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1. IIC®IC

PSS DB « R VEDRER O T DI M SGEE T EADW B B2 R D B,
SO, ITFEORFEANOMEANC LV | FUREILS 72 & OFFm7 g R F RS GRS
LT, ZIHDERLABEIOLERMEFI T 2 2 L AWEROMRE L 72> TR Y | RRUEGE
B LBEDOREATTE2016 CER284F-6 A 2 H BEIRRIRE) 1B W TH, FHIERS SO H O
R LHEEZ XD Z L LS Tnd,

BORTERM TSR, B EROR ST 0 7 7 A VB OESRG EBA HNC R e 5 2
DD, DI, AR OL MBI DR T2 £ TOM, HEIELO
BHEAMRLSZT D Z LN SN B I LT & & bic, BIWERASSEER L72BRIC
VBt & D 2 E RN ARE — E OB A TR CER T 5 2 L NEET
05,

L7ehio T AHA FTA T BRI E T/ LN TV D EFFH) - Bl
RN IS LUR OBESESO o e i A HEtE 3 D BL50 DB B 5 2 )7 R OVEE
HIEZRT,

¥, ARITA RTA A%, MNATBAENEIRL RS AR, ASHETEA A AR E
B, AN B AERNEHE S L OSFHHETE N AR ARHER 2O 10 b & VR
L7z,

WG E IR DERS - V) T H I REETE 350 mg (%4 B Y ~ T (GBI
%))

R ERDMMEIE D3 AACPHEZ ISR U 72847 U R O 175 SE

REERDMEROHE - 8H . AT, B2 7Y ~7 (B #iaz) & LT, 1E 350
mg % 3 H M HIME T 30 32T TR EHET 2,

s IR GE ¥ F Y T o RS




2. AANDORK. TERBF

U7X 9 SEFE3S0Omg (k4 BTV~ BB . LT TARR) &,
t b programmed cell death-1 (LLF, [PD-1)) (Zxf7 5% mn7 Y G4 (IgG4) 7
7 ZADe NMIE ) 7 a—F APk TH D,

PD-1 %, CD28 7 7 X U — (T MR DOIEVEAL Z i BB HlE 9~ 5 50 1-8F) (BT 5%
KETHY , IHEHEL LY N8k (THIRE, BHRE N F 27 0F% 7 —Tfifa) i
HHA D, AERNIZIBWT, PD-1 13, Husi~falcd 84 % PD-1 U K (PD-LI
K OVPD-L2) &fie L, EINELZAICHIET 2 £ B A b TS (Immunol Rev 2010;
236: 219-42), F£7-. PD-L1 L O'PD-L2 (%, flix OEEAAMICEI L TWD 2 & @iE
ENTW5DHZ & (NatRevImmunol 2008; 8: 467-77) %/ 5, PD-1/PD-1 U 4 > R I,
TS PR AR A 72 T MR O OB EZ BT 2FD—2 & LTHEZ LT
AN

AANL, PD-1 OFESMEELICFEA L, PD-1 & PD-1 UV H > REDEREZILET D2
XD BDAPURFRRNZ: T MIROTEE(L K OREE MR T 2 M EiE M 4 T
EL, BEEOHEAZMEIT2 B2 TWn5,

ARFN OB 5D DR FOGIZ L DEIERER S b, HEXIIELT
(CED AR D D, AR OG- H R OREGRICIT, BEFOBRZ 71T, B
WFEO BN EITIE, B LT FRITS U REPIRY 2 sk & Bk 2 Ff O R AN &
L CEb 28R W 2170 IBEORESISIC LD EITER R EDNL S HEIZIE, FlF
BE AV R OFGAE DY) IR ALE AT 9 MENR D D,



3. BRPRARAE
D AL B U 7= T U O -5 SEJE O AGRIFICFEM 217 - 72 1 72 AR
B D plfE & s,

(A %hE]

[E| B I [F 25 AHRRER (R2810-ONC-1676 35%)

{EZPIREIE D & 2 AT UL O 75 S 2608 4] (H AR NBE 56 il % Eie) %%t
ST, AFI350 mg 3 WARIRINEE S [AKIRE 304 Bl OFIMER LM% R Y ERT
DR LTALERIES (XA ML X R T N O LK, /T hoEmE. AV /7 h
UIRERYEKFIY . AL R E U, L VLY AR [{ESEIERE 304 1] &b
952 LxHIE L EEALIE B M bR i S hv 7z,

HTETRHT OSSR FEFHIE H Th 2 AWM (LLUF. T0S)) (el [95%(5 #E X H])
(395 HEDA X2 b)) 1E, AFIBET12.0 [10.3, 13.5] B A, ({LFHIERETSS [7.5,9.6] 7
ATHY ., AFBEHICAFERHI S LGB RIERE 2R L (N — Rk [95%(5
FEX ] : 0.685 [0.560,0.838], p=0.00011 (F 1) [EHlwm 277 ke, AEA%E (F1)

0.025], 2021 £1 H4 BT —H v b4 7),

*l: RNV AT (BT Z) ICXDIRBEROGEICH»D LT, T UIFERO 5
Gt L C SR PUEMIEER % 2T 1 DL EOLFERERED & 5 BE LA S
niz,

*2 R R R O (R R A ETe) BRENSHAAN LN,

#¥3: A RL¥t R MU D LK, LR EUERRE, B LLE Ui, R
FIZBW T E S OZEE « 2R TIIAGR I LTV,
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0 é éll é é IIO 1I2 ll4 1I6 1I8 ZIO 212 2I4 2]6 2I8 3I0 312 314 3I6
AR (H)
at risk
LI~ T7HE 304 281 236 206 167 139110 83 65 52 35 26 13 10 9 4 2 2 0
o iiiE 304264 22418313299 70 54 32221512 9 5 3 2 1 0 0

1 OS @ Kaplan-Meier Hi## (R2810-ONC-1676 35%)



[Z 4]
[E| B I [F 25 AHARER (R2810-ONC-1676 35%)
B EFRITAHFIRE 265300 5] (88.3%) . LFIRIERE 265/290 # (91.4%) IZ@RD L, 15
B & O RBME NS E TE WA ERRIT, TR0 170/300 41 (56.7%) KO} 236/290 44
(81.4%) IZEO BTz, WTNDDOFETHRIEFIGD 5% EORWERHIZT TERDO LB TH

-7,

£1 WTHLOBFETREFHEN 5% EORER (R2810-ONC-1676 35R) (KEMAENT4EH)

Bi% (%)

FRER Jj( 7¥H (SOC: System Organ Class) : R
JLAFE (PT: Preferred Term) AFFE == 3055

3004 29011

(MedDRA ver.23.1)
4Grade  Grade 3/4  Grade S 4Grade Grade3/4  Grade S

2EIE 170 (56.7) 44 (14.7) 0 236 (81.4) 115(39.7)  2(0.7)
I

G 28 (9.3) 0 0 87(30.0)  3(1.0) 0

T 20 (6.7) 1(0.3) 0 27(93)  3(1.0) 0

AL 17 (5.7) 0 0 53(18.3)  4(1.4) 0

HN % 8(2.7) 1(0.3) 0 22(7.6)  3(1.0) 0

(EE7 5(1.7) 0 0 23 (7.9) 0 0
—fi% - REEER L OGO REE

i 32(10.7)  2(0.7) 0 39(13.4)  3(1.0) 0

) RE 22 (7.3) 2(0.7) 0 33(11.4)  2(0.7) 0

FEEL 8(2.7) 1(0.3) 0 29 (10.0) 0 0
B2 HS & OV T Ak i o

& O FEIE 15 (5.0) 0 0 9 (3.1) 0 0

52 15500  3(1.0) 0 14 (4.8) 0 0
Mg LY R fEE

& if 22(73) 11 (3.7) 0 106 (36.6) 62 (21.4) 0

U HR BRI E 6 (2.0) 3 (1.0) 0 43 (14.8)  25(8.6) 0

M/ N E 1(0.3) 0 0 16 (5.5) 9 (3.1) 0

7R

TI=vT R T AT 2T — B 8(2.7) 2(0.7) 0 15(5.2) 1(0.3) 0

U HRER R 0 0 0 26 (9.0) 12 (4.1) 0
Rt KOsk

AAEOR 22 (7.3) 0 0 28 (9.7) 1(0.3) 0
B R X O A LB 7



Bi% (%)

ZERIRSy¥E (SOC: System Organ Class)

JLAFE (PT: Preferred Term) AHIRE L= HELRE
30011 290151

(MedDRA ver.23.1)
4Grade Grade 3/4  Grade S 4Grade Grade3/4  Grade S

RE A 17 (5.7) 0 0 3 (1.0) 0 0
A PAR AT
R IR RE AR T 1 18 (6.0) 1(0.3) 0 0 0 0

¥, AAIFEZI VT, infusion reactions 20 1] (6.7%) . KIE%& 3 # (1.0%) . BHED T
F1 B (0.3%) . Dk - DIER 2 61 (0.7%) . BHERERED (RIS BB RSE) 4 6
(1.3%) . Nk (FURIREERERE T - IR HERERR S « T IE(BERERETE) 24 151 (8.0%) .
HEORKEESE 56 (1.7%) . #iREE (57>« NU—EREEE) 24 61 (8.0%) . AFAR
A - JFRERERETE - AFJ 25 6 (8.3%) . FIEMEMIZRAE 561 (1.7%) | FEEMELFF BRI IE 2
B (0.7%) 3588 ALz, Rk - BT EARIE - BAEMEE S, 1 BBEIRIE . Mot - Bl E
A (& e AL 22 de) | SRR ZEARAE . So MR /MR PESEBES . ik
RLEOEE D ERITRD b ho Tz, REWERRBURDUIEER S (RRRAEMAET 25

te) ZEHTAEFRERZRT,



4, FERRIZOWT

RFIASTNES & 72 % B ORI N O Gk oIk L. WU ThN 5 Z LRk b b,
Flo, AFNOEBGICE VHEELRAEREZREER LIZEIOGIET 2 2 L RBERT- 0, B
i U A7 EHEEHE (RMP) (233X AREIOEIELZEMESTEE~OW I iRH 23 & %
iz T o T, LLFOO~@DFT X THE- T higkl B W AT & Th D,

D mEFRIZHOWT

D-1 FiEd (1) ~ (5) OWTANIEYTHMRTHDHZ &,

(1) BEATEREDNFRE T 523 A2 FEEIL RS (FRE TR DY AR EE AL IR P
HiI S AU REHHEIL SR, MU A RSIRIREE 7R &)

(2) FrEREREWHT

(3) FRESFIENFDFEE T D 2 A2 FEEREE (D ARSI EmbE, 7Y ARSI
J1wlE. DY e EEEHEE R e &)

(4) SRAETFIRIEE A RE L, SRS FFREZ R R | TR A2 R 2
DRFRFEEIAR D 21T > TV D ek

(5) PUEMENEL AL & BN R O sk FEUEIZAR 2 i 21T > T D sk

O-2 F 5= S DAL HRIE L ORIVE AR O XS RIS 53 7o ik & R 22 Ff O ERT (F&R D
WTINTEE T HERM) 3 U2 OAFICE T 2I6ROBEMEE & L TRE SN T
WnHZ Lk,

x®

o [EREFEUS 2 FEOPHIHHE ZE T L7212 5 LU E O 0 AVTRIR O if RAHE
EIToTCWbHZ L, 96, 2L RIT, DAL £ L UBRESESO
WHEEITH->TWBH T &

o [EREFEUS 2 FEOMIIFHE & T L7212 4 UL EOFRBRBRZH LT\
HZ L, 9B, SHEL X, M AREE DD A SRR E BTN ATRIR O IFIR
WHEZFT > TW\WbH Z &,

@ BRADOEEMEREEDOMEHIZONT

EIAEREEICEE T 2 ELEDEE SN, BERAENDOERED ., Aot - Z2
PRI ARG RO E B L OERSE I3 D iRt AHFEFERRE LG E OWEHE
B, EREODATONDIEEIRE S TN D Z L,

@BIER~DORHSIZ DV T
@-1  faex ARl B4 2% 2k
MVEMEME BRSO BEEZRBEIER SR A LIZBRIZ, 24 FEZ2HRIRHI O T, Skl i3



e 2B\ T, FBELLRWEAIZS U TABREE L O CT DO RIEH ORI LB 72
BORERENY AIIHE DI, B HISKISATREZR AR 2N > T D Z &y

@-2 [EERMEFEEIC L DA FFGRISICEET 5 E

M ASIRICHE D 2 PR 2R Rk &k O Re 2 B 3 2 ERIEHEE DNEWERE=2V v 7% 5
DIERDOA T V== T HITWEIRE L IFRE LA TE 2 F — LEREH 2 H ST
WD Z &, B, BAHNZOWT, BABE EZDOFEEIZHDITEAMIN TS Z L,

@-3 EWEHOZMrLRSIZEA L T

RIER (RVEMERMZERBIZ X, infusionreaction, KIFH. FEED T, Ak - RO RlAE
it « BEAEANEEIE, DR - ODIER, BT (R FEMEBRE) . NowkEEs (F
R - BB HERERE S - T IRMACBRREREE) . 1 BUBERIG . EEEO SRS, ks

(FT 2« NU—EBRRES) . K - BB, ITA4A - ITHERERES - TR, Il e (&
Ml AEE 2 5 Te) O 5 BB~ FIRMARZERSE, FEEEAFPERBUME, 0%
PR RIS PSR BN . EJe. 5 & D IRRAE) 1TkF LT, M akink ST r B = i p B oo 7P
Pz F9 5 EAEEEE L (BEHAOZKrOoXHNCE L THRER O EZ 2 T b D &I
b5 L), EHIZHEYZRLEN TE DEHNES>TND Z &,



5. BEXR LR DHEFE
[ 2hiEICBE 5 5 FIH]
O MDAAEFRERZR ITHEE U2 ET UIFRO FESEEE ITB W T, AFIOBE MR~
INTW35

@ TFRECEEN T D ARAN OB K Ol H FEIZ DWW T, AAIOFEDERHEL SN TED
T AR OB GRS L R B,
o INtRMHBIRE
o ALFERIEIZ X DIREBE OB
o fhOBUEMERERA & OO S

[Z 22 B9 2 $H]

) Tﬁ;ﬁé?é%%Lowfﬂﬁﬂ®%ﬁﬁﬁﬁkénTWé:&#E\&Q%ﬁb
AN
o ARAIOESI R UIREUE OB D & 5 B

@ 1RBRATOFHIIZ IV T FRECEE S T 2 B IOV TE AAI OB ITHESE S,

L OTEFEERE DS 2 NG AR Y | EEICARZHENT 5L 2ZETE D,

o MEMEMEREOED IO & 5 EE

o MeESEiG R A CHE R 2780 5 A K ONEEME D HUR B il 28 oL Ml 2 % D
FZ IRIEMEEA DS - DIV D IEAE

o BCARERBOEOR ITIEMERZE L <IEHFRMED B A REOBEREO & 5
B

o iEEERAEE QRSB 2 5 Te) Db L EHE

«  ECOG Performance Status 3-4 " D

(7£1) ECOG @ Performance Status (PS)

Score | TTF%

0 | &<MHERTEBTE 5, FBWil &l U HHAEESHIRZ AT D,

! PRENZIE LR IHIR S 412 25, BTHHE T, BAFEDE > TOERITITH Z &N TE D,
RSN S

BATAMRECH T OH DRI O Z L 13T R CTHEEEAEEITI TE 2V, BHO 50%LL BT~y R4 Gl

—
— o

ROENTZEHASOHDOEY DZ & LTERY, HFD 50%L a2y R+ iz,

E-SIRVARE )

LBV, BHOOHDEY OZ L TERY, B2y R+l T4,

10




6. BEIZBELTHETR&EFH

WA SCEEITIN 2 BEIRTE R DRI 2 BRI D & AR 00 Fetk K O%iE 1EAE
DI DI WA I CER L CBERT D 2 &,

TERBIARIZIENL S . B XU E OFEBECA ZME K etk z -+ L, FE 25T
NoEETL L,

FRAWEHD~ R A MZHONT

)

@

®

@

AR OBEIT LY | WEORIEFOSIZER T D &3F 2 b D kR~ IR EHAED
bobDZ ENnb D, BENEO ONTHEITIE, BB LFRITL U5
PRI & RRBR A R O R Rl & U CE DI R BRI A TV B ORERUGIT K
D REWER D DN 2581213, AR ORETH L, K ORIBRERVE SO
HERZEZRTHZ L, 0B, BIBEERLVE L OREIZI Y BEWER OUENRD
IR WGE T, BRI EE A VE LSO imfilAloBMe BET 52 &,
MEMEMIRERN D Sbd 2 ENH DD T, ARDOERGIZHT- > Tk, FIHER
(BB0v, PRURINEE, ZksE) OfEE MO X SRt o EiSs, #2571
1792 &, Fo. LESCTHWE CT, MiG~—h—FOMmELET DI &,
A2, FRERERRE . ITRDR S Hbid Z & 03d 5 DT, AFIO#E G BRIGHT & U
B AR AR E IR TS ER A (AST, ALT, y-GTP, Al-P, B U L E D HIE)
EERET DI L,

ORI RERE S . T AR RIS M ORIBEREEENH SN Z LB HDHD T,
AHN O 1 5-FAAHT L OB G-I I E RIS N g sERR & (TSH, 0#ffE T3, iF
it T4, ACTH, ML=y —VEORIE) #FEMT 52 &,

1 BUERIG S & Hbodu, BERBMES 7Y R—Y RAZEDLZ ERHDHDT, M8,
BLL, EMAEOSER ORBLCMBEE D BRI HERT 52 &, 1 BUBERE D B
NEEEIFTEEGE R L, A A ) VRO EOEY LB EZITH 2 L,
TEEEE ., RME R EEEREOBEEND LI D Z L03H 2 DT, KHlD#E
5RO G- I R I E I B e A 2 Eh T 5 2 &,

infusion reaction 23 & & 15 Z & 23 & %, infusion reaction 3FE& H AL AT,
AFNOF5-H L EOFE )R ME Z1T 5 & & BT, JERBEIET 5 £ THREDOIREE
EHOICBIETH L,

BT %, BB B8 AR L T LETERNEERT 2 ZERb 5720, K
F O G THZIZHEIER ORI DICEET D L,

AHN DR RERIZ BT, R2810-ONC-1676 iR Tl 5-BHAEH D 24 M H £ TlX 6 ##
M2 &, ZRLEIT 1208 Z S ICEMEOFE 21T > T2 & 25E0, AFIKRE
FIXE NG RE TR OMEREITO 2 &)

O,



