s AHEET A T4
=HRN~<7 (B HHz)

(Moe4s « A7V — R mfiefE 20 mg, A7V — R AiEEHE 100 mg, F 72—
A I R 240 mg)

~ BN R AR~

Rk 2 942 A (50 24F 2 HEGET)
JEAE T B
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1. lIU®I
IS OGN < REMEDHEROT- DI, WA STEZEITE SVl E el 23R D
5D, 5T, IWEORHEHMOEAIC LV | FUREIKSL 72 & OF 0722 8T HVE %
FFEIMPEARINDGH T, 2N O DOEHKNZEIZLER BT IR 5 2 L3RR
AR & 7o TR Y RIFMBGER & SO FA T #2016 (TR 28 A2 6 A 2 HEERE)
ICBWThH, EHERLEOHHORBEHEEZXS Z LS TWn5,

BFORERBE ST, SRR 2T 0 7 7 A VBB FOESK AL & B 5 25
B ENRDHD, ZOD, HMEROLEMEICET S ERN ST 5 E TOR,
WMELEIL DO BE LML ZIT 52 EPWIR SN BFICK L THERT 2 & &b, BIFE
FDFE U= B ekt & & D 2 & DS ARE 72— 8 O B &3 7= 9 B B < A
THIENEETHD,

L7eRoT, KA RT A4 TiE, BB ZNE TITHE LN TV A EFLIH -
B RIS & | LT ORI O e 2 HEET 2880 b B R EE & %
F RO EFHE R~T,

I ARITA RT A 0%, MSIATEOE NESE SRR S, A E AR AR
BRI s | — M A B ARERIRN B E & L AR N B AR &R 72 O /)
Db EAER LT,

WG L IR B ERN ATV — RS EE 20mg, A7 Y — R AR 100mg, ATV
— AN RIEFE 240 mg (— %4 - =R~ T7 GEIETH#Z))
REERDIMETER « R AE
WG ERDMEROHE « W, BAICIZ=RL~7 (BT Z) & LT, 1\ 240mg
Z 2 EFMRE CARENET 2, 7272 L, BHERAEICE T 2%
MBIREO AT, EHFEIT 12 VAR E TET 5,
VU RE M R AMEICK L TA Y AT GBS T
z) LOFRT 2561%, @E . MAZIZ=Rr~7 (BisFHk
Z) & LT, 1A 80mg % 3 MM T 4 B AHEHET 5, £D
%, =A~7 (BiafHE#z) & LT, 118240 mg % 2 #HEfH
[FIR CRIEFHET D,
B 3E Wk oe 3 NG TS
(%)
M BAANEIZBIT D v — R A SRR SOmg (— k4 A BV A~ GEB TR 2))
DREEXITBNR, MEA O &
2 RE X1 zh R ARIBUIERAN R 2 M R AR
Ak & VA & @, A A~7 BEF#HEZ) & LT1E 3 mgkg
(RH) % 3 WREIFIRE T 4 BIAFEFET 5, 7ok, toHurENEREE
FEGAT2EE8T, =FAr~7 (Eia T z) E0FHT D2 &,




2. AHIOFHE. 1EHEF

A7V — AR R 20 mg, [RLATEERE 100 mg K OVR SEERE 240 mg (— 4 - =
AN~7 (BEMEZ), LU, TARAL Evo,) 1d, AN TERASE 2 &
Ly 7 2%t BTYU AR -~ ¥ —X 2747 (BMS) ) 23B% L=t ~ PD-1

(Programmed cell death-1) (Zxf3 5t Ml IgG4 £/ 7 a—F AHIKTH D,

PD-1 1%, I&MAL L7V 58k (T HIfE, BMIfAL O F 2 7 0% 7 —T M) KOVE

R R BT 5 CD28 7 7 X U — (T MR OIEHAL Z i BhHIC IE & BUZHIE T2 2
%Ei) LRI HZEETH D, PD-1 TP AR BT 2 PD-1 U o K (PD-Ll
JOVPD-L2) EFEA L. U U RERICHIRINE Y 7V B AREE L C U Vo ERDTIE L IREE
BIZHHET LTV, PD-1 U0 NIEHURRSMIALIAMNT bk Ok 2 722 ISR _%Efﬁ
LTHY, EMEREAELE DO L EGEMEICI TS PD-L1 OFRBL L itk DALE
WM & ORI ADOFEREBIRN & 5 2 & A ST % (Cancer 2010; 116: 1757-66)
F 7o R R fE B CIRARRE T N EET DA v X —T = H >~ (IFN=y)
IZX > T PD-L1 OFENFHE SN, 5B L7 EMEREICIS T D PD-L1 OREBL & itk D
ALEWIR & ORI EDOFBARRN 5 & OHE S & % (Sci Transl Med 2012; 28: 127-37)
I 5T, PD-L1 Al FE S 723 M, JuUsFFER CD8 [tk T Hiia ol s &
TEMEZ 59 S 54, H1 PD-L1 /KT PD-1 & PD-L1 & OfE&EEET 5 &2 OHIN
EEIGEREIE T 5 Z EDRENTND, DI &5 PD-1/PD-1 U 72 RERERIL, 23
AKIBA TR R A7 T MM O OBREE A BT 5HFD—>2 L LTEX LT
Do

AFNL, SRR OFE R 6 PD-1 OfffasE (PD-1 U # o REEAREI) I2R5A L.
PD-1 & PD-1 U REDFEREIET S LICL 0, DATURRERNZ T MRS
PEAL K O AKIIENS %9 2 MBS =G VE 2 #9585 = & TRkt 2 PUEE2h 3 2 4
DRI TVD

AANOVERBE 25D BB DRIEFUSIZ & DBWEMER H 5 oir, HEX iﬁEtL’
£ % HH ﬁﬂ%é Kﬁ']@?rxbfftlj&()\i&fff(ﬁ (T, BEOBRZ 40147V B
DO E I, FEB LI HF AU FELf:%'fﬁ%’\]fiina&&fiﬁﬁ%:%’)liﬁﬂ?}:@#*LT@
@Jfotﬁﬁﬁ%”%%ﬁ%ﬁb\ W DRIZSUSIZ & D REIER N gD 2581213, BIE R E RV
%‘/§U®J‘Q’€L%@i@@37‘£ﬂ?§%ﬁ5%%75}3@60



3. BRIRRE
HEME B A O AGRIRF AR 24T o 7o E 2R B IRRER O R 2 777,

[ 2]
OEWNE DR (ONO-4538-02 #ER)

LIy (BUF, IDTIC) &9 ,) 12 K AEFEIEREZ B T 2 RIRUIRAGE /2 T
W/ IWVHI SO F 3 o PR A S (ECOG Performance Status 0 &2 O8N 1) 35 il &2 %t 512,
AF 2 mg/kg % 3 B EHIFRE CREEE L, FEIEEE TH 2R3 (RECIST 7 A

R4 11 BUZES S R RHEIZE D CR XXX PR) 13 22.9% (90%[EHEIXH : 13.4~
36.2%) Thol-, 7B, FANIHE LIZFMEIX 125% Th -7z,

QEMNE T AHFRER (ONO-4538-08 #Hk)

b PAIE ARG O ARIG CIBRANRE 72 LA/ IV ) ST B8 o B BB R H  (ECOG
Performance Status 0 }2 U8 1) 24 il 256t 512, AHl 3 mg/kg 2 2 3 i fHI R C A eE L7z,
FEFHIHE Th 5 282h% (RECIST 4 K74 > 1.1 fUIZES S FIHEIZ L D CR
UE PR) 1% 29.2% (90%(EHEX M : 16.7~45.9%) ThH o7z, 728, FHANIHRE LM
E1E 6.0% CTH -7,

OVEA AR (CA209066 #ER)

v-raf ~ 7 AREY 4 VAR T EMAER 7 Bl (BLF, [BRAF] £\ 9,) V600
22 B 7 MBS VE AR IR R O RIR UIBR A GE 72 T/ IV ) S/ 8 0 BB SR il R

(ECOG Performance Status 0 &2 T 1) 418 5l (ASAI#E 210 i, DTIC #f 208 f5i]) A *F51T,
DTIC Z xR E U TAA 3 mg/kg % 2 HFHIR TREFHE L & & O R OVZ e
et Lo, EEFHMIEE Ch o 2EFMM (LT, ToS) &wiH,) (hifE [95%fF
FEX M) OSSR T, AFIFEX NE” [NE~NE] # H. DTIC #£C 10.84 [9.33~
12.09] 7 ATHY . AFIL DTIC 1Tt LIFHFRICABERIER 27 Lz (AF— R
0.42 [99.79%ZHEIX [ : 0.25~0.73]. p<0.0001 [J&H log-rank #E]. 2014 4E 6 H 24 H
T8Ny A7),

* HEEARE (BT, [RR)



—A— FHIFH
kD HAHIVINT B

T T T T T T T T T T T T T

at risk3 175 (A)

AH|EF 210 185 150 105 45 8 0
EhIVINS VB 208 177 123 82 22 3 0

1 OS @ Kaplan-Meier Hi## (CA209066 57)

@UESMETTFRER (CA209037 #kER) 2

AV AT (Brf#z) CIF, Y A~T7) L)) Xik BRAF [HEH
Za A RIEIE 2 T 2 RIG B BR N AE 72 T/ IV B SCIE /%8 oo B S e i AR

(ECOG Performance Status 0 &2 U8 1) 405 5] (CAAKI#E 272 i, {b529E1E (DTIC Xix kv
RTTF ey U EEnL D) B 133 §1) 25500, (LFREE R E LOR
#l 3 mg/kg % 2 WFMIR CHRMEEE L7 & 2 OFMME R OVZEM 2 RE Uiz, EEFHb
HHETHDHEZE (RECIST HA KT A > 1.1 fRICHES < )iz X5 CR XX PR)
IZOWTAREID G ST WD 120 5% fEHTRIGAER & U CHIBRRT 217 o 7o/ 5.
AHIHET 31.7% (95%(GHEIXH : 23.5~40.8%., 20144E3 A 10 HT—% B> "4 7) T
HoTm, 2B, FRINCEDFROMMITRE L TR o7z, b9 — DO EHEFKIEE T
5 0S (HFHRAE [95%IEHEXE]T) ITONT I8 BFIDA X b (FETD) HZ T fEHT
AT S TAE R, ARAIFET 1547 [12.39~NE] # H ., {LFRIERET 13.67 [11.50~NE] 7
ATohY ., KENEFRIECH LHGHPICH B RIEEZ RS ol (NTF— Rk
0.93 [95%fEHEIX M : 0.68~1.26], p=0.6299 [J&H!| log-rank fiE], 2014 411 H 12 HF
— &1y NET),



GEMNE TR (ONO-4538-17 #5k)

LS IE RGO ARIRYIBR A HE 72 T/ IV I SO %6 o B B a3 (ECOG
Performance Status 0 2 TN 1) 30 Bl & xt4c, AFlEA U A~T20H (LLF, TARKA
+A VAT End,) BE L, FEFHMEEHE Th 528%% (RECIST HA K7
A 2 1L RRIZ IS < Rl ELI2 KX D CR XX PR) 13 33.3% (95%15 #E X [ : 17.3~52.8%)

Thol-, B, FANIRE LML 23.8%Th-o7=,
*: KAl Img/kg ((RE) & A BV LA~7 3mgkg ((KE) ZI[F B2 3 BRI T 4 BATEGTE L%,
AH 3 mg/kg ((KEE) % 2 @ B RIBR CAfliEE Uiz, PR GRS W TIE, ARl 2RI 5L,
A Y A= TIEAFOBREE T NG 30 5L EoBEEZ B\ TS ZBR LT,

©ugsh B IAERER (CA209067 #XER)

(L BIE R O RIGEIBR AR RE 72 MY/ IV o B B fE B3 (ECOG Performance
Status 0 KON 1) 945 il (KAI+A &V L~ 7 R 314 B, AREFE316 6], A Y AT
BE3IS ) 2t RIC, A B AT HEEEZIRE LTRB+ A U L~ TG R OKRH
B G- DOAIE R VM2 BEt Lz, EERMBEE T 5 0S (A [95%E X M 1)
DIEAEFENTRERIL, AFI+ A Y A~ T7HETNE [NE~NE] & H, AAI#E T NE [29.08
~NE] Z7H., A Y A~T7HET19.98 [17.08~24.61] W ATHY, AAI+A Y L~T
B 5K OARFNIF 5134 BV A~ T G120 LEFHRICH B RIERE 2R Lz (RAI+ A
U A~ Tih o — N 0.55 [98%(EHEX[H : 0.42~0.72], p<0.0001 [f&%! log-rank
RE], AE G~ Y — R 0.63 [98%[EHH X [H : 0.48~0.81], p<0.0001 [J&%! log-rank

&l 20064E8 A 1 BT —% v "4 7).
*: K#) 1 mgkg (KE) &4 U A~7 Imgkg (IKE) Z[F HIC 3 WK C 4 B AR L 725,
AHI 3 mgke (RE) % 2 BEIRINE CARREE Lz, BHHRGICHB LTI, AR E RIS
L. AU A= Z AR OB EET 75 30 458 ORI %2 B T 5 2 Bt L,

1.0 f
0.9
0.8
0.7
0.6
0.5

BRHF

0.4 K KE+AEYLTTR
0.3 A REIE
0.2 O AEYLTTE

0.1 *  ARUO : {TH1Y
0 3 6 9 12 15 18 21 24 27 30 33 36 39
at risk3 £EHM (B)
AA+AMEYLTTEE 314 292 265 247 226 221 209 200 198 192 170 49
AFIEH 316 292 265 244 230 213 201 191 181 175 157 55

A1EYLTTE 315 285 254 228 205 182 164 149 136 129 104 34

2 OS @ Kaplan-Meier Hif (CA209067 7X5R)




728 ARIBUIBR AN BE 72 B LA Il R & P RICAK |+ 1 BV A~ T EEIZHOWTH
U 7-1BAN e T AHEER (CA209004 3ER) DO adk— ks 8 1281 A XD (modified WHO %

#EIZH-S< CR XIX PR) 1. fBHEIERIGHE S T 46.4% (13/28 fil. 95%(5 HE X[ -

wf

27.5~66.1%) . {LZFEEREIRREE T 38.5% (5/13 B, 95%(EHEIX M : 13.9~68.4%) T

HoT,

(PD-L1 FEBLIRBLA DA 2 Mo OV 424)
WAV MAHRER (CA20906755k) (THEAAN B2 BEOT — X ITHES& | JEEHM
23V CPD-L1 258 U 7= EEHIE s i 281G (LA, TPD-LIZBIER] &wvvo,) Hl
(ZHRER BN IRIT 2 AT > e A IMER L EMEOFRERIZIU T O L B0 Tho Tz,

HHMEIZES LT, PD-LIFSELE N 1%AKT (PD-L1<1%) OMBEEM L il L T1%LL
(PD-L1=1%) ODEBFEMTA Y A~7 O EREHEMEVVEE DL SN (FX),
. AKH+ A Y A~ TEOLEET T 7 7 A )VIFPD-L1 < 1%0D HEERM & PD-L1=

1% D BEEMTREETH o 7=,

PD-L1FERHE1%KH

1.0

PD-L1SHE1%LE

\ 1.0
09 i 09
S,
o 08
0.7 N ey, 07
0.6 Trme— = 0.6
" h\x\:H — & 3
# 05 S —\ﬂ,_\_‘_m::;: # 05 Tremean
= T 3 = -
e S e o i =i
041 e AM+AEULTTH T, 04 e AmAAEY LTI
031 A M smeia 031 A mmm %
02{ -© 41EYLTTH 021 -© AEULITH
0.1 *  ARUO : §TH1Y 0.1 *, ARUO : 1914
00 00 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 [¢] 12 15 18 21 24 27 30 33 36 39
at risk & EHmm (7)) at risk# EFHM (A
FMHAEULTTH 123 113 102 91 82 8 79 74 74 72 66 18 4 0 FF+AEYLTTH 155 144 132 127 116 112 105 102 101 99 8 27 3 0O
B 117 103 86 76 73 65 62 59 57 55 50 16 2 0 B 171 165 158 148 139 131 122 117 112 109 98 36 1 0
AEYLTTR 113 96 8 79 71 61 57 50 44 43 32 10 1 0 AEYLTTH 164 155 138 126 115 102 89 83 77 74 64 21 2 0O

X3 CA209067 5D PD-L1 # BT OS @ Kaplan-Meier i}
(Z£K : PD-L1<1%DEFEHER. HX : PD-L1=1%D BFH L)



@IEFE LR MAHFRER (ONO-4538-21/CA209238757)

SERYIFRE O Mb/c 1/ IV O MR ANEBRE 906 1] (HARNEFE 28 il a2 Eie, AAIRE
453, A BV A~ (GEETHfZ) BE453 ) 22X, A BV A~TExRE LT
AFH) 3 mg/keg % 2 MR CEMEHE L7 & & OFMER R EMEEZ R Uiz, EERHM
HHH T 5 MM (P IE [95%EHEXMH] ) O RIFTRERIE. AFEET NE

[NE~NE] # A, A U A~THEETNE [16.56~NE] A THY ., AFNIA Y L~T
(2 UHERH PRI B AL R 2R LT (O — RH0.65 [97.56% 548 X[ : 0.51~0.83] |
p<0.0001 [J&H log-rank #E]. 20174E6 H 12 AT —X v b4 7)

* 1 AJCC (American Joint Committee on Cancer) W03 (55 7 hi) 1253 < 5,

10fme
0.91 —A— KFIE
LR O AEYLTTE
0.81
0.7

0.61

0.51

0.41

4t H o A

0.31

0.2

0.1

0.01

T T T T " T ' T ' T ! T T T

0 3 6 9 12 15 18 21 24 27

at risk 3K |MEFAFHM(A)
AFIEE 453 399 353 332 311 291 249 71 5 0
AEVYLTTE 453 364 314 269 252 225 184 56 2 0

4 MEFREAGHIM O Kaplan-Meier #i#: (ONO-4538-21/CA209238 7#5k)



[ 414]
OENE TR (ONO-4538-02 #5k)
AEFRITEE (100%) (ZRD B, AH L DRRERPEE TERVAEFEFRIT
30/35 B (85.7%) IZ#B®H LTz, FHHEN 5% EORIERIZTRO LBY ThoTz,

F1 FBIED 5% EOBIEH (ONO-4538-02 7X57)

I N S B (%)
FEARGE 35 Bl
(MedDRA/J ver.16.0) 4= Grade Grade 3-4 Grade 5
AEIER 30 (85.7) 9 (25.7) 0
Ao AR
FODR IR BEREAR T E 5 (14.3) 0 0
H Ik
T 4 (11.4) 1 (2.9) 0
L 2 (5.7) 1 (2.9) 0
RIS 2 (5.7) 0 0
—i% - BEEER L OGN OREE
957 5 (14.3) 0 0
[=YR 2 (5.7) 0 0
FEEN 3 (8.6) 0 0
R R P
ks 2 (5.7) 2 (5.7) 0
NN
ALT ¥ 4 (11.4) 1 (2.9) 0
AST 80 5 (14.3) 2 (5.7) 0
A7 /L7 2 R 2 (5.7) 0 0
A CK #hn 5 (14.3) 3 (8.6) 0
7 V7 F =800 2 (5.7) 0 0
o> R o RN 2 (5.7) 0 0
1 LDH #4/0 5 (14.3) 1 (2.9) 0
1A TSH 3> 3 (8.6) 0 0
Ifi. 7 TSH $0 7 (20.0) 0 0
CRP #5/1 5 (14.3) 1 (2.9) 0
I EREREE N 4 (11.4) 0 0
y-GTP #4/10 4 (11.4) 4 (11.4) 0
FRI TR o B 2 (5.7) 0 0
~EZ B 3 (8.6) 1 (2.9 0
U 2 RERER D 5 (14.3) 1 (2.9) 0
I R ERER 2 (5.7) 1 (29 0
i R faFn AR T 2 (5.7) 0 0
i SRR F ek 2 (5.7) 1 (2.9) 0
R I ER B ek 2 (5.7) 1 (2.9) 0
M ifn BREsk ) 6 (17.1) 0 0
WEdfE T3 H50 2 (5.7) 0 0
SWERE T3 P 8 (22.9) 0 0
SWERfE T4 9/ 6 (17.1) 0 0
SHERfE T4 #3900 2 (5.7) 0 0
U U~ FRE--H 3 (8.6) 0 0
M ALP #4500 5 (14.3) 1 (2.9) 0
LR RS 3 (8.6) 0 0
HAE~ — A — a0 2 (5.7) 0 0
HUZHUREE N 2 (5.7) 0 0
R A S N = e G ) | 4 (11.4) 0 0
ifi. /R CK 38 2 (5.7) 0 0
BRI L O ARk E
RE 2 (5.7) 0 0
TR R IR
W P 2 (5.7) 0 0
K= 2 —m XF— 2 (5.7) 0 0



BRI Btk (%)

FEAGE 35 f5i)
(MedDRA/J ver.16.0) 4 Grade Grade 3-4 Grade 5
TR B £ O M

M5 6 (17.1) 0 0

% O FEIE 11 (31.4) 0 0
F&I5 2 (5.7) 0 0
BER BB IR % 2 (5.7) 0 0
RE IR R J& 2% 2 (57) 0 0

F I 6 R 4 (11.4) 0 0

¥, EMEMZEE 1 F] (2.9%) . KEGZk - BEO TR B (2.9%) | #fREE 4 5]
(11.4%) . ITHsnelsEs 5 6 (14.3%) . BRERERE 2 B (5.7%) . FURIREEREREE 8
(22.9%) . BIEEEE 16 (2.9%) . EEOKRBEESE 1] (2.9%) KOS E I EKE 1 4]
(2.9%) WOz, Fiz, FEMAEEREREE, infusion reaction, 1 BIFEIRE, Mk,
HIEMMEAE, MO - BEIBESE. DO, Mgk, S, BREUTREAEIE X A 3T — ROV
P P L RIB D PR BEIR 13380 D7 o T2, ARIWERREBURDLT R EHE S (FFEMA
EREEET) 2 E0EFR-RE R,

OQEWNF MAHFRER (ONO-4538-08 #5k)

HEREGT 2224 ] (91.7%) IZERD BV, AHlE DREBEENEE T RVWEESR
B3 18/24 5] (75.0%) 1ZFBD LTz, FHBLHEN S%LL EORIWERIZITRD LB Tho
776

2 RBLED 5%LL EORNEH (ONO-4538-08 75R)

B BIKE B (%)

FEARGE 24 4

(MedDRA/J ver.18.0) 4= Grade Grade 3-4 Grade 5

EEIEN 18 (75.0) 2 (8.3) 0
APARIA

FOR AR REAR T E 6 (25.0) 0 0
B Ik

L 2 (8.3) 0 0
—i% - BEREER IO SEOREE

[5s9R3 4 (16.7) 0 0
AR AR A

R 2 (8.3) 0 0
s L O E

REX SIS 2 (8.3) 0 0
M. BOERES K O

il 2 (8.3) 0 0
FREF KO PRk

HBE 5 (20.8) 0 0

& O PEIE 5 (20.8) 0 0

I NIRZ YN S 2 (8.3) 0 0

B, Rk - HEO TR 261 (83%) | NFHERERET 161 (4.2%) . THE(AEKRE
1651 (4.2%) KROHUIRIHERERET 7 61 (29.2%) 2358® bhvie, F7o. MEMEMZREE,
FRRERETE (F7 2« NL—EGEESE) | BRRRERRTE (RMVEMEMERRSE) | BB

10



infusion reaction, 1 BUWEIRIN, FEEDREIES (K MALBRRIEMGERE, SIALEE, BIRE
BE) | BER, EIEGEE, MK - BRI, SE DR, LK. Bk, TR, B
FRRARAE / X A /ST — KOV & Ve il N PESEBEIR 1358 0 DL Ze o 1o, RENWER %
BURDLIIEEHES: (BRMAERTY 2 51) 2B OEFERE =T,

@UFEANFEMAERER (CA209066 RABxR) V

BEFGIIAFIRE 192/206 6] (93.2%) . DTIC £ 194/205 1] (94.6%) (238D S, TR
BRE L DK RBIFR N IE T 2RV FEFRIIARAIRE 153/206 41 (74.3%) . DTIC £ 155/205
B (75.6%) IZFBD HAVTZ, WTIDORETHILEN 5% LORIERIZT TR LBV T
HoT,

#£3 WDWTNDOORETIHIEDN 5%LL EORITEH (CA209066 757)
Bk (%)

PN

frae AR DTIC #f
(MedDRA/J ver.17.0) 206 f1 205 91
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

RIER 153 (74.3) 24 (11.7) 0 155 (75.6) 36 (17.6) 0
MEHR LY R EE

i BRIV E 0 0 0 23 (11.2) 9 (4.4) 0

i MR E 0 0 0 21 (10.2) 10 (4.9) 0
B Ik

(EE 22 (10.7) 0 0 25 (12.2) 0 0

T 33 (16.0) 2 (1.0) 0 32 (15.6) 1 (0.5) 0

HEL 34 (16.5) 0 0 85 (41.5) 0 0

M- 13 (6.3) 1 (0.5) 0 43 (21.0) 1 (0.5 0
—f% - REREER O S ERoREE

e 21 (10.2) 0 0 25 (12.2) 1 (0.5 0

it 41 (19.9) 0 0 30 (14.6) 2 (1.0) 0

FEEL 15 (7.3) 0 0 10 (4.9) 1 (0.5) 0
R L OsesEEE

BRI 11 (5.3) 0 0 19 (9.3) 0 0
B H RIS L O ARk E

RAEiR 12 (5.8) 0 0 3 (1.5) 0 0
T R B

SHYF 9 (4.4) 0 0 14 (6.8) 0 0
R R X O FHlskEE

HLBE 13 (6.3) 0 0 4 (2.0) 0 0

St B RS 3 (1.5) 0 0 11 (5.4) 0 0

& O PEIE 35 (17.0) 1 (0.5) 0 11 (5.4) 0 0

*5 31 (15.0) 1 (0.5) 0 6 (2.9) 0 0

PR BE 22 (10.7) 0 0 1 (0.5) 0 0

7RE . AFIFEIZ BV THEMEMZEE 3 61 (1.5%) . KIBXK - EED FF 6 51 (2.9%) .
PR (F7 2« N —EEEEE) 28 1] (13.6%) . IFEEREREE 761 (3.4%) . B
REFETE 4 B (1.9%) . FHEMEHERERET 4 61 (1.9%) . FRIMERERES 13 61 (6.3%) .
infusion reaction 15 % (7.3%) . 1 BUBERIE 1 651 (0.5%) . BEEDLZEREE 3 61 (1.5%)
LS EIER 1B (05%) BN, o, BIRESE, WK, BEMFEE, K
% - BERIE, DRI, AR, TSR, BERUTRLARIE/ < A/ T — K OV M il M4
SRBERIERR O B IR o T, ABIWEMFEBLRIUIEERES (FRRREMEET 2 51) %
BB RE R T,

11



@yFAEIFERER (CA209037 #BR) 2

BEFGITAAIRE 265/268 11 (98.9%) . ALFIEIERE 98/102 1] (96.1%) IZFDH B
AU, IRBREE & DR EERN G E T E WA FEFHGUIAAIRE 199/268 5 (74.3%) . b+
FRIERE 85/102 1] (83.3%) T3R8 BTz, WFNDRETRILERN 5%LL EOREWERIX
THROELEEY ThHoT,

F 4 DT OBETHREREN 5%LL EORITER (CA209037 #ER)
B (%)

o VAS =1
T AT (LR

(MedDRA/T ver.17.1) = 268 B 102 1

%= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

AEIEA 199 (743) 33 (12.3) 0 85 (83.3) 35 (34.3) 0
MiEdR LN R RfEE

21 18 (6.7) 3 (1.1 0 24 (23.5) 5 (4.9) 0

M ifn BR ek e 1 (0.4) 0 0 8 (7.8) 2 (2.0) 0

I R ERIBE 0 0 0 20 (19.6) 16 (15.7) 0

M IR E 1 (0.4) 1 (0.4) 0 12 (11.8) 6 (5.9) 0
PR

FOPR IR A REAR T E 18 (6.7) 0 0 0 0 0
B I

(S 11 (4.1) 0 0 15 (14.7) 1 (1.0) 0

T 42 (15.7) 1 (0.4) 0 16 (15.7) 2 (2.0 0

L 33 (12.3) 0 0 39 (38.2) 2 (2.0 0

g - 12 (4.5) 1 (0.4) 0 21 (20.6) 3 (2.9) 0
—i% - BEEER L O GEN OREE

T IE 14 (5.2) 0 0 7 (6.9) 0 0

I I7 82 (30.6) 3 (1.1) 0 41 (40.2) 4 (3.9) 0
EB5E, R L OWLE A GHE

HEATEE D S 4 (1.5) 1 (0.4) 0 9 (8.8) 0 0
Fife PR AR AT

ALT ¥4 14 (5.2) 3 (1.1) 0 1 (1.0) 0 0

AST $0 15 (5.6) 2 (0.7) 0 2 (2.0 0 0

I R ERER 0 0 0 7 (6.9) 3 (29 0

i MR 1 (0.4) 0 0 8 (7.8) 3 (29 0

M ifn BRE Rk 3 (1.1) 0 0 8 (7.8) 2 (2.0) 0
R L Ok E

BARIEER 18 (6.7) 0 0 17 (16.7) 0
BRI L O A MRk E

RAHR 15 (5.6) 0 0 13 (12.7) 1 (1.0) 0

7 P 11 (4.1) 0 0 8 (7.8) 0 0
PR bR

TR = 2 — R F— 1 (0.4) 0 0 10 (9.8) 1 (1.0) 0

B 3 (1.1 0 0 10 (9.8) 0 0
MR 2. BERds X OVEhR R

- IR 13 (4.9) 0 0 8 (7.8) 0
FRGF KO PR RRREE

BB E 2 (0.7) 0 0 28 (27.5) 0 0

D FERE 51 (19.0) 0 0 2 (2.0) 0 0

B 34 (12.7) 1 (0.4) 0 5 (4.9) 0 0

BEIR IBIRE 2 16 (6.0) 0 0 2 (2.0) 0 0

A BE 24 (9.0) 0 0 0 0 0

ek, AFIBEC BV TRV MRS 8 5] (3.0%) . K « HED Rl 4 41 (1.5%) .
kR 33 B (12.3%) | FFEERERRTE 22 61 (8.2%) | TEFRERERTE (JRMNE MIENVER &
52) 545 (1.9%) . AR IRESRERE 2 23 5] (8.6%) . EIIBFFEEE 1 f41 (0.4%) . infusion reaction
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10 Bl (3.7%) . EEOKJERESE 1 6] (04%) . FEX 26 (0.7%) KOS E SR 3 {5
(1.1%) RO Bz, T, NEMEERERE. | BRI, SEEMMEGE, KK - 86
g, hde. Mhde. BT, RRBUTHBMRIE/ X AT — K OV M i/ NSO 1 2R B 7
IR LR o T, AEWERARBLR U EFS (RRREMRET 2 ET) 2804%
FHER AR,

OEMNE DR (ONO-4538-1735R)
BEFEGIIEH (100%) 12RO BV, AAIE OREEENPTE T RVWEERER LA
Bl (100%) 123D BTz, FEHENRS%L LORWERIITED LB Th oz,
# 5 FEBUEN 5% EDORIEM (ONO-4538-17 #5i)

LRE BRI B% (%)

FEARGE 30 {3

(MedDRA/J ver.20.0) 4= Grade Grade 3-4 Grade 5
RITEHR 30 (100) 23 (76.7) 0
MEHR LY o REE

2 i 2 (6.7) 0 0
o3 IARE TS

IR R R TR 2 (6.7) 0 0

RO IR B EAR T 7 (23.3) 0 0

TR 2 (6.7) 2 (6.7) 0
H I

(EE 5 (16.7) 1 (3.3) 0

T 16 (53.3) 1 (3.3) 0

EE (< 2 (6.7) 0 0

HEL 4 (13.3) 0 0

BERPS 3 (10.0) 0 0

(A 6 (20.0) 1 (3.3) 0
—i% - BEREER X O SELOREE

it 5 (16.7) 0 0

[Es9Rs 7 (23.3) 1 (33) 0

KRR 2 (6.7) 0 0

FEEL 12 (40.0) 1 (3.3) 0
JHNESE R fR

e B 7 (23.3) 4 (13.3) 0

b 2 (6.7) 0 0
AR AR A

ALT #4510 11 (36.7) 3 (10.0) 0

72— 5 (16.7) 1 (3.3) 0

AST H41 11 (36.7) 2 (6.7) 0

y-GTP 0 5 (16.7) 3 (10.0) 0

Y oS— BN 12 (40.0) 7 (23.3) 0

IRERD 2 (6.7) 0 0

M7 AHh Y RRT 7 & —BHN 4 (13.3) 0 0
R L OseEEE

=AY U A E 2 (6.7) 0 0

BT V7 2 v LfE 2 (6.7) 1 (3.3) 0

&) b U 7 A ffE 5 (16.7) 4 (13.3) 0

BB IR 8 (26.7) 1 (3.3) 0
R R K O A Mk

RAEiisR 5 (16.7) 0 0
R

RN 2 (6.7) 0 0

SHYR 5 (16.7) 1 (3.3) 0
M aR, MOERE & Ok

R 2 2 (6.7) 0 0

13



BB FE Bl (%)
FEARGE 30 Bl
(MedDRA/J ver.20.0) 4= Grade Grade 3-4 Grade 5
EYEIEEET 2 (6.7) 0 0
&R KO TGRS
= O FEIE 10 (33.3) 0 0
95 18 (60.0) 2 (6.7) 0
iR NTRZ YN 4 4 (13.3) 1 (3.3) 0

7eds, MR EIF] (30.0%) | FHEREFE R 1441 (46.7%) . FARARBERERE E 761 (23.3%) |
YRR iR 3 451 (10.0%) « KM 2% - T 0D T #3451 (10.0%) | B E 0D B2 P 3481 (10.0%)
T EEAREREREE 261 (6.7%) . 5 & 9 IR 141 (3.3%) | BT flfEsE/ X A4 X F—241 (6.7%)
K OFRIR AR ZERIELH] (3.3%) AR biviz, £7o, B E. BIEEERESE, 11
FERIA. ek, BIEMEERE, Mok - #ilE5. infusionreaction, /[Lfidk. Az, HoReMt:
/ISR A SRR S OV R IR D ive oo 7, REIWERFEBURDIUZES #E 4 (FRR

MAMERE 2 5T) ZatE

@M/ (CA20906775R)

AEFRGQIIARA A+ A BV L~ 731231361 (99.7%) . AFIEE312/31361 (99.7%) . A
B Y L~ 7 EE308/31141 (99.0%) (258D HaL, TRERIE & ORRFEBRNEE TERWAE
FGUIARK + A BV A~ THE300/31361 (95.8%) . AFIEE270/31361 (86.3%), A BV A
~ 7 HE268/31141 (86.2%) IZF8 8 BTz, WT I ORETRILENS% L EORIERIZT

AT R &Y,

FHDOEBY THoT,
F6 WTINORECTRILEN 5% EORIER (CA209067 #45%)
S ; B (%)
ﬁ;i”jff = FATAE D L TR e prE—T
(Med];EIl{A/J ver.19.0) — 313 1 313 Bl 311 i
%= Grade Grade 3-4 GradeS 4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4  Grade 5
2RITER 300 (95.8) 183 (58.5) 0 270 (86.3) 65 (20.8) 0 268 (86.2) 86 (27.7) 1 (0.3)
PN 3 A R
FOIR e e e E 34 (10.9) 3 (1.0) 0 15 (4.8) 0 0 3 (1.0) 0 0
RO IR BEAR T E 51 (16.3) 1 (0.3) 0 32 (10.2) 0 0 14 (4.5) 0 0
FEERR 23 (7.3) 5 (1.6) 0 2 (0.6) 2 (0.6) 0 12 (3.9) 5 (1.6) 0
H I
JE R 28 (8.9) 1 (0.3) 0 18 (5.8) 0 0 28 (9.0) 2 (0.6) 0
PNTS 40 (12.8) 26 (8.3) 0 7 (22) 3 (1.0) 0 35 (11.3) 24 (1.7 0
(EE 12 (3.8) 0 0 19 (6.1) 0 0 17 (5.5) 0 0
T 142 (454) 30 (9.6) 0 67 (21.4) 9 (2.9) 0 105 (33.8) 18 (5.8) 0
PNz 19 (6.1) 0 0 13 (4.2) 0 0 7 (2.3) 0 0
GIT 88 (28.1) 7 (2.2) 0 41 (13.1) 0 0 51 (16.4) 2 (0.6) 0
M - 50 (16.0) 8 (2.6) 0 22 (7.0) 1 (0.3) 0 24 (7.7) 1 (0.3) 0
—f% - EEREER X O SEOREE
77 i 31 (9.9) 1 (0.3) 0 25 (8.0) 1 (0.3) 0 17 (5.5) 2 (0.6) 0
IR 22 (7.0) 0 0 12 (3.8) 0 0 10 (3.2) 0 0
T 118 (37.7) 13 (4.2) 0 111 (35.5) 3 (1.0) 0 89 (28.6) 3 (1.0) 0
FEEL 60 (19.2) 2 (0.6) 0 21 (6.7) 0 0 21 (6.8) 1 (0.3) 0
g AR AR A
ALT ¥4 59 (18.8) 27 (8.6) 0 12 (3.8) 3 (1.0) 0 12 (3.9) 5 (1.6) 0
77 —EBHn 23 (7.3) 9 (2.9) 0 17 (5.4) 5 (1.6) 0 15 (4.8) 4 (1.3) 0
AST 81 51 (16.3) 19 (6.1) 0 13 (4.2) 3 (1.0) 0 12 (3.9) 2 (0.6) 0



BiEx (%)

el FATAEY LTI A eV LT
(MedDRA/T ver. 19.0) 313 1 313 4 311 41
4= Grade Grade 3-4 Grade5 4 Grade Grade3-4 Grade5 4 Grade Grade 3-4  Grade 5

U X— B HE 43 (13.7) 34 (10.9) 0 24 (7.7) 12 (3.8) 0 18 (5.8) 12 (3.9) 0
RERD 19 (6.1) 0 0 10 (3.2) 0 0 4 (1.3) 1 (0.3) 0
Rtk L Ok E

AARIRGE 60 (19.2) 4 (1.3) 0 36 (11.5) 0 0 41 (13.2) 1 (0.3) 0
T H SRR KO ARk S

BAfR 42 (13.4) 1 (0.3) 0 29 (9.3) 1 (0.3) 0 21 (6.8) 0 0
5 A 17 (5.4) 1 (0.3) 0 15 (4.8) 1 (0.3) 0 9 (2.9) 0 0
TR

FEED 17 (5.4) 0 0 15 (4.8) 0 0 11 (3.5) 0 0
R L 14 (4.5) 0 0 18 (5.8) 0 0 9 (2.9) 0 0
SR 34 (10.9) 2 (0.6) 0 24 (7.7) 0 0 25 (8.0) 1 (0.3) 0
Mg, BOERS K OEhR i

AL 24 (7.7) 0 0 20 (6.4) 2 (0.6) 0 15 (4.8) 0 0
IR TR 36 (11.5) 3 (1.0) 0 20 (6.4) 1 (0.3) 0 12 (3.9) 0 0
fitiligi e 21 (6.7) 3 (1.0) 0 4 (1.3) 1 (0.3) 0 5 (1.6) 1 (0.3) 0
KR F KO FRERkREE S

2 & WA 15 (4.8) 0 0 17 (5.4) 0 0 11 (3.5) 0 0
& 5 FEAE 112 (35.8) 6 (1.9) 0 67 (21.4) 1 (0.3) 0 113 (36.3) 1 (0.3) 0
FIB 91 (29.1) 10 (3.2) 0 72 (23.0) 1 (0.3) 0 68 (21.9) 5 (1.6) 0
IS NITRZ YN A2 38 (12.1) 6 (1.9) 0 14 (4.5) 2 (0.6) 0 38 (12.2) 1 (0.3) 0
= (B 27 (8.6) 0 0 28 (8.9) 1 (0.3) 0 16 (5.1) 0 0

B, AH+HA Y L TR WD THRIEE86H] (27.5%) | ITHEREFREE 10241
(32.6%) . HURIRFEREREEZRTH] (27.8%) . Bi&RElE2161 (6.7%) . W MEMZEHE25
Bl (8.0%) . KAFZE « HEED FHI60H] (192%) . EEDOREEE2H] (6.7%) . FiE
RHEREREE 2761 (8.6%) . FIBHBEREREE 1401 (4.5%) . BER3BI (1.0%) | JKZk - B
22201 (0.6%) . infusionreaction 1351 (4.2%) . 5 & 5 FER3HBI (1.0%) | B K361 (1.0%) .
BRI BARIE/ < AT —5001 (16.0%) | AT 51461 (4.5%) K& OVFRIR AR 2848 E 2451 (0.6%)
MO BTz, Flo, VBERWE, BEIEFEAE, O R & OV s MRS S5 5T
IR D IR DN o To, RFIBEIT IV TR E 66151 (21.1%) | ATHERERRE2441 (7.7%) |
FR IR REFE F4761 (15.0%) | EHERERE3F (1.0%) | MEMEMEESH (1.6%) |
KIGI% - BEEED FHFI1661 (5.1%) | BEE O R i FEEF] (2.6%) . T IEAHEREREZ 341 (1.0%) |
BB R E 3B (1.0%) . 28341 (1.0%) . infusionreaction 14f1 (4.5%) . 5 & 9
K261 (0.6%) . BERUHEMFIE/ X A/ 3F—28%1 (8.9%) . FF&261 (0.6%) K OEFARIL
FRFEARIELH] (0.3%) RO O, £io, VRIBERWE, EAEMEE, MK - Bk,
O AR e OV PR i M PESRBE 1 3GR 8 B AL 0o 7o, REIMEFZE BRI X
BliEES (RMAMEET 25T 2308 RE =T,

RIREIERAN e 7 B RAJEEE 250 RICAA+ A © U b~ TG ARG Uit s
I #H5ABR (CA209004 #kER) D =7k — b 8 IR\ T, (LFRIERIGHRBE 28 ] & (L2
ERER A 13 6 & O T, ZaMtIcUfE 2RI oo ol
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DIE BRI [F AR (ONO-4538-21/CA2092387-54%)

BEFGIIAKIREA38/4526 (96.9%) . A U L~ 7 7E446/453%1 (98.5%) 12788 5
AU, IRBREE & ORRBRMAEE TE WA FFGRIIAHINE85/452141 (85.2%) . A &'
L T 43445361 (95.8%) IZFBD HILTZ, WM ORETRILEN %L EOREIWERIX
TEROEBY THHoT,

FT WTNLOFETRIAENS%L LOFIER (ONO-4538-21/CA209238354)

BiEx (%)

[si= P | /\%—r-
Rl AHIE TCI LT
(MedDRA/J ver.20.0) 452 ) 453 1

4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
AEIER 385 (85.2) 65 (144) 0 434 (95.8) 208 (45.9) 0
i A R 8 L ONRE B LR P
B 57 (12.6) 1 (02 0 49 (10.8) 2 (04 O
5 PR 35 ( 7.7 1 (02 0 19 ( 42) 1 (02 O
H b
T 110 (24.3) 7 (15 0 208 (45.9) 43 (95 0
RN 68 (15.0) 1 (02 0 91 (20.1) 0 0
&5 29 ( 64) 0 0 46 (10.2) 1 (02 O
Mg 12 ( 27 1 (02 0 4 (97 2 (04 O
(mEL R 24 ( 53) 0 0 14 ( 3.1 0 0
N DS 9 ( 20 3 (07 0 45 ( 9.9 3 (75 0
— i RHFEERBLOE GO REE
1 7 5E 57 (12.6) 1 ( 02 0 53 (11.7) 4 (09 O
957 156 (34.5) 2 ( 04) 0 149 (329) 4 (09 O
TEEN 7 ( 15) 0 0 54 (11.9) 2 (04 O
FRIR IR AR
VoR—-BHIN 30 ( 6.6) 19 ( 42) 0 26 ( 57 16 (35 0
ALT #4810 28 ( 62) 5 (LD 0 66 (14.6) 26 ( 57) 0
AST #4/n 25 (55 2 (04 O 60 (13.2) 19 (42 O
TIZ7— B 25 ( 55) 9 ( 20) 0 14 ( 3.1 5 (L) 0
KRB LONAEREE
BARIEGR 18 ( 4.0 0 0 39 ( 8.6) 1 (02 0
PR R IR E
GV 44 ( 9.7) 1 (02 0 79 (17.4) 7 (15 0
G R LU FHLfkREE
BER IR 5 24 ( 53) 0 0 50 (11.0) 9 (20 0
EOPEIE 105 (23.2) 0 0 152 (33.6) 5 (L) 0
% 90 (19.9) 5 (LD 0 133 (29.4) 14 ( 31) 0
R g, Ehds KOMERRIE =
EF-% R 15 ( 33) 2 (04 0 24 ( 53) 0 0
W Wk
R BB AR IR T AE 49 (10.8) 1 (02 0 31 ( 6.8) 2 (04 O
FOPR IR A RE TTHESE 36 ( 8.0 1 ( 02 0 18 ( 4.0) 1 (02 0
IEELTS 7 ( 1.5 2 (04 O 48 (10.6) 1 (24 0

k. ARFIBICB W CREMEMZER 11 6] (2.4%) | BERHRMRAE/ X 435 —48 f
(10.6%) . NTRERERET 40 51 (8.8%) . FURMRBEREFETE 91 51 (20.1%) . FRELFET 83
Bl (18.4%) . BHHEREE 6 B (1.3%) . RIEHRERT 6 6 (1.3%) . NEAEHKERET
8 4 (1.8%) . infusion reactionll il (2.4%) . KRG « EHED FH# 21 # (4.6%) . H
FED Rz R S F (1.1%) . 1 BBEIRS 161 (0.2%) | B 361 (0.7%) . 5 & 9 IER
26 (04%) . AFK 3 61 (0.7%) BNRD BTz, Tz, FIEFGEIE, LR, FHk.
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o M L/ ISR D PESRBE . AR - Bl AR MAR FERRE M OMBALMERRAE 2013580 &
Nnipinoie, RREWEHIZESURILIIBEIE SR (RARAERT 2 E5t) 2o Bt
Y,

1) Robert C.cetal. : N.Engl.J.Med., 372 : 320, 2015 (CA209066:85%)
2) WeberJ.S. etal. : Lancet Oncol., 16 : 375, 2015 (CA209037 :&5R%)
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[k - HE]

AEIORHER Y EIEE T V2RI L2 I 2 b—3a 2k, KAl 3mgkg i
240 mg % 2 B TG L 7ZBROAK O Mg PR E G S vz, £ ORER, AH
240 mg %5 LB EIL. AK 3 mgkg 25 L BROBRGEE & ik LRl
Rt ETRISRZb00, AANBE B CEAMENHGE STV Ak A& (0
mg/kg & 2 EMMERCTHRE) TARAIZ#E L BOgE R L i U2 R & T3
Shie (TR, M T, BEOFENEIZIB T 27 —ZIZHSE | AH 3 mgkg X% 240 mg
Z 2 TR TR L7z BROARFI OB & & G0 T2 e & ORE A a2 18
BRSET AIPER S, YEBEIZOWTRFDMTh R, Eito Mk - AED
W CAHZE R WE PRI 2RI e E PRIS N, £, EBERaEEE ICBT
HT —HITHADE | KA1 mgkg XX 80mg &1 BV A~ 7 3mgkg & 3 MR T
5 UT2BEOARKN OMEE & & 24t & OS2 M3 2 BB LUSE T L S L, M
BIEZ OWTIREI DM T iR, Eito Ak - HEROM CLRAaMIC 2 ZRIT e
ETRIE T,

%8 KHIOIEMRE T A—4

M B Crmax Chind14 Cavedi4 Cmax,ss Chin,ss Cavgss
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL) (ng/mL)
3 meke Q2W (352 7608) <10-;?§4-5) (17-21‘,"333.9) (75.}){3171) (27.612,'107) (42.717,.?27)
240 me Q2W 61.712,?03) <15-22?'354-6) (25-31‘}'4:7.8) (10;,5254) (41?57,'51;58) (62.11(,)9187)
10 mgkg Q2W (14;,9;19) (51.6; '739.2) (79.9(?,'51;14) (33?,9232) (18421,1 ;13) (23$,7§86)

OB (5%47, 95%50) . Q2W @ 238 ] [EIME. Crmax @ #5192 O fc i@ MG F IR . Cminaia : PRI 51414
A BB D RARMIE P, Capns : MIEHEG%140 B TOVHMIETEE . Cras : EFIRIEICE
VB eI R EE . Crmings @ EFOIRREIZI 1T B EARIIE FIRIE . Cavess : EFIRREIZI T 2 ¥ Mg
R
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4. figklz>W\TC

IR UG 72 M R AE BT ICHER T 256101, EKEEEE L CHEARBGERE (26
PE) DL TVDE Z Enb, élmuﬂﬁ??@@ ’%ﬁmf%éﬁm X ChHUNENDD, £
O BT, EHELY R 7 ERGHE (RMP) ([ZHDE | RH O EHE M ZEMEESIE B~ i ) K
Hll23d B fiigk T o T, AR OE G EHE) 72 BF Z2W - F5E L, AR O EIC X HER
BIER 2R LBICH T 2 2 A0, ULFOO~@D T T &ili7=d hiakic
BOWTHERT22RRETH D,

O Mgz >WT

O-1 TiEED (1) ~ (5) ODWTHNITEYT DR THDH Z L,

(1) EAGBRENSFEET 205 A2 B EERLIRBTSE (BRE T IS A2 L SR B
IS AL EE B RUR e, M AV RBE 7R &) (SFIoLA 7 A 1 HIRRARL : 436
Ji5%)

(2) FrEtgrEmbt CER 31454 H 1 HEES @ 86 fitiak)

(3) FEAFIRENFFEE T D 08 A BT (DS U2 REEEIE EIRPbL. 25 A iais
W I19PBE. D3 ARSI EEHEE R 72 &)

(4) ARACFIIEE 2R E L. 57*5!%13%7%?/273117%1Xi%ﬂ%4b%ﬁ?—{£m%2®ﬁm X L
(AR DI 21T > T Dfiag (AL 30 427 A 1 AR - 2516 fiak

Q) #ﬁﬁﬁirﬁlﬂﬁﬁfim%@ﬁm HHMEIAR D M AT > TV D fitiax (R 30 4 7
A1 BEER 1297 Hgk

O-2  EERAEOACFERRIE K ORIERIFEBLRG OIS 443 72 0k & R 2 Ff O EEf
(FROWTINITIEE T DER) 23, YEZEBOAFICET IGROBMEE L LT

BESNTNDZ &,

*

o [EEMFFESE 2 FOUIMIMHEZE T L7212 5 FELL LD D AT DB IRIHE 2
{ToTCWAHZ &, 95, 28D R, BAREMIRIEAS I & LIZBRRIEREFONHE %
IToTCWVWHZ L,

o [EARFFESE 2 FEOMMINME ZE T L72RIC 5 FLL Lo B IR 2R O
IR Z AT LTV DH Z &,

@ BRNOEFESEHRE BOKHNZ DN T

PR E A BT 2 L N E S, BRSO OFmE D, Ao - &%
YRR TR MO S B ONERE KT 2 Mgt AEFLNRE LG EoRE
EH, ERHEONIATONDIEHIRESTNWDE Z &,
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@ BHWEH ORI DN T
@-1 EIEHFEBURE O xHIARENZ B3 2 2

VR MR R D BB 7R BIE R 3 3842 LT2BRIC. 24 BEREISIRIAHIO T, Mi%hiak X
IR AR 23 T FEBL L2 BIPERNICIS U CABE B KON CT ZOFIVER ORI 4
FAREOR RN Y A I L, BEHICRHG TR AR 23> TN D Z &y

-2 EFEMEEFICL DA EFRISITET 2 21

AR 2 M2 G L OB e 2 AT H EREFEEDEER =4V > 7/
HEOIERD ATV —=0 T fTWEIRE LE R LA TE 5 F — AERES
SN TWBZ L, B, BEEHICHOWT, DAERE L ZTOFRICHSICEmEnT
WnHZ &,

@-3 BEHOZWr=oxH B LT

RIVER (FRVE MR BTN 2 | EAEMEEDAE, O K. Mk, B RARE . RIBXK.
NS, EEED TR, 1 AUBEIRIE. IFAA, ITHRelRE . Tk, s LMERRE . FRRIR
BRREMEE . FEAEREREE . MRREE, BEE (B - REEREMEE R G,
R P, g, HRE oD R R IEE | FRIRIMARZERRIE, infusion reaction, HEfE 70 Mk & H |
MEREASEMERE, RikZ, BER. WEORERIS, Wi REE, OlEEE (DA - 4R
IR - O MEEIAMGHES) . IS, BEALE) 1Tk LT MRk S B E AR O
ML AT D ER & U (BEHOZK-OXHSICE L CTHRER SR 22T 6 b
FHEZHDZ L), EHITHUIRLENTE DIEHNESTNDZ &,

=
Y
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5.

BhGXRR LD EBAE

(2B %5 4 1H]

@

@

TREDBEHEIZBOTARADOFMER R EN TN D,

o ALFIRIERTGR K OBLER OARIGEIRANRE 72 TUHT/ IV ] SO L8 o v R iE
B

o SERUIRFZOIb/c M/ IVH 0 oM BAEERF BT DI R L

723, BRAFEE AR 26T 5 BEIZHE W TL, BRAFBAFEANC X 210K LB ET

HZk,

AKHF+A Y b~ T EREIICFRIERIDIEORIGUISR AN e 7 M R A S 2 55
& LAV E IARRER (CA209067388R) 1B W T, MR E S A v ) A~THKE
IZxt L CAMEDRRRES TV D, 7272 L, AREI+A B A~ TG & ARA
Gzl U7 BRI e BV T, PD-LIEBRMIC LIV A Y A~vT D L3
WNRP B DD RIRENDERPI GO TND (Tp2R) . 207D, Rk
UIBR AR e R AEEE 2B N T, AFlE A B Y A~ T L OPFREL- O E %)
Wrd 23545, PD-LIEEE 2RI 52 ENEE LV, PD-LIBEEN1%LL ETH
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