i HHEE T A N T A >
=R~ 7 (Bia 1 Z)
(BRFe4 « A7V — R EMEE 20 mg, 47 2 — R S ERHE 100 mg)

~ A B i~

TRk 2 9FE2 B (Fak 3 04E 8 Ak
JE A ST A
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1. Ui

=3 5 DA R - L RMEOREROT-OIZIL, I SCEEIZEE S W2 Ee R D
5D, 5T, IWEORAHMOEAC LV | JUREIKSL 22 & OF 07225 HVE %
FFEIRMPEARINDLH T, TN ODOEHKGNZEICHLEREF IR 5 2 L 3BRED
AR L 72 o TR Y RRIEMBOEE & B O FEARTTE 2016 CEEL 28 46 A 2 H R E)
IZBWTH, EHERLEOHE A ORBELHEEZXS Z L LS TWn5,

R RS S, KE BRSO ReE7 a 7 7 A VBB FEOESR L & B S MR
RHZENRDD, TS, HOWELROLZEMICET 2 HEMN+0ERET 5 £ TOR,
UHERLOBEZEZIT D ERMRINBEICKLCEAT D L &b, BE
DB U I=BRIC B ekt in g & 5 2 & D ARE /e — 8 O BF & i 72 37 R A% B <6 A
THIENEETHD,

L7eMRoT, KAA RTA 2 TlE, BB I E TITE LN TV DRI -
B RS X | DUTFOERES O e H 2 HEET 28580 b B3k & %
FROEEFHE RT,

I ARITA RT A %, MSIATEBUE NESE LR R S, At E AR AR
BRI s . — Mk E N B ARERIR N B R 2 K VAR E N B AR EFF2 O W )
Db EAER LT,

R L IR DEIREL - AT R R EE 20 mg, A7 YU — R EEEE 100 mg (— %
4 =R~ T (B FEER))

MG LB DREIBE - B B

RELRDMEROHE W, RACIZ=R L~ () & LT, 18240 mg
% 2 AN CAMEHET S, 272 L, EERAEICBIT 2k
MBREOSZA T, BEHEIZ 12 VA E TLET 5,
HIRUIRAREREERAMEICH LT B A~ T (GBisHiR
z) EOFHT 2581, @, RAIIZ=Rr~7 (B
Z) & LT, 18180mg % 3 FMMEIET 4 BIAHEEST 5, D
%, =A~7 (Binff#z) & LT, 118240 mg % 2 JH[H
bR TR TS 2,

B3 IR 9E ¥ NI TSR

(%)

P B JEIC BT D v — R A SR ERHEIR SOmg (— %4 1A B ) A~ 7 GEETHLH 2))

DRFREXITNE, EKR O &

e X1 2h B IRIBUIR AR R M R AR

HiE & O & @E, AT A~7 (B AERZ) & LTI A3 mgkg
(RHE) % 3 AR T 4 BT T 2, 7236, MofrErkmg
FEGHTLE8T. =R v~7 Efalaz) E0HTDZ &,




2. KRHIOFHE, 1EHEST

A7V — R FIRERE 20 mg X ONFELETEERE 100 mg (— 4 - =R~ 7 B
Baz) . LIF. TARAD) 1, NS DAt E A X Ly 7 24 (87 Y X b -
~AY—X A7 A7 (BMS) f) 23BA% L7t b PD-1 (Programmed cell death-1) (2%}
THe MiIgGs £/ 7 v —FAHKRTH D,

PD-1 1%, i&MAL L7z Y o8Bk (TR, BMEK T F 2 7 0% 7 —T ) LKOVE

BRI R BT 5 CD28 7 7 X U — (T AR OIGHAL Z BRI IE & BUSHIEET 2 2
TR ICERT2ZAARTH D, PD-1 IFHURIR RAIIIZI LT 2 PD-1 U K (PD-LI
FONPD-L2) EfEA L. U o SERICEINES 7L A niE LT v R ERoiE Mk EE %
BITHET LT\, PD-1 U RIFHURSRSMIBLAMNZ b b Ok 2 72 SRR 2 F8 5
LTHY, BMERAMEE)OUER LB TS PD-L1 OFEL &% DEF
WM & ORNCEOFEBERN H 5 Z L 3viis S Tuvv%  (Cancer 2010; 116: 1757-66)
F 7o, R NE B CIXHRRTE TN EET DA v ¥ —T7 = a B >~ (IFN-y)
12X > T PD-L1 ORBENFE I, 58 LI EEHRRICB T 5 PD-L1 ORI ELHFHE D
AWM & ORI EDOFBARRS H 5 & DS 8 % (Sci Transl Med 2012; 28: 127-37)
S 512, PD-L1 ZFIFEEL S 728 AR, HURKERAY CD8 Bk T iR oo i e 555
TEMEZ 59 S ¥ 57235, HT PD-L1 HI/K T PD-1 & PD-L1 & DA ZHET S & 2Dl
EEEENREIET 5 Z ENRENTWD, D Z LMD PD-1/PD-1 U T2 REREIX, 7
AR TR R A7 T AR D OBEEZ BT 28 FD—2 L L TEZ LT
Do

ARFNE, SR OFE R 6 PD-1 OffasE (PD-1 U 7 FREAHEIE) ITRA L.
PD-1 & PD-1 VAV REDEEZEET D LICLY, BAPURRFRENZ T Midois
PEAL KOS AR 63 2 B AE ETEME 2 B95R 4 % 2 & CRikt i R Ui B 2R+
ZEDNHER STV D,

AANIOVEFBEFFIZIE D W E OE RIS L 5RWERSE R & b bi, EE XTI
EDHAREMEDN D D, AANDOFEEH R OB E#IIT, BEOBIZEZ 01TV, BENR
D BT A TR, BB LRI U7 MY 22 kil & #RBR 2 B D EERN & s U Cil
G177 BRI W 2 ATV B D RIERUGIZ X D EWEH N DN 258121E, R RE RV
T AN OGO YR UE ZAT O MR D D,



3. HRIRHGRR
FEVE B AAE O AGRIRF R 24T o 7o E 2R B IRERER D R 2 777,

[ 2hE]
OEMNE DFFER (ONO-4538-02 #ER)

LAY (BUF, [DTICY) (2 X DA FRERE 2 A3 2 RIGUIBR AN RE 72 I/ TV
NITFEI o EMEAEES (ECOG Performance Status 0 2 TN 1) 35 Bl & 412, AH 2
mg/kg & 3 WM HMR TREHEE Lz, BEEFHiEE Th 528403 (RECIST A K7 A
> 1L RIC S < IR EIC K D CR WX PR) 13 22.9% (90%(E5HE X @ 13.4~36.2%)
Thotz, 2B, FANIHRTE LZRMEIT 12.5%Th -7,

OQEMNF DFFER (ONO-4538-08 #lR)

(L FIRIERTGIE O ARTA U PR AN GE 72 TLHT / TV I SO0 75 38 o B Rl B (ECOG
Performance Status 0 X O 1) 24 15l & %F 5212 AH 3 mg/kg 2 2 # # R C AR ffE Lz,
FHEEMEEE Th 5 2%0% (RECIST A4 FZ74 > 1.1 UICHES S RREEIZ XL D CR
UE PR) 1% 29.2% (90%[EHEX M : 16.7~45.9%) ThH o7z, 728, FHANIERE L7
EIX 6.0%TH -7,

@UEAEAHFER (CA209066 #5xR)

v-raf ~ 7 AR ¢ )L A BT EY AT T 7 Bl (LLF., [BRAF)) V600 ZEF D72
W TFIRVE R TR IR OARTA BIBR AN B 72 I/ IV ) 3O 28 o M R el B3 (ECOG
Performance Status 0 &2 T8 1) 418 5l (CAAIRE 210 #, DTIC #f 208 f51]) A *tZIZ, DTIC
ZXHHR & U ORI 3 mg/kg % 2 B [ MR C it Lz & & OFWE R OV 2 fst
L7z, FEFHMMEHE CTh 2 24FHH (LU, T0S)) (FRff [95%EH X ME]) D HfH
FRMTAE X, AAIBEIZ NE® [NE~NE] 7 H. DTIC # T 10.84 [9.33~12.09] 7 HT&®
D AHNLDTIC (25t LFEHFHINCA BRIER 2~ LTz (AN — REH0.42 [99.79%(E#1
X : 0.25~0.73], p<0.0001 [J&5]] log-rank fR7E], 2014 4= 6 H 24 AT —X v b A
7).

* HEEARRE (LT, [kR)



1.0
0.9 —A— XHIH
08 @ AHIVINS B
0'7_ . % T B o A A A A
0.6 - ' @..
7 0.5- N
0.4- ‘g
0.3 &,
0.2 ©o
0.1
00—, ' —————
0 3 6 9 12 15 18
at risk# A1FRAE (R)
AHEF 210 185 150 105 45 8 0
HHhIVINT VB 208 177 123 82 22 3 0

1 OS @ Kaplan-Meier Hh##

@¥EMEIAHERER (CA209037 7X6R) 2

AV AT (BaH#z) (BUF, 4V A~7)) XL BRAF BFEAIZ &Mk
FRAEREEZ AT 2RI UBR ARG 2 I/ IV SO X F 3 o v B afE B (ECOG
Performance Status 0 & OV 1) 405 %1l CARKIEE 272 #il, fbF93E (DTIC XX VR T T F
v ERZ Y ZxRAEONR) BE 133 6) RS, ALFEEEZ TR E L CARA] 3 mg/kg
Z 2 WFEE CAREERE L & S OFMER O L e 2 Uiz, ZEFHMIEE Th D
2% (RECIST HA R 7 A > 1.1 UZHES S HISHEIZ LD CR XX PR) IZOWTAK
NG ST B MO 120 Bl 2 Rt REEH & U CHBMT 21T o 7o R R, ARFIHET
31.7% (95%(EHEXH : 23.5~40.8%, 20143 H 10 HF—% 1~ b4 7) Thoi-,
¥, FANCERDROBMEITHEL TV o7, b —D2OEEFHEH TH D 0S

(HF9fE [95%IEHEX M) 122N\ T 182 Bl A X b BEL) FZ THRIMNT 21T - 72
R, AFIFET 15.47 [12.39~NE] % H | {LFRIERET 13.67 [11.50~NE] 7 H TH YV |
AANIALFRIET T UGG PRI B RIER AR S o7z (A — RH 093 [95%(F
FEIX M : 0.68~1.26]. p=0.6299 [J&%! log-rank MiT]. 201411 A 12 HF—X A~ b
+7),

@EMNE DFHFER (ONO-4538-17 k)

b ZEFIERTBIR O RIGUIBR A HE 72 I/ IV ST R o B R afE R (ECOG
Performance Status 0 2 T8 1) 30 Bl & xt4c, AFlEA U A~T20FH (BLF, [TARA
+A Y AT ) HE L, EFEFHMEEHE Th 528205 (RECIST FA K74 > 1.1



WS hdullElc XD CR XX PR) 1 33.3% (95%(Z#EIX ] : 17.3~52.8%) Tk -

Too 7235, FRICERE LI-FMHEIX 23.8% Ch o7,
* . RH 1mgkg (KE) L4 U A~7 3mgkg (KE) Z[FE B2 3 BT 4 BT L%,
AH| 3 mg/kg (IRE) % 2 B RIFIR CARE Lz, OPRKRSEIZE X, AR 2 KIS L,
A Y A= T IEABOFEGET D 30 0Ll EOMEE BV TR 2 Bt6 Lz,

©MEs AR (CA209067 #405R)

(L PRIERIG IR ORGSR A RE 72 A/ IVE] o B pE B il 23 (ECOG Performance
Status 0 TN 1) 945 5] (RAI+ A €U L~ 78 314 #il, AKAFE 316 6], A Y AT
BE31S0) 2 RIC, A Y AT HREEZRRE UTAR+ A U A~ 78 KOKRA
B G- OFEINER V22 A2 G LTz, EEFHMMIEE Thd 5 OS (H Al [95% 51X [H])
DEAEIENTHE RN T, AF+A B Y A~ THETNE [NE~NE] 7 H, AAI#E T NE [29.08
~NE] H A, A ) LA=7RHET19.98 [17.08~24.61]1 W HTH Y . KA+ A Y L~=T
B 5K OARKNF 5134 BV A~ T G120 LFRFHRNICHEBRIER 28 Lz (KA +A4
B AT o — R 0.55 [98% EHHIXH : 0.42~0.72], p<0.0001 [J&%!] log-rank
RE], RFNEG  ~P— R 0.63 [98% (5 HEX 1] : 0.48~0.81], p<0.0001 [JE %! log-rank

ME], 20065E8 H1 AT —% v +47),
1.0

0.9
0.8
0.7
0.6
0.5

HRHHF

D=

041 e F#+1EY LT TR . —

03{ A~ A#iE D@
02] -© AEULTTRB

0.1 * . ARUO : THY
0 3 6 9 12 15 18 21 24 27 30 33 36 39
at risk%t £F8E (A)
FH+/EYVLTTEH 314 292 265 247 226 221 209 200 198 192 170 49
XHBF 316 292 265 244 230 213 201 191 181 175 157 55 3 0

AEYLTTE 315 285 254 228 205 182 164 149 136 129 104 34
2 0OS ? Kaplan-Meier i

* A 1 mgkg (KE) LA Y A~ T 3mgkg (KEH) Z[F HIZ 3 BEEIMET 4 BREHE L72%,
Al 3 mg/kg (KHE) % 2 MR CRAEEE Lz, PRSI TL, A5 E2 RIS
L. A BV AT IBAROREGET NG 30 nU EORRE BV THRELBR LT,

7B RIBYIBRARE 7 M RO E RS 2 R RICARA+ 4 BV A~ T EREIZOWTRE
U 7=V T FEERER (CA209004 3858) D a7k— b 8 1281 5 E4hZE (modified WHO 3
HEIZH-S< CR XX PR) 1. fbSFHEIERIBH RS T 46.4% (13/28 #il, 95%15 #EXH :



27.5~66.1%) . {LFREREIREREE T 38.5% (5/13 B, 95%[EHEX M : 13.9~68.4%) T
HoTm,

(PD-L1 FBUR DRI DA 50t o V22 4= 1)

WAL IAHEER (CA209067385R) (ZHA AN G- BE OT — X I|\ZHS X | TSR
([ZF W CPD-L1 258 U 7= SRS b 251G (BLF, TPD-LIZEBLEE ) BINCHRERM
(ZHRAT 24T - T2 M O B OFERIILL T LB Y Th o7,

BENMHEIZEI LT, PD-LIBBIEN %A (PD-L1<1%) OBEEER & g L T1%2 E
(PD-L1=1%) D HBFEFETA U L~ 7 D _FFEL) EAMEMEA A L S 07 (FIK),
B, AKElI+A Y AT HOLENT T T 7 A )VIEPD-L1<1%0D BEHER L PD-L1 =
1%D BEEM TR TH - 7=,

PD-L1SIE1%RM PD-L1RHE1%LLE
1.0 fg, 1.0
09 0.9
0.8 0.8
07 0.7
0.6
p 0.6 3 “Seal
& 05 # 05 s
= 0.4 e - ® 04 . N
’ K- AR+ EULITH b W e FA+AEYLTTH &
031 A Amim s 031 A e &~
021 - AEYLTTH 021 -G AEYLTTH
* ARUO : 1TH1Y 0.1 * ARUO : T8)Y
0.1
0.0 B e R
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 39
at risk# &M (B) at risk# EFMM (A)
AR+ AEYLTTR 123 113 102 91 82 82 79 74 74 72 66 18 4 0 AH+ACULTTB 155 144 132 127 116 112 105 102 101 99 85 27 3 0
AH#IB 117 103 86 76 73 65 62 59 57 55 50 16 2 0 AHBE 171 165 158 148 139 131 122 117 112 109 98 36 1 0
AEYLITE 113 96 87 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

3 CA209067 BR D PD-L1 #EH=KF|TOD OS O Kaplan-Meier [ #
(Z£K : PD-L1<1%®EEER, AKX : PD-L1=1%0 BHEEM)



DE B FEFE MRS (ONO-4538-21/CA20923855%)

AU O Tb/c 1/ IV o Eik B iR 906 1 (A ANEE 28 Hl2&Te, AKIRE
45301, A &) L~ (EiFHHZ) BE4S3H]) 2RI, A ) LA~T 25 RE LT
AF 3mg/kg % 2 TN CRMETE Lz & & OFMER ORI Z2 G Lz, EEEHE
HH Th 5 MR (PIRE [95%EHEXH] ) ORISR RIL. AFEET NE

[NE~NE] # A, A U A~TREETNE [16.56~NE] A THY ., AEFNIA Y L~vT
(2 U PRI B AR 28 LTz (O — REE 0.65 [97.56%E#E X H : 0.51~0.83] |
p<0.0001 [J&%! log-rank ¥i7E]. 20174E 6 H 12 BT —X v +47)

*: AJCC (American Joint Committee on Cancer) JSEEA¥E (55 7 ki) 1233 < Flh,

1.0

0.9 --E- - KK
—S— - AEYLTTEH
0.8

0.7

0.6

0.5

0.41

4 Rt HF o 3

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 riskﬁ EEEATFHM(B)
AFIEE 453 399 353 332 311 291 249 5 0
AEYLTTE 453 364 314 269 252 225 184 56 2 0

4 EERA T O Kaplan-Meier iR



(24 14]
OEMNE DFFER (ONO-4538-02 #R)
BEFRITIAHE (100%) (2RO HIL, KHE OREERNEE TERVEEFRIT
30/35 B (85.7%) IZ#B®H HLiTe, HWHEN 5% EORIERIZTRO LB THhoTz,
#z 1 FIEN 5% EORIER

B il N Yol B (%)
HEARGE 35 4
(MedDRA/J ver.16.0) 4> Grade Grade 3 BL I
AEIER 30 (85.7) 9 (25.7)
o WhkEE
FOIR AR B B T 5 (14.3) 0
H ke
T 4 (11.4) 1 (2.9)
WL 2 (5.7) 1 (2.9)
AN 2 (5.7) 0
—i% - DEREER X OS5 O RS
97 5 (14.3) 0
B 2 (5.7) 0
FEEN 3 (8.6) 0
N R P
FpE 2 (5.7) 2 (5.7)
i R AR A
ALT 30 4 (11.4) 1 (2.9)
AST #4hn 5 (14.3) 2 (5.7)
A7 /L7 2 R 2 (5.7) 0
1 CK #8n 5 (14.3) 3 (8.6)
Mg 7 L7 F =8 2 (5.7) 0
7 R o BN 2 (5.7) 0
1" LDH #4n 5 (14.3) 1 (2.9
1 TSH Jekz > 3 (8.6) 0
1A TSH HE N 7 (20.0) 0
CRP #4/n 5 (14.3) 1 (2.9)
I B BRI N 4 (11.4) 0
v-GTP #/n 4 (11.4) 4 (11.4)
SRR o R 2 (5.7) 0
~NEZ B E VR 3 (8.6) 1 (2.9)
U Lo RERER R 5 (14.3) 1 (2.9)
I R ERERD 2 (5.7) 1 (2.9
[FESERIER N 2 (57) 0
1 IR 2 (5.7) 1 (2.9)
7R ifn ERER ) 2 (5.7) 1 (2.9)
M ifn BRFE D 6 (17.1) 0
WEBE T3 #80 2 (5.7) 0
WEHE T3 B 8 (22.9) 0
WERE T4 Wb 6 (17.1) 0
WEBE T4 H80 2 (5.7) 0
U < F R 3 (8.6) 0
1A ALP 50 5 (14.3) 1 (2.9)
LR R A E 3 (8.6) 0
i~ — A — 8 2 (5.7) 0
FUZHUAREEIN 2 (5.7) 0
=TI B T aTA N 4 (11.4) 0
A CK 2 (5.7) 0
E SRR & ORE ARk E
e 2 (5.7) 0
PR SRR
W b 2 (5.7) 0
K= 2 —m/3F— 2 (5.7) 0
Fe g ¥ KO PR RRREE



PN B (%)

HATE 35 {3
(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

iR INRZSING A 2 (5.7) 0

HE IR &G 2% 2 (5.7) 0

B & s 4 (11.4) 0

. MIEMEMRE 16 (2.9%) . K%K - HEOTHR 1H] (2.9%) | #ifkkESES 4 4
(11.4%) . NTHEREFETE 5 61 (14.3%) . BHEREREDE 2 41 (5.7%) . HUIRIHERERES 8 {1
(22.9%) . EIEEEE 161 (2.9%) . EHEOKEEE 14 (2.9%) KOS E I IEK 14
(2.9%) PROBNT-, Fio, FEAEHEEEREE ., infusion reaction, 1 BUHERIF, FEK.
HIEAEEE, MM - BEIRIE, GOk, Ak, IR, BERUTREARE/ I A TF— R UM
PN OB PSR BEIR IXR8 D B0 72, A BIEARBURILIT., M FER O
TR (AREMERT 2 5T) 285 0EHEREZTT,

@EWNF TFHER (ONO-4538-08 7kEk)

BEFRGIL 2224 B (91.7%) IZRBDO LIV, KH L ODRREBEBNREE TERWVEESR
031824 1] (75.0%) (2338 Tz, FHRD 5% L EORWEHIETRD LB TH-
776

2 LN 5% EORIER

FRE RIS B (%)

HEARGE 24 {51

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

RITEH 18 (75.0) 2 (83)
o ik

FOPR IR RE AR T 6 (25.0) 0
H i

LN 2 (8.3) 0
— % - B EEER X OB OIREE

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

IR EJ D 2 (8.3) 0
Rtk L OSFHEREE

AARIGE 2 (8.3) 0
MR, MEREs K ORIk S

7 2 (8.3) 0
G5 L O FRfRRE

H B 5 (20.8) 0

9 FEIE 5 (20.8) 0

RN N 2 (8.3) 0

¥, KMk - EED TH 2 B (83%) . IFHERERE 1 1 (42%) . THE(RHERERE
16 (4.2%) K OWHDIRAREEREREE 7 ] (29.2%) RO HITZ, F7-. MIEMMEHE,
PRRRIES (77 v« N U—EEEES) | BRREEEE RS I EMER RS | RIEEE,
infusion reaction, 1 ZUHEIRIE, FEEEDRERREE (RERIARIEWERE, AL, FE K6

10



B R, BEIERBEIE, A - SR, S E I IRR. LR, MR, ITR. AR
ARRRRIE / < AT — R O e ML /MR PESE B 13580 B e o 7o, ARIVEM %
BLRDLIE, Y%FEROME SRS (BARAERT 2 50) 22 DEHRZ =T,

@uEsFE AR (CA209066 #A5R) v

HEFGIIARFIEE 192/206 7 (93.2%) . DTIC £ 194/205 14 (94.6%) ([ZFH B, 15
Bk L ORI BEMR NS E TE WA EFLRIIAFIEE 153/206 41 (74.3%) . DTIC B 155/205

Bl (75.6%) 1280 B, WFRAOBECREER 5%l EORIERIL TR &5 T
HoT,
F£3 DTN OFETHIEN 5%LL EOFITEH

Il 00
%gikﬁiﬁ ARHIEE EE DTIC #%
=h
(MedDRA/J ver.17.0) ~ 206 f1 205 41
4 Grade Grade 3 UL E 4= Grade Grade 3 UL E

AEIER 153 (74.3) 24 (11.7) 155 (75.6) 36 (17.6)
MRE LY L REE

I FRERIE 0 0 23 (11.2) 9 (4.4)

1 NS iE 0 0 21 (10.2) 10 (4.9)
AR5 he

(s 22 (10.7) 0 25 (12.2) 0

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

L 34 (16.5) 0 85 (41.5) 0

Mg - 13 (6.3) 1 (0.5) 43 (21.0) 1 (0.5)
—i% - DEEEER L OGN OREE

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

I 97 41 (19.9) 0 30 (14.6) 2 (1.0)

FEEN 15 (7.3) 0 10 (4.9) 1 (0.5)
Rt L OesEkEE

BARIHER 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

SHIA 9 (4.4) 0 14 (6.8) 0
Fe g ¥ KO 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

b5 31 (15.0) 1 (0.5) 6 (2.9) 0

= B 22 (10.7) 0 1 (0.5) 0

7RE . AAIFIZ BV THVBEMEMZEE 3 61 (1.5%) . KIBK - EEDO TF 6 4 (2.9%) |
MRERET (67 >« NU—IERES) 28 6 (13.6%) . ITHERERRTE 761 (3.4%) . EH&
REFEE 4 611 (1.9%) . TEMARERERETE 4 61 (1.9%) . HFARBRHREREDE 13 61 (6.3%) .
infusion reaction 15 5l (7.3%) . 1 ALHESRHS 1 1] (0.5%) . BEEDORFERESE 3 6 (1.5%)
KOS E IR 1B (0.5%) BiBdbivic, £7o, BIBESE., BR, HEEMHEDIE, K
% - BERSE, DFRSE. AR, TSR, BERUTIRLARIE/ < A/ ST — K OV i NRs A 4
BRI O BV o 1o, ABWEHFEBURIUL, M%FELOMEES (R AR
Waate) 2O UOERRT~T,

11



@yEH B AHRER (CA209037 #5R) 2
AEFRITAAIRE 265/268 B (98.9%) . AL FHEERE 98/102 151 (96.1%) IZ#RD 5
AU, TREREE & DK RBIRN G IE TE RWE FEFRITAAIRE 199268 51 (74.3%) . b7
FRIERE 85/102 1] (83.3%) IZ#B D BTz, WFNDRETRILERN 5%, EORIWER X

TEOELBY TH-oT-,
F a4 DTN OFETHIEN 5%LL EOFRITEH
N B (%)
T RFIRE (LR
(M;gDRA/J ver.17.1) ~ 268 102 1
4 Grade Grade 3 UL |- 4= Grade Grade 3 UL |-
2EIER 199 (74.3) 33 (12.3) 85 (83.3) 35 (34.3)
MiRE LY 3 REE
E=gin 18 (6.7) 3 (1.1) 24 (23.5) 5 (4.9)
M ifn BR YR iE 1 (0.4) 0 8 (7.8) 2 (2.0
I A BRI i 0 0 20 (19.6) 16 (15.7)
M/ N i 1 (0.4) 1 (0.4) 12 (11.8) 6 (5.9)
PN I
R RS REIR T 18 (6.7) 0 0 0
AR5 he
(EEETs 11 (4.1) 0 15 (14.7) 1 (1.0)
T 42 (15.7) 1 (0.4) 16 (15.7) 2 (2.0)
HE L, 33 (12.3) 0 39 (38.2) 2 (2.0)
Mg P 12 (4.5) 1 (0.4) 21 (20.6) 3 (29)
—f - EHEER X OGN OREE
W 14 (5.2) 0 (6.9) 0
I 97 82 (30.6) 3 (1.1) 41 (40.2) 4 (3.9)
5, PR L OB A OHE
HEANZPE D SO 4 (1.5) 1 (0.4) 9 (8.8) 0
AR AR S
ALT #4n 14 (5.2) 3 (1.1) 1 (1.0) 0
AST #4n 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 BRER 3 (1.1) 0 8 (7.8) 2 (2.0)
R L Ok E
RBRIEE 18 (6.7) 0 17 (16.7) 0
EHSRER & O%E ARk
RAFR 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 — R F— 1 (0.4) 0 10 (9.8) 1 (1.0)
BERCH 3 (1.1) 0 10 (9.8) 0
M. MOERIs X OWhR i
M) R 13 (4.9) 0 8 (7.8) 0
J2 @R KO FRfkbEE
BB AE 2 (0.7) 0 28 (27.5) 0
5 FEIE 51 (19.0) 0 2 (2.0) 0
RIB 34 (12.7) 1 (0.4) 5 (4.9) 0
BRI BB IR E 5 16 (6.0) 0 2 (2.0 0
=R BE 24 (9.0) 0 0 0

72¥ . ARAIBZ IV CTHRVE MR R 8 1 (3.0%) . KM - EEO THI4 41 (1.5%) .
PREEE 33 1] (12.3%) . HFBERERETE 22 f5] (8.2%) . "EFHEmERESE (JRMNE MIRMER 2
Z5) 541 (1.9%) . FRRIREERERESE 23 4] (8.6%) . REIB[EZE 1 f41 (0.4%) . infusion reaction
1061 (3.7%) . EEORREREE 1 6] (0.4%) . FER 26 (0.7%) KOS E S K 3 45
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(1.1%) 2

PSR, iR

AERYs) 6“7':_0 EJ N Tﬁ{jg*éé Ql::\ IE%E{W\ EE
BRMAE/ X A8 — R O /N 2R

- gL B

ETIE, M -

TR0 BTz, KREIERFEBRRIIL, S FROMESESR (RKREMERE 23
o) Z2EUEFRRZTRT,

GOEWNE M AHER (ONO-4538-17:85%)

HEFEZIILH] (100%) (258 B, ARA|E ORI BEHR S

Bl (100%) |

TETERVWEEEL D

IZERD BT, FEENS%L FORWERIZT TROEBY THoT-,

#£5 FEIEN 5% LEORIVEH

TRE RIS SE B (%)

FEARGE 30 45l

(MedDRA/J ver.20.0) 4> Grade Grade 3 UL E
RITEH 30 (100) 23 (76.7)
MiEER LY o GREEE

i 2 (6.7) 0
L Pan A

LI A e T 2 (6.7) 0

RO IR RE AR T 7 (23.3) 0

TAEERR 2 (6.7) 2 (6.7)
H I

ik 5 (16.7) 1 (3.3)

T 16 (53.3) 1 (33)

] 2 (6.7) 0

L 4 (13.3) 0

AN 3 (10.0) 0

g - 6 (20.0) 1 (3.3)
— % - BEEEER X OB OIREE

T 5 (16.7) 0

eI 7 (23.3) 1 (3.3)

ARG LR 2 (6.7) 0

FEEL 12 (40.0) 1 (3.3)
JFRELTE ¥ e

JFHERE BT 7 (23.3) 4 (13.3)

JFBEE 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)

y-GTP #41 5 (16.7) 3 (10.0)

U X—FHN 12 (40.0) 7 (23.3)

IR E i 2 (6.7) 0

M7 Ah Y RRT 72— 4 (13.3) 0
R KOS

B U A ME 2 (6.7) 0

BT A7 3 e 2 (6.7) 1 (3.3)

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

BAEGR 8 (26.7) 1 (33)
BRI L O A rRkEEE

RAHiR 5 (16.7) 0
TR R

ST Y 2 (6.7) 0

SR 5 (16.7) 1 (33)

SN TSSO ] =

R e i € 2 (6.7) 0

11 eI SE R 2 (6.7) 0
g3 KO kAR

13
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B BRI % (%)

JAE 30 5

(MedDRA/J ver.20.0) 4> Grade Grade 3 DL |-
5 FERE 10 (33.3) 0
FIB 18 (60.0) 2 (6.7)
iR INR SN 4 (13.3) 1 (3.3)

22, MIRIEE OB (30.0%) | ITHEREREE 1461 (46.7%) . FURIREEREREE 76 (23.3%) |
R PE TR R348 (10.0%)  KABZE « BLEE D T IRI341] (10.0%) . HEE D B2 3451 (10.0%)
T ERBERERE 201 (6.7%) . 5 & D 141 (3.3%)  BRALAH Rl ARIE/ X AT —261 (6.7%)
R OERIRMARFERIE 1G] (3.3%) 238D bz, £7-. BHERERE ., BIBMeEmE, 15
VEPRIA, ESe, EAEAIESJE, ANk - B, infusionreaction, LaliZk, Ak, &k
I NI PESRBESS I TR IT78D S e - Tz, ARBIERRBLRIIL, Y% FSR oM
WS (BARMAEEREZE5T) 25 0EERE =T,

®MpsFEIAHFER  (CA20906775R)

BEFRGIIARA+ A U A~ 731231361 (99.7%) . AFIEE312/31361 (99.7%) . A
B U A~ 7 RE308/31141 (99.0%) (2588 B, 1RERIE & ORRBEGENEE T RWEE
FRIIAK|+ A U L~ TEE300/313%1 (95.8%) . AHIEE270/313%1 (86.3%)., A £V A
~ 7 HE268/31141 (86.2%) 12788 HALTZ, WI I DORETRILENS% L EORIERIZT
HDOELEBY Th-oT,

K6 T IO TIHBLEN 5%LL EORITEH

N B (%)
el Ty IR TEU L TR
(M;;DR AT ver.19.0) _ 313 4 313 44l 311
4= Grade Grade 3 L | 4 Grade Grade 3 UL E 4 Grade Grade 3 UL |
2RIER 300 (95.8) 183 (58.5) 270 (86.3) 65 (20.8) 268 (86.2) 87 (28.0)
o WARE
FOIR ARk e U e e 34 (10.9) 3 (1.0) 15 (4.8) 0 3 (1.0) 0
RO IR RE AR T 51 (16.3) 1 (0.3) 32 (10.2) 0 14 (4.5) 0
TAEERR 23 (7.3) 5 (1.6) 2 (0.6) 2 (0.6) 12 (3.9) 5 (1.6)
H IS
20 28 (8.9) 1 (0.3) 18 (5.8) 0 28 (9.0) 2 (0.6)
NI 40 (12.8) 26 (8.3) 7 (2.2) 3 (1.0) 35 (11.3) 24 (7.7)
{EF 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)
1N R 19 (6.1) 0 13 (4.2) 0 7 (2.3) 0
L 88 (28.1) 7 (2.2) 41 (13.1) 0 51 (16.4) 2 (0.6)
M M- 50 (16.0) 8 (2.6) 22 (7.0) 1 (0.3) 24 (7.7) 1 (0.3)
— % - R REEDS X OEE
ERAL DARHE
77 RE 31 (9.9) 1 (0.3) 25 (8.0) 1 (0.3) 17 (5.5) 2 (0.6)
HLES 22 (7.0) 0 12 (3.8) 0 10 (3.2) 0
T 118 (37.7) 13 (4.2) 111 (35.5) 3 (1.0) 89 (28.6) 3 (1.0)
FEEA 60 (19.2) 2 (0.6) 21 (6.7) 0 21 (6.8) 1 (0.3)
AR AR A
ALT #4n 59 (18.8) 27 (8.6) 12 (3.8) 3 (1.0) 12 (3.9) 5 (1.6)
77— 23 (7.3) 9 (2.9) 17 (5.4) 5 (1.6) 15 (4.8) 4 (1.3)
AST ¥4n 51 (16.3) 19 (6.1) 13 (4.2) 3 (1.0) 12 (3.9) 2 (0.6)
Y R—E N 43 (13.7) 34 (10.9) 24 (7.7) 12 (3.8) 18 (5.8) 12 (3.9)
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Bl% (%)

IR YAN'Y
Rl FATA Y BT A eV LT
(M;gDR AT ver.19.0) 313 44l 313 #i 311 4
4 Grade Grade 3 UL E 4> Grade Grade 3 UL b 4> Grade Grade 3 UL b
TR > 19 (6.1) 0 10 (3.2) 0 4 (13) T (0.3)
Rtk KOS
BAEGR 60 (19.2) 4 (1.3) 36 (11.5) 0 41 (13.2) 1 (0.3)
B A& SR X OV A R Rk
BAfm 42 (13.4) 1 (0.3) 29 (9.3) 1 (0.3) 21 (6.8) 0
PR 17 (5.4) 1 (0.3) 15 (4.8) 1 (0.3) 9 (2.9 0
TR R B
FEMED E N 17 (5.4) 0 15 (4.8) 0 11 (3.5) 0
W S 14 (4.5) 0 18 (5.8) 0 9 (2.9) 0
SR 34 (10.9) 2 (0.6) 24 (7.7) 0 25 (8.0) 1 (0.3)
IR &5 B ERIS X OMERR e
ALY 24 (7.7) 0 20 (6.4) 2 (0.6) 15 (4.8) 0
-8 IR 36 (11.5) 3 (1.0) 20 (6.4) 1 (0.3) 12 (3.9) 0
Jitilgi e 21 (6.7) 3 (1.0) 4 (1.3) 1 (0.3) 5 (1.6) 1 (0.3)
F2 G 8 L O TGk E
F & HL AR 15 (4.8) 0 17 (5.4) 0 11 (3.5) 0
& 5 FERE 112 (35.8) 6 (1.9) 67 (21.4) 1 (0.3) 113 (36.3) 1 (0.3)
F5 91 (29.1) 10 (3.2) 72 (23.0) 1 (0.3) 68 (21.9) 5 (1.6)
iR NR SN2 38 (12.1) 6 (1.9) 14 (4.5) 2 (0.6) 38 (12.2) 1 (0.3)
=5 BE 27 (8.6) 0 28 (8.9) 1 (0.3) 16 (5.1) 0

B, RF+A Y A THUCB W THMRREE 6N (27.5%) | IFHEREREE 10241
(32.6%) . HURIREEREREERTHI (27.8%) | EHEREFEE2141 (6.7%) . MVE MM E25
Bl (8.0%) . KIFd « EED FHICOH (192%) . BEEOREREE2H (6.7%) . FiE
RHERERE 276 (8.6%) . RIBFERERET 1461 (4.5%) . HER3BI (1.0%) . fiKdse - Bl
26241 (0.6%) . infusion reaction 1351 (4.2%) . 5 & 5 341 (1.0%) . #2361 (1.0%) |
BEAUT BRAREIE/ < A3 F =501 (16.0%) . AT 1451 (4.5%) K& OVFRAR AR ZERAE241 (0.6%)
MERO BTz, Flo, VEPERE, BEIEFEAE, DR & OV i MR P S5 5E
A IEFR O HALIR Do T, RFIBEIZ BV THRREE66H (21.1%) | IFHERERE 2461 (7.7%) |
FOR IR RERE 4761 (15.0%) . BRERERE3H] (1.0%) . MEMEREESE (1.6%) .
KNG « L D TFHI6M1 (5.1%) . B D R84 (2.6%) . T EERHERERE 341 (1.0%) |
BB RERE =M (1.0%) . FESR3HI (1.0%) . infusionreaction 144 (4.5%) . S & 9K
2201 (0.6%) . BESUHREARIE/ 2 A /F—2861 (8.9%) . FFZ261 (0.6%) M Ok
RIERIELH] (0.3%) 25RO b, F7o, VRIGERM, HEEMBEIIE, MK - BEEK,
DM | 9% Mo OV M L/ IR D PSR BEIR 1 358 0 D L7203 o 7o, AREIERRBLIR LI,
UHFROMERS (ARMAEERTY 23T) 28RN RE T,

RIBEIBRARE 22 M RAMEEE 2 X RUIARA + A BV A~ T &G 2R Lo s
I ARERBR (CA209004 FER) O =7 — b 812\ T, ALEFIERIGIH B 28 i & L%
BRI BRE 13 6l & O T, ZetEICHfE R 2ZRITRO bR oT,
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DE B FEFEIAHRE (ONO-4538-21/CA20923855%)

B EFLIIAKIREA38/45201 (96.9%) . A U L~ 7 EE446/45301 (98.5%) 1Z78D 5
Ao, 1RBRIE & DREBIRNEE TE RWEFFRITAFIRE385/4520% (852%) . A
L~ T REA34/45351 (95.8%) IZFBO BT, W ORECTRIVRNS%LL EORIER X
THROEEY ThoT,

£7 TR ORE TRIEFEN% EORIEM

HH ik AEYLRTE
Grade 4= Grade Grade 3 UL | 4> Grade Grade 3 UL |
RIVERTH A FEEL FEBIR | B IR | BB IR | EI EIER
(MedDRA (2 £ % SOC-PT 4338) FH (%) FH (%) FH (%) FH (%)
KRB 452 452 453 453
ERL 385  (852)| 65 (144) | 434 (95.8) | 208  (45.9)
W EHE SR KOV AL Rk s
RAEH 57 (12.6) 1 (02 49 (10.8) 2 (04
1 P 35 (177 1 ( 02) 19  ( 42) 1 ( 02)
B IR
T 110 (24.3) 7 (15| 208 (459 | 43 ( 9.5)
L 68  (15.0) 1 (02 91 (20.1)
li-20) 29 ( 64) 46 (10.2) 1 (02
I - 12 (27 1 (02 4 ( 9.7) 2 (04
mEA R 24 ( 53) 14 ( 3.0)
NI DS 9 (20 3 ( 07) 45 ( 9.9) 34 ( 75)
— k- RHBEERB IO LGN OREE
A7) i 57 (12.6) 1 ( 02 53 (11.7) 4 (09
957 156 (34.5) 2 (04| 149  (329) 4 (09
TFEEN 7 ( 15) 54 (11.9) 2 (04
RRIR IR A
U R—PHIN 30 ( 6.6) 19 ( 42) 26 ( 5.7) 16 ( 3.53)
ALT #5n 28 ( 6.2) 5 (LD 66  (14.6) 26 ( 5.7)
AST Him 25 ( 55) 2 (04 60  (13.2) 19  ( 42)
TIT—EHIM 25 ( 5.5) 9  ( 20) 14 ( 3.0) 5 (11
Rt L OFRERE
AARIBOE 18 ( 4.0) 39 ( 8.6) 1 ( 02)
PR R PR
ISP 4 (97 1 (02 79 (17.4) 7 ( 15)
BB LU MRS
BEIR 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)
RO B MEREs KONt hRIE
IEF-0% IR 15 ( 33) 2 (04 24 ( 53)
W WIEE
FOPR IRAEREAR T E 49  (10.8) 1 ( 02 31 ( 6.8) 2 (04
FR R RETT S 36 ( 8.0) 1 (02 18 ( 4.0) 1 (02
ERS 7 (15 2 (04 48  (10.6) 11 ( 24)

B AHFEZB O THEEMEMZEE 11 6] (2.4%) . BEEUTHBARIE/ X 4/ F—48 i
(10.6%) . NTRERERET 40 #1 (8.8%) . HURIRBEREMET o1 ] (20.1%) . #RFEFETE 83
Bl (18.4%) . BHERERET 6 B (1.3%) . RIEHRERS 6 6 (1.3%) . FNEAHEERET
8 41 (1.8%) . infusion reactionll i (2.4%) . KRG « EHED T 21 ] (4.6%) . =
DR REREE S F (1.1%) . 1 BBERI 161 (02%) . BER 341 (0.7%) . 5 &9 Bk
2 B (04%) . FF& 3 61 (0.7%) BRD BT, Fio, FEIEFMGMIE, LK, k.,
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o M M/ ISR VESR BRI . A2k - Bk R AR FE AR E M UM MERRAE 2013580 &
Nipholz, REWERFEBRIT Y FROMESESR (RAREERY 25T) 2ale
AP R R,

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

KO RHER Y EIREE T V2RI L2 I 2 b—3a A2k, KAl 3mgkg it
240 mg % 2 JARFNE TH G L 72BROARF O MG iR E S RE ST, ZOREE. Al
240 mg &5 LIZBRORE B, AF| 3 mgkg 25 LIZBROREE L i L CEE
T ETFHIENZLODO, AAANBEICBO CERMESHEE STV 5 A HE A0
mg/kg % 2 WM CHYE) CTAAIZERS L-BoRE R & i U K2R~ &l
Ehiz (F#£), Mz T, BEOBEIZBIT 5T — XIS E | AH| 3mgkg ik 240 mg
Z 2 EMERTEE LIZBEOARR OBRE R &AM T LM & OB A Rt 5%
BRSET VHPER S, YEBHIZOW TR Th R, Eito Mk - HED
M CHER LR EMEIC AR R 22 BT e e PRIS -, £, BERAEEE BT
LT —HIHSE . ARH 1 mgkg i 80mg & A ¥V A~ 7 3mgkg & 3 B RHIFE T
5 UT2BROARAIOUEE & & 2oVt & ORE A Miat T D REERISE T VAR S, Y%
BIEZ OWTIRFI DM TN iR, LRt Mk - HEROM CRaMIc I 2= RT3 e
&R E Tz,

%8 AKOEMBE T A—F

M - R Cmax Cmind14 Cavgdl4 Chnax,ss Chin,ss Cavg,ss
(pg/mL) (ng/mL) (ng/mL) (ng/mL) (ug/mL) (pg/mL)
3 meke Q2W (352 '760-8) (10-17?'264.5) (17.21‘,";3.9) (75.1){3171) (27.612,'107) (42.717,'?27)
240 me Q2W (51-712’;09 (15-22?'354-@ (25-31‘,‘17.8) (10;,5254) (41?57,?58) (62.11(,)91 87)
10 mg/kg Q2W (14;,9;19) (51.621 '739.2) (79.900,'21;14) (33?,955;32) (18421,1 ;13) (23§,7§86)

HPUE (5%45, 95%4%) . Q2W @ 2MBEIHING, Cmax : FIIEIHE 55 D fe i MLl HIREE . Coinara : #IIEHE 5-1% 14
A HICBT 2RI IR, Cagas : FIEIE %140 B £ TOFHMBHIRE. Craxss - EFIRIEICE
HZDHEQ%EII%EW&%&‘F\ Cmin,ss : ﬁﬁ%ﬁﬁb:%ﬁé%1&£ﬁl‘{%qﬂ(}%§\ Cavg,ss : ﬁﬁ%ﬁﬁ&:jﬁajéqugml‘{%q]
TR
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4. JEeZlZ DOV T

IR UIBR AR 72 M R i B (T T 2 561203, &GRSR & L CE R s (4
T BT LN TND T Enb, émﬁﬁ%@@’%%f%ém RCHLULEND D, £
O BT, EHES Y A Y EHGFE (RMP) (ZHDE | AF O EELZEMEESTEE~O W 11K
HilA3 & 2 hiak T o T, RFNOE G172 EBE 2 2W - 52 L, AFORGIZL Y \HER
RWER Z 3Bl L2 BRIC KRGS 2 2 E R EE R 720, LLFOO~Q@D X T A7z 3 fiaxc
BWTHEHT2X&ETH D,

O MRIZoOWT

O-1 T (1) ~ (5) OVWTINIHEYT IR THD Z &,

() JEEFBRENIEET 503 AR RS ERE T RS A SR B SRR
Hiel 23 A B2 eI RUR e . HiEk s AR e &) CERR 30 45 4 H 1 A IR : 437
fiiFx)

(2) HrEksrembe CERR294E 6 A 1 B S - 85 ik

(3) HRENFERENFDEE T D 0N AU HOE ST (D3 AR EPL. 03 A2
B 1IEBE. 23 AR HEE R /e &)

(4) SRACFFEE LT %L.%%m%%ﬁm%lli%%m%%&mﬁzmm%
AR DR Z2 T > TV D lEeR (CEAK28 47 A 1 AR - %mm )

@)#ﬁﬁﬁfﬂmﬁﬁﬁm%@m RILYEIAR D R & 1T > TV ARk (CERR 28 4 7
H 1 BEEA ;1290 fitigk)

O-2  FEMER AR FHRE K ORINE R FEBLRE O IS 407 70 ik & B8R & RO R AT
(FROWTINITEEY T DIERM) 2, BEZEROARANCET HI5EOEME L LT
BlEINTWbHZ &,

*

o [EHIIFEGE 2 EOPIHNHE 2K T L7211 5 LU EDO D ATRIR O BERIHE 2
fTHoTCWBZ &, 96, 28U BT, BAERYERELS I & L-RRES 2 OHHE %2
T TCWNWAZ L,

o [ERIGRFFIFE 2 FOMHNHEZ T L7212 5 FLL Lo B IR 2 4 O i
KRR Z R L TWDH Z &,

@ BENOEREREFEDOEHIZHONT

%”%%&ﬁ’%$¢éﬁﬁﬁﬁﬁﬁéh\@%ﬁ%#%@%ﬁ%ﬂ\ﬁ@ﬁ'ﬁ
AMEEEFRFROEH LK NEMEFEICTT SRRt AFFELRBE LG E0oRE
R, FEDRESHITTONDIEREIRFE S TND Z &,
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@ RMEHORHRIZDWT
@-1 EIWEF R BLRE O A2 B3 2%

M PERTR B D IS 2 BITEA N AE LB, 24 BERISIRIEHIO T, Yikhaak X
MR (23T B L2 BIVERNICE U CARBEE B L N CT ZOFIER ORI 4
ZRRAEOR RIS L ARG O, EHITRISATREZRARI N > Tnd Z &,

-2 EBFEMEFE L DAEFFLRIICICEAT 52

DS AR 0 D B I ik e OB 2 A3 5 IRIRIEFE DNEWEH =42 U v 7
EBOTEROART V== 7 2TOERE Ll 2 G TE 2 F — L ERA 235
SN TWnBZ L, ek, BREAHIZOWT, DABRE LEZOFBRICHSIZEAmsInT
W5nHZ &,

@-3 RIEHOZECHRISIZE LT
RIVER (RIEMERZE BN 2, EREAGHEIIRE ., DARR . AR, BB RMIRAE . KIBAK.

HEEO W, 1 BRI, ITHRERE . HURI AR S | MRS BEE (Brae -
PRADE BB R Z ETe) RIS, Mk, BEEOKLERE, FIRMAQIERSE, infusion
reaction, S ML/ IME IO ESEREE (ITP) | 18 L O Se i SOt AR MR, (DIRRES (O
FEANED - BRIK - DRSNS . WM IS (CxF LT, YREMERE SUTIT B R
BRI D B2 3 2 BEhl & i U (BHWEA ORZWr-CRHGIC B L TSRO 2%
DNOEMICHDH &), EHITHYRAEN TE HEGHINESTNWD T &,
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5. BEXARELDEH

(%

@

@

PRI 5 3]

TRUUC S T 2B OVWTIEIARAOTRGENER L SN TWDL Z b 51T
Dz &,

o KAIDRSTIT R LI HUE DBEEIE D & 2 B3

TBRATORHIIZ B W T RRCICEZ Y T 2 BE SOV TE, KA GTHERE S e

D, MLOIEFERIRLD R WG EIZIRY | HEICAR ZHEHT 5L 2EETE D,

o [FEMMREOEHIIEEDOH D BHE

o JEE R A CHE R 27 0 2 BE K OTEB) I D HUR B 2 0 G it 2%
LEOMICRIEMEE A DD B

o HOMERBOGH UTBMERRFE L ITHEREMED B CREiRBOBTERE O
b5 EE

o s R (& MmErRBEEE 2 5 Te) OH DB

*  ECOG Performance Status 3-4 V) 0 B3

SRl tlE Sh Rt ) |

O TROBEFIZBWTAKOFEMEN RSN TND,

o ABFHIRIERIGE L ORERIE ORI UIFRAHE 722 I/ IV XX o B R E
B
o SEAYIREOIb/c Bl/IVE] W52 o HEpE B A fE BB 1T A il aBhEE
728, BRAFEE FAREZ AT 5 BEITBWTIL, BRAFFHEANZ L H1EE L ZET
HZ &,
D BCOG @ Performance Status (PS)
Score EFe

0 2L MR FHTE S, BFHEATEFE U R FEABENIIER IT25,

: AARICEL UWIEENIHIR D A3, BT AMREC, BRIEESE > TOERIFITH 2N TE D,
B BRNFE, HGEE

5 HBITAHECTH S DOHEDEY O Z LT FT N THREEBERIZTE 2V, A D 50%LL L~y FA4T
]‘@ :’:‘jﬁo

3 ROENZHOSOHOEY OZ L LTERY, BFO S50%L L& Xy Rk Tl 7,
2LET 2V, BOOEDOERY OZ L1342 TE RV, BRIy KPR+ CilI7,

(9)

AJCC (American Joint Committee on Cancer) Ji#i5FE (58 7 hR) 12363 < §FAf
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© FHhl+A vV b~ 7 EREIIMEFRERIBIE ORIGUIR NG 22 M R AR EE 2 x4
& LAV EIARRER (CA209067388R) B\ T, ML ShzA B Y A~THKE
I L CAEMEDRRGES N TV D, 7272 L, AFI+A BV A~ TG & AF B
5% bl U 72 RBRI 72 REHZ B W TR, PD-LIBBURIIZE D A B ) A~ T D L3
WNRDERDEADPRRENDERPIGEOLNLTND (Tp2R) . 202D, Rin
UIBR AR e BB R E R 2B W T, AFl LA B Y A~ T L OIS O A )
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