B ORI Y BHRIZE O, BEHICKHS AR AR A > Tnd Z &y

@2 ERRFE L 2AFERANICET HEM

R AR D D B 2 ek Kk O ERE 2 A D IR IEF E D RER =42 U 7
EEDIERDOA Y ) —=2 72TV EIRE L IEW A A TE 5 F — LEREH 2R
fHSNTNDZ L, e, BIHEHIZOWT, BABE L ZOREHDITHAF I T
W5H 2k,

®@-3 BHER DBBTLRIZBI LT

RIVER (REMERZREACIN 2 , EIEM IE ) E, (Ofh 2, fhak, BREUMmREARE . RIBZ.
G, EREO TR, | BRI, BRI, IFRA, IFRemE . Pk, mibMEiaE
2%, HURIRPERERE T . T HRAMEREREE . shfkiEE . BEE, RIEEE, MK, HEDOK
fElRE . FURIMAR ZE4RSE, infusion reaction, HEHE/RIMKRESE . M ERE RIEMERE, k%,
FEde . DR ROL, IR, OEREE (O GHMED « RIR - D= AMHESE) |
PREFERE . NS M, JBEALEE) 1ok L CL MYakhEak TR O MM A2 T 5
PRl & L (RIEH OB Br-eXHCE L TRE R OSSR EZZ T o5& hH D 2
&)L EHICHEY R MLE R TE HIEHIDHE S TWD Z &y

11



5. RENRLIRDEBE
(2B 2 FH]

o)

)

TROBHEICBWTARAOHEIERRIES LTV D

o 7okt I VU RHUBMEEGS N O T T 8K 2 G O L REIEICR
Jis AT AN OARTEEIBRANEE 22 HEA T S L P8 O B s R

o B FHESBIFRIEIZ D pCR D3GR DAL o To R TEHE O B

FRUZEEYS T 2 B ISk D ARBN O F 5K O IR DWW TR, RO Zh %D
ML INTELT, AAOEGRGLERBR0,

o —WIREEZU TR WRIAUIBR AR RE 2RI T U O B 1T T 5 5

o fiRITMIBIEIE L L CoO®E

o IITRIREEIEEEIC KV pCR 233D LI BB 5T D% 5

o fOPTENERREA] & OO G-

(224t B3 2 F 1]

@

TR Lai‘ém“é BEICONWTIIAR OB GENEED L SNTWAZ LD 5217
Dirnz &,
o ARHFNDORSIIZ K LiEHUE DBEERE D & 5 B

TRIERT ORI W T PR Y T 5 BEIZHOW T, AR O GRSy

3, A OTEFERIUL A 2 VG AR Y | HEICAKIZHEHT 22 L 2BETE 5,

o MEMMEBOEIX i%ﬁi@&)%’) mE

o JER G R A CRVE S 2 R D B K ONE B M D U BRI s 2 R0 gL ME it 2
HEORICRIEVEZEAL R D D B

o BACMEEBOGOF, XITERBIEMZRE L IXHREMED B R B OB TR
oD BHE

o JESBMEE EmEMRBHEELST) OboEE

o MEORREXIIBEREEZATHHBE

»  ECOG Performance Status 3-4 > f#

(ED  ECOG ? Performance Status (PS)

Score

EFE

0

L @R IEFBTE 5, FMETEF U HEEENHIRR AT 2,

PIREYICI LUEEN SRR S D23, AMTAME T, BIEESM - TOMEREIIITH) 2N TE D,
Bl - BOFE, EHIEE

BATAIRE CH Y OHDEIY O Z L33 X CRBEEIMEEIZ TE 220, B 50%LL B3~y RAATiR 9,

Lo RSN I \S]

[BONZHASDOEDEYDZ L LT, Bdo SO%U\J:%/\/ Kok il =9,

ELBT RV, BOOHOED OZ LIFETERY, EEICNy FPRTFTilId,

12




6. BEICELTHEETNEHE

O WASGESIC A, BLOEIRFEER DRI 2 BRI LD & ARA O Fpik K OVl E £
OO\ B2 2 53 ([CHfR L C B35 2 &,

@ JRIRBIMRICIENL D BAE T OFIRICAIER OfEEE il L, FE %215
TholET5Z L,

©® EREUWEHO~FXT AL MZ2NT

MEMEMEER S LD ZENH DD T, KEFIOEGIZHT- > TiL, BHKIE
AR (VRO IR, gk, REENVE) ORERE MO X # iR o K%, B4 15
[ZAT9 2 & Fio, BHELIG U THE CT. MG~ — 0 —%0M&Z T 5
k.

ARHENOREH I EL D infusion reaction Zfii 2 TR AR5 5D T b U
fziTo 7= LTG5 Z &, 72,2 B H LAE O ARA B 5-FFIZ infusion reaction
NHHLOLNDZEHHDLDT, KAIELGH K OARFEGHETHRITAA XA
ERET S5, BEOWREE 3BT 5 2 L, 728, infusionreaction &
FHL L T2 A 11, BT oMK OYER A ERIZEE T 2 £ CRE L o8l
THZ L,

FUORIRBERE R . T RAERFT L ORIEEE L ooN D2 0 H 5D T,
AHN D 5B bt e O G-I P E RIS N iepie e ds  (TSH.  IHfE T3,
ERE T4, ACTH, Il 2L F Y —VEORE) 2T 52 &,
AFNOEEFAZ L0 | WEORERISITER T 5 LB 2 LDk A RO E
DHOONDZ ENDDH, BENROOLNIIGAITIE, BB LZFLIIS LT
B 72 05 & Bk 2 RO AR & e U CoiE ) e SR RIS W 24TV W O g
B £ B EWER BB 2 5E8121%, AFIORESOTH IR, & OEIEE R
NECRIORGEEZZET D2 L, 2B, RIBERERVE L ORGIZLYEIE
M OUCEDRBD HIRWIGEITIE, B BE A VT LS o S il o e
HEET D,

BeHA& T2, BB O HRGE LT RIERN BT 52 ERH D720,
AR O T HEWEH ORBUZ 32 EET 5.

1 BUBEpRI  (BIE 1 BUBEIRIE 2 5 de) BN bbb, FERWEMES 7 v R—v &
IZEDZENRHLOT, AYE, B, EHFEORER DR B MAEHE O FF12+
DEETDHI L, 1 BMERIA RSO GA I3 G ERIE L, R ) U
F O HEOEY)RE LT H Z &,

BIENT ¢, WA, ITHSReRE s, TR, B{LMIEERDRH oD Z & 13dH 5
DT, EHHCHFREREREZITV., BEOREZ IR T 52 &,

@  MAACFRIER I E U RIGYIBR R EE 7R L T - R O A B (3 A BRI
X, ARNOBEKRBRICEB N T, &EHBED 1 EMT 6 B2, LT 12
R Z LZHDEDFI A4T » TV 2 & 2 BB, AFIBEG- I3 E BRI ik
BTHROMER LTS T &,

13



® ‘BB AWML L U TERT 2BICIE., AROBKRRBRICB T, #
HBsa D 2T 12 B Z &, ERLRRIE 6~12 B H M Z & ITHMEDFEAT &
fTo TN Z L BBEIT, AFEGFILEHICHGERE CHROMREITO 2 &,
7k, Witk EiBEE S LTS 2 5SA8IE. Ao GBI 12 P AME T
THZE,
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