eI i HHEE T A R A >
=R~ T GG T Z)

(BR7e44 « &7V — A RiEE 20 mg, 47— ARGl FHE 100 mg, F 7Y —
AN A ERE 240 mg)

~ A R~

Yk 2 942 A (mFioeiE 6 H G
JEAETTEA
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A o e

X LI
AHNOFFE, AERET
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1. Ui
=35 DA « L RMEORER DT OIZIEL, IR SCEEIZEE S W2 Ee R D
5D, 5T, IWEORAHMNTOEAC LV | JUREIKSL 22 & OFE 07228 RVE %
FFEIRMPARINDH T, TN O DOEHKNZ EICLEREE IR 5 2 L 3BRED
P L 72 o TR Y RRIEMBOE S & B O FEARTTE 2016 Gk 28 42 6 H 2 H R E)
IZBWTH, EHERLEOHE A ORBELHEEZXS Z L LS TWn5,

HRE R P T, SR E RSO ST 0 7 7 A VDB RO EI S & B S T
RHZENRDD, T, HIWELROLZEMICET A HEHMN+0ERET 5 £ TOR,
UHERLOBEZEZIT D ERMRINIBEICR L CEMAT D L &b, BIE
FDRFEB U= BRIC B ekt in g & 5 2 & AIRE /e — 8 O BF & i 72 37 A% B < A
THIENEETHD,

L7eRoT, KAA RTA 2 TlE, BB I E TIE LN TV DRI -
B R S % | LT OERS O e 2 HEET 2800 b B2 ik & %
FROEEFRHE R~T,

I ARITA NI A %, MSIATEBOE NESE SRR S, AfE AR AR
BRR I s . — M E N B ARERIRNEL 2 R VA E N B AR GF P2 O W )
Db EAERL LT,

RS L IR BEIRSG A TR R ERE 20mg, A7 Y — R AL 100mg, A
— R EREE 240 mg (— R4 =R~ T (B Z))

RELEBRDPEIHR « LR AN

HELRAMEROHE @, RAICIE=RA <7 GG z) & LT, 118 240mg
% 2 MM CREEET 5, 272 L, BERAEICE T 1k
MBFE DAL, BEWRIZ 12 W AMETET 2,
VBB AR R EME R A L TA B Y A7 (GEEFH#
z) EPFHT 251, BE ., AT =3RL~7 (B FHf
Z) & LT, 1880mg % 3 FMMEIET 4 MIAHEFEST 5, €D
%, =AN~7 (BaFHHz) & LT, 118240 mg % 2 JH[H
b C RS 2,

Bk I B ¥ NI, T RIS AE

(2%)

T A NE ISR 5 v — R A SRR S0mg (— %4 A B A~ T GBI Z))

DIIRESUTN R, HIER O &

e X% 2h R RIE U R R M R AR

ME K A &:@E, RAZIFAE) A~7 (B z) & LTI 3 mgke
(RHE) % 3 AR T 4 BT T 2, 7236, MofrErkEg
FEOFHT 2581, =R~ 7 Gl z) 0T 52 &,




2. KRHIOFHE, 1ERET

7 — AR S ERE 20 mg., R ERE 100 mg K VRS 240 mg (— k4 - =
R~ GBETEBRZ) . IR, TRA Evvo.) x, NEFERE TERAASE 2 &
Ly 7 24t BT VAR -~ ¥ —2 2747 (BMS) #) 2B% L7t ~ PD-1
(Programmed cell death-1) (ZX%3 5 MlIgG4 £/ 7 m—F AHATH D,

PD-1 1%, ¥&MAL L72 Y > 38k (T flE, BMREK T F 27 0% 7 —T /M) LOVE

BRI R BT 5 CD28 7 7 X U — (T AR OIGMAL 2 # B 1E & BUSHIEE3 2 5>
T ICERT 2B AR TH D, PD-1 IFHURIRRAIIIZIEEL T % PD-1 U K (PD-LI
JOVPD-L2) &AL, U w2 SERICHIHINE S 7T 2 AniE LT U w2 EROIGHEAIR e &
BITHET LT\, PD-1 U4 FIFHURSR MBI b b Ok 2 22 SRR 2 585
LTk, EMERAMHEE )L UBR LG IT 5 PD-L1 OIEHL L itk DT
WM & ORNCEOFBEREZRN S 5 Z L nviis S Tuvv%  (Cancer 2010; 116: 1757-66),
F 7o R R AR TR T MRS EEAT DA v X —7 = a B~ (IFN=y)
IZL 5T PD-L1 ORENFHE I, 58 LI BRI T 5 PD-L1 ORI L% O
AR & ORI EDOFEARRS H 5 & DS & % (Sci Transl Med 2012; 28: 127-37)
S 512, PD-L1 ZFIFEEL S H 728 AT, HURKERAY CD8 Bk T i oo i e 555
TR 2P S ¥ 528, PLPD-L1 AT PD-1 & PD-L1 & OfEAZET S L2 oOMla
EEEENRRIET 5 Z ENRENTWD, D Z LMD PD-1/PD-1 U 2 REREIX, 7
AR TR R RAY 7 T AR D OBEE X BT 28 FD—2 & L TEZ LT
Do

ARFNE, SR OFE R 6 PD-1 Ol (PD-1 U 7 FREAHEIE) ITHA L.
PD-1 & PD-1 U A Y REDEEZEET D LICLY, BAFURRFRNZ T Midois
PEAL R O AR 63 2 ARG ETEE 2 B95R 3 % = & TRkt 2R Uil 2h B 2R+
ZEDNHER STV D,

ARAN DRI 25 < MBI DS SISIC & B BIERS 2 3 & b, B XUTET IS
5 RN D B, ARIOR G PR O EHICIE, BHEOBRRE HITT0, RENR
0 5 RS, TR L TR U 72 R0 72 Ak & BB A RO R AT & 5t LTl
OIZREERIB I A AT\ B ORIERISIC & % BIEA A EEDN 5 BT IE, BB E AL
E LHIONE G EDOBYRILE 1T 5 BEN b B,



3. HRIRHGRR
FEVE B A D AGRIRF Z R 24T o 7o R ERIRERER D R 2 777,

(B 2]
OEMNE TFER (ONO-4538-02 k)

ZHNRYy (LR, IDTIC) £ 9 ,) I K L FRIER A AT D RIGUIBRAGE /2 I
H/IVHA SO I3 o B B il 28 (ECOG Performance Status 0 2 O8N 1) 35 f1l & %F 5212,
AF 2 mg/kg % 3 B ERHIFRE CRBEEE L, FEIEE TH 2R3 (RECIST 7 A

R4 11 BUZES S P RHEIZE D CR XX PR) 13 22.9% (90%(EHEIXM : 13.4~
36.2%) Th-oi, 7B, FANIHE LIZFMEIX 125% Th - 72,

OQEMNF MFER (ONO-4538-08 #lR)

b FVERVBIE O RIGUIBR AR RE 72 LA/ IV ) SCI3 FR 38 o B R A E B (ECOG
Performance Status 0 &% O 1) 24 5l 2 %t 5212 AH 3 mg/kg 2 2 3 [# @ C AR iR Lz,
FEFHMIHE Th 5 28%8h% (RECIST 74 K74 2 1.1 BIZES S FIEEIC L D CR
X PR) 1% 29.2% (90%[EHEIXM : 16.7~45.9%) TH o7z, 728, FHANIERE L7
EIX 6.0%TH -7,

@UEA B AHFAER (CA209066 #5xR)

v-raf ~ 7 ZREY )V ARG ES TR Z Bl (LLF, [BRAF) 2\ 95,) V600
BB O I MEEERIERIBR ORIRYUIBRARE 72 AT/ IV ST s o B B E R

(ECOG Performance Status 0 2 T° 1) 418 fil (AAI#E 210 i, DTIC #f 208 i) A %5212,
DTIC & %fH & U TAAI 3 mg/kg % 2 WM TRl et Lz & & OFIMER O 20
et L7c, FEFHMEEE Th 2 2AEFMME (LT, ToS) &vwH,) (HRE [95%(F
FEXR]) ORISR IX, AKIEEIX NE® [NE~NE] % H., DTIC #C 10.84 [9.33~
12.09] #HTH Y, AHNL DTIC IZxf LIFHFIINCABERIER 2R LIz (N — R
0.42 [99.79%fZHEIX ] : 0.25~0.73], p<0.0001 [J&Z5 log-rank K], 2014 4F 6 H 24 H
TR By A7),

*: HEEARRE (LT, [kR)



—A— AHIB
e FRHIINT B

0.3 0.
0.2 0o
0.1
0.0 . . . — S
0 3 6 9 12 15 18
at risk3 EERR (B)
AHE 210 185 150 105 45 8 0
HAhIVIST B 208 177 123 82 22 3 0

1 OS ® Kaplan-Meier i (CA209066 X57)

@R E RS (CA209037 7ER) 2

AV AT (B z) (BUF, MY AT W) ,) Xik BRAF [HEH
ZE T LR RIEIRE 2 A T 2 MBI UI R RE 2 L/ IV 1 SO 7356 o B L i FR

(ECOG Performance Status 0 2 T8 1) 405 5] (ARHFIEE 272 6, {79 iE (DTIC XX v
RTTZF ey ) 2w D) B 133 61) 25500, (LB ERE L TR
#l 3 mg/kg % 2 WFIFIME CAEMEE L & S OFMER Vet Ma Uiz, EEFH
HHETHDHEBE (RECIST A K74 > 1.1 fUICEES < HfEic X5 CR XX PR)
[ZDWTAREID G ST RO 120 5 & fEHTRIGAER] & U CHRRAET 217 - 72/ 5.
AHIEET 31.7% (95%IEHHIXH : 23.5~40.8%, 201443 H 10 HTF—X I~ A7) T
Hotz, 2B, FRNCEROBIEIZRE L T\ hotz, b9 — OO TEEMEE T
5 0S (HFRAE [95%FHEXE]) 12O TI2 HIDA X2 b BE1D) I T H IR
AT S ToAE R, ARFIFET 1547 [12.39~NE] 7 H | (L IERET 13.67 [11.50~NE] 7
ATHY . AENICHRIEICK LRGP BERIER 2 RS ol (NF— Rk
0.93 [95%[5HEIX[H : 0.68~1.26], p=0.6299 [J=5!] log-rank i E], 2014 411 H 12 BT
— X1y hAET),

OENE TFHRER (ONO-4538-17 #ER)

{EEEFRIEARIBIR O RIGUIBR A RE 72 I/ IV I U3 R3¢ o BB B A fE A (ECOG
Performance Status 0 2 TN 1) 30 il & xtGc, AFlE A U A~T20FH (BLF, [TAH
TAEYVAYT) EnD,) BE LTz, EEEHlREE TH LRH (RECIST A K7



A 2 11 RRIZEE DS < Py EIZ KA CR XUE PR) 13 33.3% (95% 12 #EH X [H : 17.3~52.8%)

Thote, 72¥, FANCHRE LIZFHEEIX 23.8% Th o7,
* . RAH 1mgkg (KE) L4 U A~7 3mgkg (KE) Z[FE A2 3 BT 4 BT L%,
AH| 3 mg/kg (IRE) % 2 IR CARHE Lz, OFRFZSEIZE X, A2 HuicfksS L,
A Y A= TR OFEGET 5 30 2Ll EOREE BV TR 2 Bth Lz,

®psFEIAHEER (CA209067 #ER)

(b PRIERIG PR OARIGYIBR A RE 72 A/ IVE] 0 B pE B A il 228 (ECOG Performance
Status 0 &2 TN 1) 945 5] (RAI+A &V L~ 7 "8 314 B, AFIBE3166], A Y AT
BE31S ) 2 RIC, A Y AT HEEEZRRE UTAR+ A U A~ 78 KOKRA
B G- OEIWER V22 A G LTz, EEFHMIEE Th 5 OS (W 9ufE [95% 5 1 X [H])
DEAEIEHTHERNT . AF+A BV A~ THETNE [NE~NE] 7 H, AAI#E T NE [29.08
~NE] #H. A BV LA~T7HET19.98 [17.08~24.61] B A THY, AAI+A Y L~
B 5 R OAAFI G134 BV b~ T I URFHROICH B R ER 2 Lz (R4
v AT N — R 0.55 [98%E#H XM : 0.42~0.72]. p<0.0001 [&}! log-rank
RE], ARFEG  ~P— R 0.63 [98% (5 HEX 1] : 0.48~0.81], p<0.0001 [JE ! log-rank

ME], 20065E8 H1 BT —% v +47),
1.0 5

09
0.8
0.7
06
0.5
041 e FM+AELYLTTH b

031 A &ME e
02{ -© f1EVLITR

FtRtHF

0.1 * ARUO : {T891Y
0.0

T T T ™ v —r

0 3 6 9 12 15 18 21 24 27 30 33 36 39
at risk E£FMHM (A)

FR+AEYLTTH 314 2092 265 247 226 221 209 200 198 192 170 49
AFME 316 292 265 244 230 213 201 191 181 175 157 55
A1EYLTTH 315 285 254 228 205 182 164 149 136 129 104 34

2 0S @ Kaplan-Meier #if% (CA209067 7X5%)

*: KA I mgkg (FE) & A B Y A~7 3mgkg ((KE) #[F HIC 3 @EMMET 4 BAREENE L2,
AFH) 3 mgkg (AE) % 2 BB CRBEHELEZ, PERABRSEHCBS O T, AFIZ RIS
L. A8V LA=TI3ARFOFRGHKET 5 30 5Ll EORIRE BV T 5 2B Lz,

72k RIBUIBR AR RE AR R AE AR A R RICAK+ A BV A~ T IOV TRE
U7-¥EANEE T AHRER (CA209004 3RER) O adk— b 81281 AE%)ZE (modified WHO &
#EIZFS< CR XUE PR) 1%, (bLFHRIERTRIRAES T 46.4% (13/28 i, 95%(E5HEX[H :



27.5~66.1%) . {LFHREREIG RS T 38.5% (5/13 f3i], 95%[Z#EX W : 13.9~68.4%) T
»HoT,

(PD-L1 FEBLIRBLA DA 2 Mo OV 4 4%)

WM MAHRRER (CA20906778k) (THHAAN D2 BEOT — X TS | EEHH
IZHBWTPD-L1 &2 3B L - S AIass o 2515 (LLF, TPD-LIRELER] wvvo,) 3l
ZERRANIRIT AT o Tm A WER O LR DOFRERIZLL T D LBV Th o7z,

BMEIZBA LT, PD-LIZEBIEN 1% AN (PD-L1<1%) OMBEEM &b L T1%Ll E
(PD-L1=1%) D BEFHEMTA U b~ 7 O _EREZNEMEMER SRR S 7= (F),
B, AH+A Y A THORENET 1 T 7 A VIFPD-L1 <1%D B4 £ PD-L1=
1% D BEEM TR TH - 72,

POLIRRF1%RA POLISESA1%LLE
' 1 0
0 ] g » -
\l\ -‘\.\‘\
08| N 09 LS
o8l -'\:'g. o8 3 ‘,‘_\\\\
NN 2 o e
orl \\' T Y ) o ‘ ~._\__ —r=ra X
06| Eea, 78 N oo e et 06 ——
. R & Teas
£ osl S o SR s 3
* 04| R = & 04 o
X EMEAEILTIN L X EM+IENLTTR 5
03l A xmm ——— O3 A xw -
02 @ AE2LION 02| & A¥ILTIM
01 *LARUO WY a1 . ORUO HTOY
o0\ J R S T T I
0 3 L ° 12 15 W 21 4 27 W ¥V » ¥ 0 3 L) o 12 15 W8 21 M 7 W RN B N
MR EHmm A atriski THEmm A
EMIAENLTIM 23 N3 12 91 &2 82 T 4 4 T2 68 16 4 0 FMHALVLITIN 156 146 132 127 118 192 105 w2 101 90 &5 27 3 0
EMB N7 03 8 6 T3 05 62 % 5 B 5 w6 2 0 MW 17t 165 158 148 139 131 122 N7 112 1090 98 36 1 0
AERARIR 1) 9 B T T 61 8 S0 &4 49 2 w 0 AEVLI7W 164 155 138 126 115 102 80 B3 77 T4 64 2 2 0

3 CA209067 5D PD-L1 FHLHR]TD OS @ Kaplan-Meier B}
(Z£K : PD-L1<1%DEEER, AKX : PD-L1=1%0 BHEEM)



DE B FEFE AR (ONO-4538-21/CA2092385-5%)
eI O Mb/c #1/ IV o E: B A ERE 906 5] (AANEE 28 flZ&Te, AHIRE
4530, A&V L~T (B THHRZ) BE4S3H]) ZRRIC, A ) A~TERRE LT
AF 3mg/kg % 2 RN CRMETE Lz & & OFIMER O Z2 G Uiz, T8
HH T 2 MARAFHIM (Bl [95%EHEXH] ) OH RIS RIL. AKIBET NE
[NE~NE] # A, £ U A~TREETNE [16.56~NE] A THY ., AFNIA Y L~vT
W2k USRS B IE R 2R LTz (O — REE 0.65 [97.56% 5 #E XM : 0.51~0.83] |
p<0.0001 [J&5! log-rank #7E]. 201746 H 12 7 —2 A1 > b A7)
*: AJCC (American Joint Committee on Cancer) JSEEA¥E (55 7 ki) 123 < Flh,

1.0 -
09 \ Ao - AR

_ —6— - AEYLITH

0.8 \(-.___\-N---\
0.7 \ S A
. T m———

0.6 _‘\\\ _
0.5 e ————

0.4

i Rt H e I8 38

0.3

0.2

0.1

0.0

T T T T T T T T T T

0 3 6 9 12 15 18 21 24 27

at risk ¥ EERELEFHM(A)
AHE|B 453 399 353 332 311 291 249 VA 5 0
AEVYVLITE 453 364 314 269 252 225 184 56 2 0

4 MEFREF IR O Kaplan-Meier HifE (ONO-4538-21/CA209238 #57)



[Z41]
OEMNF TFER (ONO-4538-02 #R)
BAEFRITAHE (100%) (2RO BV, KH L OREERNPEETERVAEFRIT
30/35 B (85.7%) IZ#B®H LTz, HHEN 5% EORIERIZFROLEBY THhoTz,
# 1 FBLED 5% EOFEIEH (ONO-4538-02 #5R)

B il N Yol BE (%)
FEARGE 35
(MedDRA/J ver.16.0) 4 Grade Grade 3 L I-
A2EIER 30 (85.7) 9 (25.7)
P WhREE
FOR AR REAR T E 5 (14.3) 0
H IS
T 4 (11.4) 1 (2.9)
L 2 (57) 1 (2.9)
AN 2 (5.7) 0
—% - REREER X O SRR AR
I 97 5 (14.3) 0
B 2 (5.7) 0
HEEN 3 (8.6) 0
JHENEE R P
JH R 2 (5.7) 2 (5.7)
g R AR AT
ALT #3n 4 (11.4) 1 (29)
AST #4n 5 (14.3) 2 (5.7)
A7 /7 3 R 2 (5.7) 0
1 CK #8n 5 (14.3) 3 (8.6)
MLz L7 F = 2 (5.7) 0
P =7 R o N 2 (5.7) 0
1 LDH #40 5 (14.3) 1 (2.9)
1 TSH Jek/ 3 (8.6) 0
1 TSH #900 7 (20.0) 0
CRP #4/n 5 (14.3) 1 (2.9)
I BB EREE N 4 (11.4) 0
v-GTP #/1 4 (11.4) 4 (11.4)
PR R o bR 2 (5.7) 0
~NEZ BV 3 (8.6) 1 (29
U SERER D 5 (14.3) 1 (2.9)
I BRSO 2 (5.7) 1 (2.9)
Fe & fufn (X T 2 (5.7) 0
M IR 2 (57) 1 (2.9)
7R ifn ERER ) 2 (57) 1 (2.9)
i BREs 6 (17.1) 0
WA T3 B0 2 (5.7) 0
WEEE T3 I 8 (22.9) 0
Wit T4 W 6 (17.1) 0
WEBE T4 B8N 2 (5.7) 0
U~ F R 3 (8.6) 0
1A ALP 50 5 (14.3) 1 (2.9)
LR RIS 3 (8.6) 0
e~ — 2 —88hn 2 (5.7) 0
RN GNEpI| 2 (5.7) 0
=T B T aTA N 4 (11.4) 0
A CK e 2 (5.7) 0
E kSRR & O ARk
IR 2 (5.7) 0
PR SRR
W P 2 (57) 0
K= 2 — X F— 2 (5.7) 0
FeRE ¥ J O PR RRREE



BRI Bi% (%)

HATE 35 43
(MedDRA/J ver.16.0) 4 Grade Grade 3 UL b
EEH 6 (17.1) 0
& D PEIE 11 (31.4) 0
B2 2 (5.7) 0
RN SING A 2 (5.7) 0
HE IR & 2% 2 (57) 0
B g R 4 (11.4) 0

¥, MVEMEMZE 16 (2.9%) . K%K - HEO THR 1H] (2.9%) | #fkkESE 4 41
(11.4%) . JTHgnebas 5 61 (14.3%) . BEEREREE 2 61 (5.7%) . HARIRBEREREE 8 4
(22.9%) . RIEEEE 161 (2.9%) . EEOKEEE 146 (2.9%) KOSE 5K 1 H)
(2.9%) RO BN, Fio, FEAHEHERE ., infusion reaction, 1 BUHEIRIF, FEK.
HAEAEEE, MM - BEIRIE, O, Ak, IR, BERUREARE/ X A TF— KU
PN /RSP SRBEIR 133880 B LR o 72, AREIERRBURILIZBI#H ESR (AR
EREEET) 2 E0HEIERERT,

OQEMNF MTFER (ONO-4538-08 #lR)

BEFRGIL 2224 B (91.7%) IZRBDO LIV, KH & ODRREBEBNREE TERWVEESR
03 1824 1] (75.0%) (2338 Tz, FHRD 5% LORWEIETRD LB TH-
77

# 2 FBLED 5% EOFEIEH (ONO-4538-08 #5h)

FRE RIS B (%)

JhAE 24 {51

(MedDRA/J ver.18.0) 4> Grade Grade 3 UL 1

RITEH 18 (75.0) 2 (83)
oy ik

RO IR RE AR T 6 (25.0) 0
El

ML 2 (8.3) 0
— % - BEEEER X OGS OIREE

li=9R3 4 (16.7) 0
AR AR A

IR EJD 2 (8.3) 0
Rt KOS REE

AARIRGE 2 (8.3) 0
M. MEREs K OvRREE

P8 7 i 2 (8.3) 0
R 3 KO kAR

H B 5 (20.8) 0

O FEIE 5 (20.8) 0

RN NI 2 (8.3) 0

¥, KMgk - EEED TH 2 Bl (83%) . IFHERERE 1 i (4.2%) . THE(RHERERE
16 (4.2%) K ONWFDIRAREEREREE 7 ] (29.2%) RO HITZ, F7-. MIEMMIEHE,
PRRRIESE (67 v« N U—EEEES) | BRREEE URME I EMER RS | RIEEE,
infusion reaction, 1 BUHEIRIS, FEEEDRERRE (FERRARIEWERE, ZIEALEE, FE K6

10



B R, BEIERBEE, AR - SR, SE I IRR. LR, MR, ITR. B
FRRMRIE / < AT — R O e ML /RIS PESE B 13580 B e s o 7o, ARIVEM 3
SURTLIIBE R (RRMRAER T 2 Et) 2B L=,

@UEH B AHFRER (CA209066 #5xR)

B EFLIIAFIRE 192/206 6] (93.2%) . DTIC £ 194/205 5] (94.6%) (2380 S, 1R
Bk & DRI R BIR G E T & 22V HFRITAAKIRE 153/206 61 (74.3%) . DTIC #f 155/205
Bl (75.6%) IZFBD BTz, WT N ORECTHRBLEN 5% EORWEMIZ TEDO LBY T
HoT,

~~ o~

F3 WITNDORETIHILED 5%LL FORIER (CA209066 757)

i — ¥ (%)
T AR DTIC
(M;gDRA/J ver.17.0) 206 1 205 1
o 4= Grade Grade 3 UL |- 4= Grade Grade 3 UL E
EIER 153 (74.3) 24 (11.7) 155 (75.6) 36 (17.6)
MR LY o RpEE
I FRERIE 0 0 23 (11.2) 9 (4.4)
1 NI iE 0 0 21 (10.2) 10 (4.9)
Bl
(s 22 (10.7) 0 25 (12.2) 0
T 33 (16.0) 2 (1.0) 32 (15.6) 1 (0.5)
BTN 34 (16.5) 0 85 (41.5) 0
Mg L= 13 (6.3) 1 (0.5 43 (21.0) 1 (0.5)
—i% - BEEEER X O SEA OREE
HESIE 21 (10.2) 0 25 (12.2) 1 (0.5)
97 41 (19.9) 0 30 (14.6) 2 (1.0)
FEEL 15 (7.3) 0 10 (4.9) 1 (0.5)
Rt KOsk S
BARIEE 11 (5.3) 0 19 (9.3) 0
BRI L O ARk E
B3NSR 12 (5.8) 0 3 (1.5) 0
TR R P
IEpE 9 (4.4) 0 14 (6.8) 0
R F J O PR RRREE
HLBE 13 (6.3) 0 4 (2.0) 0
SRR A S 3 (1.5 0 11 (5.4) 0
& D PEIE 35 (17.0) 1 (0.5) 11 (5.4) 0
HiB 31 (15.0) 1 (0.5) 6 (2.9) 0
=M EEE 22 (10.7) 0 1 (0.5) 0

72k, ARV CTRVE MR 3 61 (1.5%) . KB - EEO T 6 6 (2.9%) |
MRS (7 2« NLU—IEERES) 28 1] (13.6%) . IMHERERES 761 (3.4%) . B
REFETE 4 B (1.9%) . FHEEAHERERET 4 61 (1.9%) . FARIREEEERE 13 61 (6.3%) .
infusion reaction 15 5l (7.3%) . 1 %LHESRHS 1 1] (0.5%) . BEEDORERESE 3 1 (1.5%)
KOS E D ER 1] (0.5%) PR bz, £o, RIBESE, B, BEREMEIE, M
% - BERSE, DFRSe. AR, TSR, BERUTIRLARIE/ X A/ ST — K OV f R s A 4
SRBERITER O B IR0 o 1o, ARWEMFEBURIUIEEES (RRMEEET 2 5T) %
BB RE R T,

11



@YEA B AERER (CA209037 #5R) 2

B EFRITAAIRE 265268 1] (98.9%) . ALFHEIERE 98/102 5] (96.1%) 1Z#RD 5
. TBBRIE L DR RBIRMNTEE TE RV EFRIIAHIRE 199268 5] (743%) ., 1L
FRIERE 85/102 1] (83.3%) T3 BTz, WFNDRETRILERN 5%LL EoRIWER X

TEOELBY TH-oT-,
£ 4 DTN ORETHEEN 5%LL LORITER (CA209037 #ER)
B (%)
L YA 1
T AT LR
(MedDRA/J ver.17.1) ~ 268 1 102 1
4 Grade Grade 3 UL E 4= Grade Grade 3 UL E
AEIER 199 (74.3) 33 (12.3) 85 (83.3) 35 (34.3)
Mg LY o RbEE
=il 18 (6.7) 3 (1.1) 24 (23.5) 5 (4.9)
M BRI i 1 (0.4) 0 8 (7.8) 2 (2.0
1A BRI 0 0 20 (19.6) 16 (15.7)
1IN iE 1 (0.4) 1 (0.4) 12 (11.8) 6 (5.9)
PN IR
FOPR IRAE REAR T E 18 (6.7) 0 0 0
Bl
(GRS 11 (4.1) 0 15 (14.7) 1 (1.0)
T 42 (15.7) 1 (0.4) 16 (15.7) 2 (2.0)
BITN 33 (12.3) 0 39 (38.2) 2 (2.0)
Mg L= 12 (4.5) 1 (04) 21 (20.6) 3 (29)
—i% - BEEEER L O SEN RS
) 5E 14 (5.2) 0 7 (6.9) 0
I 97 82 (30.6) 3 (1.1) 41 (40.2) 4 (3.9
e, FER L OWE A OHE
EAIZPE D SO 4 (1.5) 1 (0.4) 9 (8.8) 0
AR AR TS
ALT #4n 14 (5.2) 3 (1.1 1 (1.0) 0
AST H4/m 15 (5.6) 2 (0.7) 2 (2.0) 0
I R ERER 0 0 7 (6.9) 3 (2.9)
1 IR 1 (0.4) 0 8 (7.8) 3 (2.9)
i BREs 3 (1.1 0 8 (7.8) 2 (2.0)
R KOsk EE
RBRIEE 18 (6.7) 0 17 (16.7) 0
E AR & O ARk
RAFfvR 15 (5.6) 0 13 (12.7) 1 (1.0
7 A 11 (4.1) 0 8 (7.8) 0
TR R P
KM= 2 — N F— 1 (0.4) 0 10 (9.8) 1 (1.0)
BERCH 3 (1.1) 0 10 (9.8) 0
R g, BOERFs X ONERR PR =
I ] 13 (4.9) 0 8 (7.8) 0
J2JE R KO FRkbEE
BB AE 2 (0.7) 0 28 (27.5) 0
9 FEIE 51 (19.0) 0 2 (2.0) 0
K5 34 (12.7) 1 (0.4) 5 (4.9 0
BER BB IR E 5 16 (6.0) 0 2 (2.0) 0
=R BE 24 (9.0) 0 0 0

72E . ARFIBEIZ I CRVE MR R 8 1 (3.0%) . KM - EEEO THI4 4] (1.5%) .
PRREE S 33 1] (12.3%) . IFBERERETE 22 f5] (8.2%) . "EFHEmRERESE (JRMNE MIRMER 2
Z5) 501 (1.9%) . FRRIREERERESE 23 f31] (8.6%) | EIEFEE 1 1 (0.4%) . infusion reaction
10 (3.7%) . EEOEREREE 1 6] (04%) . R 26 (0.7%) KOS E D ESR 3 f
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(1.1%) 23a80 biviz, £z, TIAFERERET . 1 RUBERP, BEAERBEE, e - 3l
fRge, DR, BER. AR, BUBUHRMRLE / X /3T — K O M /MR s A 11 58 DA
TR0 BTz, KREIERZERR IR EFRS (FAREERERE Z2aT) 2508
GiR T Seae

GOEMNE T AHRE (ONO-4538-177 k)
AEFRITEH (100%) (T8O Hiv, KAl ORRBEBPGE TERVWAEFEFR LA
il (100%) 1ZF8D bz, BEENS%UL EORWERIZI FTRDO LB ThoT-,
K5 FEEEN 5% EOEIEN (ONO-4538-17 #5R)

FRE RIS B (%)

FEARGE 30 £

(MedDRA/J ver.20.0) 4> Grade Grade 3 UL 1
RITEH 30 (100) 23 (76.7)
MiRE LY o GREE

i 2 (6.7) 0
o3 IsRE TS

LI IR e T 2 (6.7) 0

RO IR R AR T 7 (23.3) 0

TR 2 (6.7) 2 (6.7)
El

153K 5 (16.7) 1 (3.3)

Nl 16 (53.3) 1 (3.3)

] 2 (6.7) 0

T 4 (13.3) 0

AN 3 (10.0) 0

M - 6 (20.0) 1 (3.3)
— % - BEEEER X OGS OIREE

W55 5 (16.7) 0

R 7 (23.3) 1 (3.3)

ERiEleaea i 2 (6.7) 0

FEEL 12 (40.0) 1 (3.3)
JHFRELTE A e

JHERE FL T 7 (23.3) 4 (13.3)

JHFBE 2 (6.7) 0
AR AR A

ALT #40 11 (36.7) 3 (10.0)

7T —PH 5 (16.7) 1 (3.3)

AST #4/n 11 (36.7) 2 (6.7)

v-GTP 40 5 (16.7) 3 (10.0)

U —B N 12 (40.0) 7 (23.3)

TR E i 2 (6.7) 0

M7 A YRR T 72— 4 (13.3) 0
R KOS

U A fLfE 2 (6.7) 0

&7 7 2 e 2 (6.7) 1 (3.3)

KF NV v A fE 5 (16.7) 4 (13.3)

BAEGR 8 (26.7) 1 (3.3)
B REB L O A r Rk E

RA HiR 5 (16.7) 0
T R B

ST Y 2 (6.7) 0

SHE 5 (16.7) 1 (3.3)
IR, MOEREs K OViERREE

PR e i € 2 (6.7) 0

11 eI SE R 2 (6.7) 0
R 3 KO FRERkRE

13



B BIRE Bl (%)

FEARGE 30 4
(MedDRA/J ver.20.0) 4= Grade Grade 3 UL |-
< O FEIE 10 (33.3) 0
F95 18 (60.0) 2 (6.7)
I INITRZ SN A 4 (13.3) 1 (3.3)

72E, MR EIR (30.0%) | AFHRHEREE 14451 (46.7%) | FIRIREEREFE E 741 (23.3%) |
R PR R348 (10.0%) KRGS - L D T IRI341] (10.0%) | HEE D B2 R34 (10.0%)
T EERBERERE 21 (6.7%) . 5 & D 141 (3.3%)  BRALA Rl ARIE/ X AT —261 (6.7%)
R OERRMARFERIE 1G] (3.3%) 238 bz, £7-. BHEREREE ., BIBMREmE, 15
PEPRIG ., BEse, BIEANMEDAE, MK - #flEJ%. infusionreaction, Laffidk, fhde. otk
I/ NI PESRBE P K OFF 13388 D e o 7=, AFRIVERARBUR DU EF S (K
MREERT 2 E5T) 2ETEIHERE =T,

®MpsFEMAHFER  (CA20906775R)

BEREGIIARA+ A U A~ T 31231361 (99.7%) . AFIEE312/31361 (99.7%) . A
B U A~ 7 RE308/31161 (99.0%) (25 B, 1RBREE & ORREBEENEE TE RV aE
FRIIAR|+ A © U L~ TEE300/31361 (95.8%) . AHIEE270/313%1 (86.3%)., A £ U A
~ 7 HE268/31141 (86.2%) 12788 HALTZ, WI N DORETRILENS% L LORIERIZT
HDOELEBY Th-oTz,

X6 _WINAORETRIEN 5%LL EORIET (CA209067 #5)

¥ (%)
ook INKE
T FT Yy AR UL
(MedDRA/J ver.19.0) - 313 {31 313 {3l 311 51
4> Grade Grade 3 UL | 4> Grade Grade 3 UL E 4= Grade Grade 3 UL E
AEIER 300 (95.8) 183 (58.5) 270 (86.3) 65 (20.8) 268 (86.2) 87 (28.0)
aPaRVA e
FOIR AR e TS E 34 (10.9) 3 (1.0) 15 (4.8) 0 3 (1.0) 0
FOPR IRAEREAR T E 51 (16.3) 1 (0.3) 32 (10.2) 0 14 (4.5) 0
TR 23 (7.3) 5 (1.6) 2 (0.6) 2 (0.6) 12 (3.9) 5 (1.6)
H IS
iy 28 (8.9) 1 (0.3) 18 (5.8) 0 28 (9.0) 2 (0.6)
K% 40 (12.8) 26 (8.3) 7 (2.2) 3 (1.0) 35 (11.3) 24 (1.7)
(GRS 12 (3.8) 0 19 (6.1) 0 17 (5.5) 0
T 142 (45.4) 30 (9.6) 67 (21.4) 9 (2.9) 105 (33.8) 18 (5.8)
PN Rz A 19 (6.1) 0 13 (4.2) 0 7 (2.3) 0
T 88 (28.1) 7 (2.2) 41 (13.1) 0 51 (16.4) 2 (0.6)
Mg it 50 (16.0) 8 (2.6) 22 (7.0) 1 (0.3) 24 (7.7) 1 (0.3)
— % - EHREER O 5
IARYINGH
HESIE 31 (9.9) 1 (0.3) 25 (8.0) 1 (0.3) 17 (5.5) 2 (0.6)
EE 22 (7.0) 0 12 (3.8) 0 10 (3.2) 0
95 J7 118 (37.7) 13 (4.2) 111 (35.5) 3 (1.0) 89 (28.6) 3 (1.0)
FEEN 60 (19.2) 2 (0.6) 21 (6.7) 0 21 (6.8) 1 (0.3)
e R AR AT
ALT #3/n 59 (18.8) 27 (8.6) 12 (3.8) 3 (1.0) 12 (3.9) 5 (1.6)
7 I—EHm 23 (7.3) 9 (2.9) 17 (5.4) 5 (1.6) 15 (4.8) 4 (1.3)
AST #4500 51 (16.3) 19 (6.1) 13 (4.2) 3 (1.0) 12 (3.9) 2 (0.6)
U =N 43 (13.7) 34 (10.9) 24 (7.7) 12 (3.8) 18 (5.8) 12 (3.9)
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Btk (%)

[SI=p=—r YA =
T FHTAE Y b TR A UL TR
L(M;;'DR A/J ver.19.0) 313 #i 313 4 311 4
4= Grade Grade 3 VA E 4> Grade Grade 3 VA E 4= Grade Grade 3 UL 1
ISR 19 (6.1) 0 10 (3.2) 0 4 (13) T (03)
R KOsk EE
BARIHEE 60 (19.2) 4 (1.3) 36 (11.5) 0 41 (13.2) 1 (0.3)
TE AR & O ARk
EaNEN 42 (13.4) 1 (0.3) 29 (9.3) 1 (0.3) 21 (6.8) 0
0 PR 17 (5.4) 1 (0.3) 15 (4.8) 1 (0.3) 9 (2.9 0
PR SRR
FREME D F 17 (5.4) 0 15 (4.8) 0 11 (3.5) 0
VST 14 (4.5) 0 18 (5.8) 0 9 (2.9) 0
SER 34 (10.9) 2 (0.6) 24 (7.7) 0 25 (8.0) 1 (0.3)
IR 2. BOERFS I ONERR R 2=
%K 24 (7.7) 0 20 (6.4) 2 (0.6) 15 (4.8) 0
W% R 36 (11.5) 3 (1.0) 20 (6.4) 1 (0.3) 12 (3.9) 0
fililig & 21 (6.7) 3 (1.0) 4 (1.3) 1 (0.3) 5 (1.6) 1 (0.3)
Fe R ¥ KO PR RRREE
R g 15 (4.8) 0 17 (5.4) 0 11 (3.5) 0
& D PEIE 112 (35.8) 6 (1.9) 67 (21.4) 1 (0.3) 113 (36.3) 1 (0.3)
W35 91 (29.1) 10 (3.2) 72 (23.0) 1 (0.3) 68 (21.9) 5 (1.6)
bR NI & 38 (12.1) 6 (1.9) 14 (4.5) 2 (0.6) 38 (12.2) 1 (0.3)
=M E B 27 (8.6) 0 28 (8.9) 1 (0.3) 16 (5.1) 0

B, RH+HA Y A THIZB W TMREES6H (27.5%) | IFHEREREE 1024
(32.6%) . HIRIRHEREREFRTH] (27.8%) . BEHERElEE2161 (6.7%) . WIEVEME H25
Bl (8.0%) . K% « EEO FHI60H (192%) . EEOKERE2146 (6.7%) . FiE
IRPEREFE 2701 (8.6%) . FIEHEREREE 1401 (4.5%) . BER3MI (1.0%) . AMk - Bl
2201 (0.6%) . infusion reaction 13§31 (4.2%) . 5 & 5 ER34] (1.0%) . 23451 (1.0%) |
BRI RRIE/ X A3 F—5061 (16.0%) | IF5 14451 (4.5%) S OBk ifi A ZEA2iE 2451 (0.6%)
WD DALz, F£7z, VERERE, BHEREMEIIE, OFR & O Ve i/ MRS ME S 5T
LR B AVIR Do To, RAIFEIC I W) TR E 6661 (21.1%) | IFHEREREF 24451 (7.7%) |
FOR RS RERE 4761 (15.0%) | BHEREEE3A (1.0%) | FEMEMZEESH (1.6%) .
RIS - BEEED FIFI1661 (5.1%) | FE O R JEREEF] (2.6%) . T EAHERERE 341 (1.0%) |
BIFESHERERE 3] (1.0%) . 3% (1.0%) . infusionreaction 1445 (4.5%) . 5&E 9K
K261 (0.6%) . BERUHRBMFIE/ X A /3F—28%1 (8.9%) . FF&26 (0.6%) K OEFIRIL
FRFEARIELH (0.3%) BRSOz, Fio, 1BNERFE, EEMEE, MK - SR,
O 9%, W S OV ML NGB PEERBESR 130D B 7R 0~ o 1o RRIEAZBLIRILIE
Bl Eg (MRMAMET 251 2308 RE =T,

IR EIBRABE 7o B AR BT 2t RICAAK + A U A~ TG 2t LI ish e
I fHFRBR (CA209004 78BR) D adk— b 81T\ T, ALFRRIERIBHEEE 28 Il & (LA
ERERIRBE 13 & O, ZetEIcHfE R 2 RITRO Dot
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DE B FEFE AR (ONO-4538-21/CA2092385-5%)

BEFGIIAKIREA38/45201 (96.9%) . A U L~ 7 EE446/45301 (98.5%) T3 5
AU, IRBEE & ORRBERNAEE TE R WA FFRIIAHNIIE385/452141 (852%) . A &'V
L~ T REA34/45301 (95.8%) IZFB 0 BT, W ORETRERIN5% L, EORIVERIX
THROELEEY ThoT,

FT WTNDLOFETRIAENS%L EOFRIERH (ONO-4538-21/CA209238345%)

HH ik AEYLRTE
Grade 4= Grade Grade 3 UL | 4> Grade Grade 3 UL |-
RIVERTE A FEEL OB | JEEL EEIZE | BEL EEBIE | BHL RBIE
(MedDRA 2 L % SOC-PT 43#H) FH (%) . (%) H (%) H (%)
KRB 452 452 453 453
ERZS 385  (852)| 65 (144) | 434 (95.8) | 208 (45.9)
B R KOS AL Rk S
RAEIR 57 (12.6) 1 (02 49 (10.8) 2 (04
i PR 35 (77 1 ( 02) 19 ( 42) 1 ( 02)
Elle
T 110 (24.3) 7 ( 15| 208 (459 | 43 ( 9.5)
BITN 68  (15.0) 1 (02 91 (20.1)
[i-201) 29 ( 64) 46 (10.2) 1 (02
I - 12 (27 1 (02 4 ( 9.7) 2 (04
mEA R 24 ( 53) 14 ( 3.0)
ENIES 9 ( 20) 3 (07 45 ( 9.9) 34 ( 75)
— - R HEELI OB G OREE
0 ) 5E 57 (12.6) 1 ( 02 53 (11.7) 4 (09
5 156 (34.5) 2 ( 04)| 149 (329 4 (09
FEEN 7 (15 54 (11.9) 2 (04
g AR AR AT
U R—BHIN 30 ( 6.6) 19 ( 42) 26 ( 5.7) 16 ( 3.5)
ALT #5n 28 ( 62) 5 (LD 66  (14.6) 26 ( 5.7)
AST Him 25 ( 55) 2 (04 60  (13.2) 19  ( 42)
TIT—EHIM 25  ( 5.3) 9 (20 14 ( 3.1 5 (1)
Rt L OREREE
AARIBOE 18 ( 4.0) 39 ( 8.6) 1 ( 02)
PR R PR
GIEER) 4 (97 1 (02 79 (17.4) 7 ( 15)
FERE B IO FhskbE
BLIR IBIRE 5 24 ( 53) 50 (11.0) 9 ( 20)
EOPEIE 105 (23.2) 152 (33.6) 5 ( 1.1
5 90  (19.9) 5 (L) | 133 (294) 14 ( 3.0)
RN E N TS SR O 1
e R e 15 ( 33) 2 (04 24 ( 53)
P 3 AR
FOPR IRAEREAR T E 49  (10.8) 1 ( 02 31 ( 6.8) 2 (04
FOPR IR RE TTHEE 36 ( 8.0) 1 ( 02) 18 ( 4.0) 1 ( 02)
RS 7 (15 2 (04 48 (10.6) 11 ( 24)

B AFFEIZB O THEEMEMZEE 11 6] (2.4%) | BEEUHBARIE/ X 4/ F—48 i
(10.6%) . NTRERERES 40 1 (8.8%) . HURIRBEREMET o1 5 (20.1%) . #RFEFETE 83
Bl (18.4%) . BHERERET 6 B (1.3%) . RIEHRERS 6 1 (1.3%) . NEAHKERET
8 41 (1.8%) . infusion reactionll i (2.4%) . KRG « HED FH# 21 i (4.6%) . =
FEO R GRS S B (1.1%) . 1 EERR 161 (0.2%) . BER 3B (0.7%) . S&E DK
2 B (04%) . FF& 3 61 (0.7%) BRD BTz, Fio, FIEFHMIE, DLAHR. k.
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SEREITLINO D PEREERT  EJE - BRI, TR MR TERRAE S OV MERREF € L3780 &
N o Te, ABWERRERILIHETS FRRERRS £ 61 £ ETRIHRE
T

1) Robert C.et al. : N.Engl.J.Med., 372 : 320, 2015 (CA209066585%)
2) WeberJ.S. etal. : Lancet Oncol., 16 : 375, 2015 (CA209037 #&5%)

17



(A - &)

AEIORHEM Y EREE T V2RI L2 I 2 b—3a 2k, KAl 3mgkg it
240 mg % 2 ARG TG L72BROARR O MG TiRE S RE ST, ZORER. Al
240 mg &5 LIZBROREEIL, AF| 3 mgkg 2 &5 LIZBROREE L i L CEE
T ETFHIENTZLOD, BAABEICBO CHERMESHERE S5 A A& A0
mg/kg % 2 BN CHYE) CTAAIZRG L-BoREE & i U CRfEZ2 7R~ & Pl
Ehiz (F#£), Mz T, BEOBEIZBIT 5T — XIS E | AHK| 3mgkg i 240 mg
Z 2 EMRERTEE LIZBOARR OBRE R &AM T LM & OB A REtd 5%
BRSET AIPER S, YEBHIZOW TR Th R, EiRo Mk - RO
M CHER R EMEICHME R 22 BT e e PRIS -, £, BERAEEE BT
LT —HIHSE . ARH 1 mgkg X 80mg & A ¥V A~7 3mgkg % 3 B RHIFE TR
5 UTZBROARFI DR & & 2V & ORBE A T DREERISE T VG S, ik
BIELZ SOWTIRFIDM TN iR, Lo Ak - AEROM CRaMIc I 2R3
&R E T,

#8 AHAOFMBIE T X —X

M - Crax Crind14 Cavgdi4 Crnax.ss Chnin,ss Cavg.ss
(ug/mL) (ng/mL) (ug/mL) (ng/mL) (ng/mL) (ug/mL)
3 ke Q2W (352 '760-8> (10-17?'264-5> (17.214,";3.9) (75.1){3171) (27.612,'107) (42.717,'?27)
240 me Q2W (51-712"309 (15-22?'354-@ (25.3127.8) (10;,5354) (41?57,'21%58) (62.11(,)9187)
10 mghke Q2W (14;,9;19) (51.62T '739.2) (79.900,'21;14) (33?,925;32) (1842t,1 ;13) (233,7286)

HPUE (5%45,95%45) . Q2W @ MBI, Cmax : FIEIHE 55 D fe i ML HIREE . Coinara @ #IIEIHE 5-1% 14
E' H &:%&Té%{&ﬁu{%ﬁ%}%E\ Cavgd14 : *ﬂ@&’g‘ﬁél4 E' E i“(@qzi@ﬁll{ﬁqu)i%lﬁx Cmax,ss : ﬁ#%%c:%
i
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4. JEgZlZ oUW\ T

IR UIBR AR 72 M R A BT (T T 2 56 1203, &GRSR & L CE R oA (4
) BT LN TND &b, émﬁﬁ%@@’%hf%ém RCHLULEND D, £
O BT, EHES Y A EHEE (RMP) ([ZH5E | AF O EELLZEMEESTEE~O W 1R
HilA3 8 2 Mgk T o T, AFNOE G172 BE 22 W - F5E L, AFIORGIZL Y \HER
RWER 2388l L2 BRICKHE T 2 2 E BB R 720, LLFOO~Q@D X T Al /=3 fiqxc
BWTHEHATL2RETH D,

O HEFRIZ>WT

D1 Fieo (1) ~ (5) OWTNNITHELT IR THDH Z L,

() JEAEFBREDSIEET 503 A FEEEILS RS ERE T RS A SR B SRR
Hidgl 23 A B2 RUR e . kS AR e &) CERR 30 45 4 H 1 H IR - 437
fiz%)

(2) HrEtkrembe CERR294E 6 A 1 B BS - 85 ik

(3) HARENFIRENFDEE T D 0N AU EEFRT (D3 AR B, 23 A2
W 1EBE, 23 AR HEE R B /e &)

(4) SRACTFFIEE LT %L.%%M%%@M%lli%%k%%&M%Z@%% %
(AR D R Z T > TV D leR (CEAK28 47 A 1 HIKEA - %mm >

@)#ﬁﬁﬁfﬂﬂﬁﬁﬁm%@m RILYEIAR D R AT > TV DR (CERE 28 48 7
H 1 HEEA ;1290 fitigk)

O-2  FEMER ARG FHRE K ORINE R FEBLRE O [T 407 70 ik & B8R & R R AT
(FROWT NS T DIER) 2, BYEZEROARFNCET HIEEOEME L LT
BlEINTWDHZ &,

*

o [EHIIFEGE 2 EOPIHNHE A2 E T L7211 5 LU LD ) ATRIR O BERIHE %
{THoTWBHZ E, 96, 2RI, BAREMEEZ T & LEBRRIESSOHE 2
T TCWNWAZ L,

o ERIGRFFIGFE 2 FOMEINHEZE T L7212 5 FLL Lo B IR 2 5 O i
IR ZH L TWDH Z &,

@ BN OERFREFEDOEHIZ SN T

%D%ﬁ&ﬁ’%$¢éﬁﬁﬁﬁﬁﬁéh\@%ﬁ%#%@%ﬁ%ﬂ\ﬁ@ﬁ’%
AMEIFRIFROEHE L REMFEICHT DR, AFFELRBE LTGE0oHRE
HEH, EDRESHITTONDIEREINFE S TNWDE Z &,
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® EIEHDOXSIZDNT
@-1 EIWEFF B b A2 B3 2%

M PERTR BRSO EE 2 BITEA N RBA LIZBIC, 24 BERSIREHIO T, Mkl X
AR (23T B L2 BIERNICIS U CABE B L N CT ZOFIVER ORIz 4
PIRMRAEOR RN E ARG O, EHITRISATREZRARI A > Tnd Z &y

©-2 EFRUEFEIZL DA EFRAISICHE Y 2 B

P ATBRRITHE D 2 I 72 e O RE 2 A 3 D IR E D RER e =2 ) v 7
EUOIEROAT ) == 7 EATOEIRE L HRE A TE 5T — AEFREHIDVE
HENTNDZ &, ek, BHEHIC OV T, BABRHE EZOFIRICHFITAmENT
[AY R

@-3 BHEROZWroxHNIZE LT

BIVER (BEMERR BTN 2, BIERIEJAE, DA R, ik, BB EARIE ., KIBXK.
FEO TR, 1 BPER, A4, FFHEREREE . Tk, A LrENRE 2, BRI RE R
TEAHEREREE, MRS, BEE (BAe - RNEHEEBREET) . &BIEkE
e, EEED R EREE, HARMARFERIE, infusion reaction, AR IMEMREE, MEKAR
SEMERE, FEEZ, MEORERIL, IR RENE, OlERESE (OEME) - #RIR - DEMESL
IHESE) %) 123 LT Yaghtisx T BEERER O FMMELZ A4 S EM & EE L (A
TEROBZWCRIGIZE L CTHEER O EZ T ONL5&MEICH D 2 8), BEHIZHEY)72
AUE 7S TE DIRHIAEE STV D Z &,

b i T X%
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5.

GG L H B

SR hlE Sh PR ) |

o)

@

TROBEIZBWNTAAOHIEN RSN TND,

o ALFIRIERIGR K OBLER ORIGEIER AN RE 72 T/ IV 3 SOV o0 S R i
e

o SERUIREOIb/c H/IVE FV o B B A (23 1T B AR A B

728, BRAFEGFERAZ AT 5HBEICB UV TIL, BRAFFLEANC L 21RE L EET

HZ ok,

KA+ A D b~ 7 EEIIMEFRERTBRE ORI U R GE 2o v R AR B E 2 x4
& LAV EIARRER (CA20906738R) 1B W T, MR E Sz A B Y A~THKE
W L CAEBMEDRRGES TV D, 7272 L, AFI+A B A~ TG & ARF B
5% Wl U - RBI I EHI B W T, PD-LIRBRIICE DA BV A~T 0 3
WNRPERDERDPRRENDERPGELNTND (Tp2R) . 207D, Rin
UIBR AR e B R 12V, AFl LA B Y A~ T L OGO A f)
Wrd 23546, PD-LIER*ZMERT 52 ENEE LV, PD-LIBEEN1%LL ETH
D2 EDHER S NIZBE TRV TL, JRRL AFRIEMER S 2 BT 5, k. B
UIBRARE 72 B R RS 2 )R & U7y ah a1 FEEER (CA209004385k) D =27k —
FBIZHRW T, (b PRIERIGIEEE AL FRIEMEREE L O TAAI+ A B U A
~ 7G5 OENECHIER ZRITRD DTN,

kAFNOBEEL L LT, IKFE4 : PD-LI IHC 28-8 pharmDx [ 4 =] AR I TV 5D,

(1)

AJCC (American Joint Committee on Cancer) Ji#i5FE (58 7 hR) 12362 < §FAf
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(2P B4 2 9]

O FRICEYTLIEFICOWVTIEHAKIOBRENEZR E SNTWHZ b, 5 E1T
bz &,
o KRB DRI UIBBUE DRBEERED & % BE

@ VRERTOFHEIC VT FRRICHE Y T 2 B IOV T, AR O G THERE SR

D, AOIRERIUL A 2 WG EITIRY | HEICAFZEHN T2 2L 2BETE D,

o [FEMMREOEGHIITEEDOH D BH

o JER AR A CRIE S 258 0 L B K ONEEME O JH B I g 2 S0 e i ¢
LEOMICRIEME A DD B

o HORERBOAI, XUTEMRZRAE L < ITZHERMED B O im B OB ERE D
b5 EE

o BRI (GEMEHaBEEL ET) ObHEE
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