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£Grade =Grade 3 £Grade =Grade 3 v
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n £Grade n =Grade 3 n £Grade n =Grade 3
%
= 44.08 44.08 30.78 49.08
L P2z =
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g RoCULEYEBE | 1 gog | — — — — — —
D
5 ) )
% i”?;;a"mt”/ 70 12708 | — — 1 50.38 — —
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[ Grade 255 } 7L TS M. B D ERE RS o
IHEESEC KL Grade 3 Grade 4 DEENRHONTIESICEAR DS %
BELEVES b g BARE .  FOREEESE(CHRE. B
A 2 B FPIEL TS, § ;{5
I8 2
[ Grade 3 J [ Grade 4 J HGT)

¥ ¥

&l
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A = B
3~5 3~58% =
1-1%[(: 8 %s:‘zdb\t‘a LGrade ?E * %
Grade 1 Grade 1 AT ICEE e X
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1ERIERELTIRSBR 1ERRRELT b
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ERFHEZEIb/ 1185 5% (SCC244-108/GLORYRER) SEI48/ V— N> M8AHIICH (T B AT EBICRIET BRIE
RAOHERBRINRE LLTO®BITUE,.

W FHIRGAE
EREEE b/ I35 (SCC244-108/GLORYEER) S IHE/ S— h
2k B&EA
(N=84) (N=10)
n(%) n (%)
£Grade =Grade 3 £Grade =Grade 3
ARETER 69(82.1) 19(22.6) 9(90.0) 2(20.0)
ZhE 67(79.8) 18(21.4) 9(90.0) 2(20.0)
E7N T3 MmaE? 32(38.1) 0 2(20.0) 0
a7k 8(9.5) 3(3.6) 3(30.0) 0
DFERETHE 2(2.4) 1(1.2) 1(10.0) 1(10.0)
EK 1(1.2) 1(1.2) 0 0

MedDRA v24.0.Gradel3CTCAE v5.0(Z#0%.
t g | BRETRE. REERR. RE R ERE. IREZE. IRERER. RS R ERERR. IRIZIEIR . RIS  FHE. [EIR. £ 5 MTE . RIEIEFE. RAEER. BRI
B ERERZAE. FRIGMATZHE. 4857202, S1R2IFHE
T B7NTIVME @ &7V 7 IVIE BEBIE

N FRNULCHEE TR

EFHESEIb/ 185 ER (SCC244-108/GLORYERER) 5148/ Y— b (N=84)

HIEIFERRF T ORI P RIE (EEE) *

B9 3F TOHARIThRIE (#EE) *

n £Grade n =Grade 3 n £Grade n =Grade 3
R %91 ¢ o ?.0) 19 (23?8-205.6.0) 40 (8.%)21‘415.3) > | a ol 5E|7.0)
! 67 | (1oa110) | 18| 230250 | 2| 04433 | ° | 1001570
E7A7IVME" | 32| 5?3-??3.0) - - 19| 1402550) | ~ -
K 8 (20?(?-?5.0) 3 (40L.1f§)-'1O 58.0) | | 808 | — -
DB 2 gg:gg‘ 1 24.08 1 20.08 1 20.08
Bk 1 85.00 1 8508 | — — — —

* n=2A T HERIDEZTRY

# VEGIICEHORREL TV RI5EE. FEEE>THSPRIEZFEH UL
T FE | RETE. EER. IREEEFE. REFE. IR IEIR. REAEER. IRIGER. REDTIE TR, BIR. £ 5 1HFE. REMZIE  RIEER. BRIF
& IRERFAE. RIS MIFRE. 1485 7RE. S1R2IFAE
t E7IVTIVME @ &7V TSV ME REBMmE
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4RI Fiin s EALZE. 701K
REE s METEIGFITYVN142FyE 7 Z R IR FRR AR
BfIE 2L
AF1 BR5E (RS5HR) : 300mg(1078/) . 250mg (778R/) . 200mg (658/) . 150mg (#kfzh)
2 aEEE
b = BERE. B
B5EI188 AEIRSFH (300mg/B)
®5R378E Grade 2DFRAHEIEZEHNFIR
569184388 REMESZREICI L. A0/ 57 88 ERO700F 7 P RS 55atR (AFIIg 55k6588 : 18
547T)
®B5Rke48H FEMZECHL. 7O I REER SRS (KRR S56B25488 | 54&7)
B55I8108HB | REMEZEDIHIAE
®5RB11488 | £%1%250mg/BISHEL TR S5HERM
B5RIB1918E8 | A%%Z200mg/BICEE
B 5RIR256HE | FREMEZREDE(L (Grade 3) DI=HIREEABERERD=H AR
B5EIA257H8 | REMZREICHU. 20% AMME7IL 732 E GEBHES) . NS EINE2 (ABRHES) #1585
®5515260HE | EE#EBIRHS—Ry P S—BERREOBHRE T . mAO_ EESRESEIRICEATEEERS
N EZREEFE(IGrade 1124
AEZ150mg/BISHEL TR S5ERM
R EEE(CISICIE7O0EIRERVU RO/ ST N %2 RAT 3L SIEEL.OBR

*1 REHEZS0

*2 RSRIBEZ RSB 1BE U

*3 EHEISERRES
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QTHEIRER

c REIRSICKY) . QTEFIER (9.5%) i S5hHhndERHNET .

- AEIE SFHBRIN RSP ERNICODERNUOERERE (AT A XTI LA AN ILE) ZITL.
Fe kB MEAEZTOIRE  BEOREZTOICHERLTKESV FE MEICHU TERBEZMIELT
<FEEL

L Poplives
BERNRRLSE (R L FOBEEERL T ARERE MEEPIEL TR I,

[ Grade 3 J [ Grade 4 J

¥

=
<L
[ Grade 1 TFICEE J
XL
1R REVLTIRSEBR

7¥) Gradel3CTCAE v5.0[C#0 3,

HE PLTIHEENIRSE
WELANIL 1OHR5E
BREESE 300mg
1 ERBERIE 250mg
2ERBERE 200mg
SERPERIE 150mg
thik 150mg CRBNEERIBE. RS EPIET B,

EFFHESEIb/ 1858 (SCC244-108/GLORYHER) I8/ V— KO 0846 H (T2 QTRIFRERICEIET 5
BIERDOFIRRE. LT O@) T,

W HKIRGAE
EIEEEIb/IHEK 5% (SCC244-108/GLORYERER) S4B/ S — b
2k BEA
(N=84) (N=10)
n (%) n (%)
£Grade =Grade 3 £Grade =Grade 3
DERQTIER 8(9.5) 3(3.6) 1(10.0) 0
MedDRA v24.0. Gradel#CTCAE v5.0(c#0 3.
B RN U DEFE TOHAR]
EEEREEIb/TH5KER (SCC244-108/GLORY:ERER) £2114H/ Y — b (N=84)
YIOIFIRF T OHIRIhR{E (F5E) E{E 9 3% THOHIRIhR{E (EE) “*
n £Grade n =Grade 3 £Grade n =Grade 3
A 128.5H 46.0 43.0
DREGTER 8 1 21.0231.0) | 3 | 21.0231.0) (13.0-106.0) | | | 10608

* N=2LA T BRI DIEZTRY
# VEBICEHOFRIRL TV 31553 FigEEE >THShREZEH U
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BAE(1.2%) ENBEEEEEN HE5DNDIENHIET,
- AR SHBHIINR RSP EHRNICBEEEREZ T O TS L, ”
- BEN D [BREESCEIERMERIZEREUCERF GRPHICIEHE O EEI-EEM. EFIENSERT ;}f
BEOBEICIBEL TS, %
- = iR
B BEERESI(IC LB ELER
ER
O8I | ZIR-BR.EE.ZE.BIR F ﬁ,\"ig
ONIFIRE : IL7F = [REZERBUN) D LETRSNIBRRIE % 2%
BZ | BEHEY. EEINERRSINGY=17) 2%ERL, TM19568 § a%)
(https://www.mhlw.go. jp/topics/2006/11/dl/tp1122-1e01.pdf) 2026595k B
- =
X 22
BN RRELSE . L TOREEZRU T AR ERE B FPIEL T T, 27
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EEREREIb/IEEER (SCC244-108/GLORYRER) S48/ S— NP D 84AHIICH (T2 E

TERDOREBINRE LLTD®@BITULZ,.

FEREE(CRIET 28|

W RIREE
EFHESEIb/ 1855 (SCC244-108/GLORYERER) 5148/ N\ — b
2§ BFEA
(N=84) (N=10)
n (%) n(%)
£Grade ZGrade 3 £Grade ZGrade 3

EfaeRE 16(19.0) 0 0 0
me 7L 7F =481 11(13.1) 0 0 0
MoPERZRIEND 5(6.0) 0 0 0
E={=]7 6(7.1) 0 0 0
BieERES 1(1.2) 0 0 0
Bf=z 1(1.2) 0 0 0

MedDRA v24.0.Gradel3CTCAE v5.0(Z#0%.

N FRNULCHEE TR

EFHESEIb/ 185 ER (SCC244-108/GLORYERER) 5148/ Y— b (N=84)

HIEIFERRF T ORI P RIE (EEE) *

B9 3F TOHARIThRIE (#EE) *

n £Grade n =Grade 3 n £Grade n ZGrade 3
71.08 30.4H
EX ko= = — N S —
AL 161 (7.0442.0 121 (8.069.5)
B 86.08 34.8H
- =] - - _ o
MATLFFZA | 11| (1504220 | (200940
86.08 | _ 4508 | _ _
ibzE S > | (7.0-186.0) > | (145-53.5)
144.08 B B 22.0H _ _
BER ® | (16.0275.0) 3 | (200-26.0)
Bl 1| 10508 | — - 1 808 | — -
BRe 1 2208 | — — 1 2308 | — —

* n=2A T HERIDEZTY

# ERIICEHOAIRL TV BI5E3. FEZE>THShRIEZEL U
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RAET . BEAS1 BN DIRHERAT 5L DBEL TESV WTNDBED BRI 20097% 1 E
(CARAT BT ENBNKDFHIAL TIES Vo Fo RO EIFICIES DRI EEAT . EHIEMICHRS T
BF5EBLTESL

FEX TEZ<MRATULEEBZSRESTNELIWVTITH?

HADE(LETDITERRL. BEHDSROOSNEB BTGRP HCTIEH DEET - EEEM. EEIBHI RS
FTBHLOBEICIBBELTZE W,

SRERERICH VT ABIDBBR SN SHRESINTHY 20N FTELBREE 1 BIRALEL:.
CDOOEHEEBRZRDIEDIEIFIT. 1BIFAFEI350meg/BZiREL. Mh 7L 7 F = #8h1(Grade 2)
EALTIEN(Grade 1)AERHSNELEH FEE CIIPTL 7F = 8h(3edZE(Grade 1)LELE,
F ZOMD2HIDSED1§3AEFI600mg/H(300mg/El. 182E) = ARALEELIREE(Grade 1)%.
16(3AFI400mg/BZRAL.BOJES BAER(LWINEGrade 2)&RHFELA B COE
X(FegELEUE,
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X 300mgNRER 5# DTN T-E (Cpp) 13 200Mg R 0°300mg TZEN2EN1,021~2,066Nng/
%% MLRU1,918~2,766ng/MLOEE TLIz. £24EL T 300mgik 58 NDFIHC,,,,[F. 200mgi%
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LTLEEL, 2
KEE. SERO BRI S >/ S7E (MATE 1. MATE2-K) (CH T BFE=/ERAERL. ICel2 2N 2 R
N1.ABUMRT . 85UM T . SHES N BRI EEIC (T BWBRE DMIEDC, 1, 1o (0.231M)/ R
|Ceo mreremreaxlde 0.156/ 070, 12554 . EERFIE (300mg 1 B1 EHRS) DASISMATE 1 RO =
MATE2-KZRRE T BTAEIA B EARENELE  BREREER CARI EMATE 1 RUMATE2-K 2%
DEBE 1 3EFIOHFBICET 2R BOBSFHRESNTLEL AN MATET ROMATE2-KDE ES
B3 BEBENE L TANRILS S EARFIA G S Bl 661 (AB1300me 1 B1EHRS) DA THS L
o EBADETT, #
=1
IEG%)
gl
(BEOEEEET A ESCHTIER %
14
06 BEERERECHIRSTETTH? 5

RRELER CRYBEEREL/ZREET 3706 (BHEELR (a) 1006 BERESE (b) : 1934, thF
EREE () 1 766l RUBERE (d) : 18)ZXREUI-BEMEYENEBMICH VT BREEESE
BENT02£H7UT7Z>Z(CL/F) EDBEICERBBREBEREHETATUL F["CITEHRLL
KRR ST EIVANT U AFTRICH W TIRPEEE EEFBEE SNIZHEIETEED 20.34% T %<3
EEPHETUZ. LAL BBRERICH (T2 EEBHERESZEZOHA RSN TV /D EEDE i

KEElEEZ T I BB (CABIZIRST G (E. BEDREZTDCERLTES0, @
a. gL 7F =775 Z=90mL/min L
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07 HIRCTREG T DRHTEIRI £ SR T HERE LTV SIBH(ME T H?

EERDERS(CEETEIHEONEUECEIT DN 1Y > AR > THRFRE (AFDL, , : 34.6

B DS BEOREE L T R S5EZ 1 BREIORBEIABZRI T ENLEELLEEZE5NET,

% 3DDHBIAEFER (SCC244-101588. SCC244-1025858 . SCC244-104588) [CH W\ TAZERN A/ > T2/ S— A MBS A% FA L MEEThE
WIENRE/ ST A — I B E U ETEREEE (n=123) ICAFI25~400mgE S ER 118 5 Uiz S OAFI DL, THE(R. 20.9~34.685
oL,

08 METEIEFITZV14RFYEV I ERERETBICIE. EDLOLIRE
DHNETH?

FEIDRESICELUTMETEGFII V1425 B RATRIRT HRE(G. AmoyDX g < L
FELFPCR/INHIAEZEINTVET,
BB ERINIENEZHBERR X FEBEBICREITIERICOVTI UTOIITHIISA
FOJEETY : https://www.pmda.go.jp/review-services/drug-reviews/review-information/
cd/0001.html



[ B e 0 BB RS
BERRLiE EADIE BB,

— R EGENBE BRI ENUAEZ SATEEITEBEN SENTVEIT D ESRIFTHEER Cha=HigFEHLE
L7z,

EREHFESEIb/IHE5RER (SCC244-108/GLORYEER)
SE0tE/ —N°

5) ERHESEIb/IHEE R (SCC244-108/GLORY:HER) S48/ V—~ (FERERH : 202456H24H.CTD 2.7.3.3.2.2.7.4.2.7.6.5.2) [FRSEFHEE 1]
6)Yu Y, et al.: eClinicalMedicine., 2023. 59, 101952.
AsER(FPEDHaihe Biopharma Co., Ltd.A'ICH-GCP%&:&5F L TR hE L7z ERRER T

W EERITER

8 89 : METEZF LTIV 14ZFyED T E RGO BIME TN (SE 3R/ ez R E Z X
RICHABDEMNUERVREMEFTHHT S,
x4 R METEGFITVY1ARFYEL T EREBEDRFMETIE X (SER4IE /| HlifaATE (Stage T

b McXFNV) DEE84SI (BRAZTE 10612 ZE0)

HERT Y1 I IR ZEFE. SR BE IR LR AR
REERIMETEERZ I R RE (CH (T BHEIbHEEERE METEEF IV 14AFY
e 7 Z R RPE T (3R IR/ \Hlif2AhE (Stage b, McX (V) BEICH(T 51
FEELER D 2ERFEE LTz
SR TE AEDMDEERT —IZHEL THRAME (MTD) XIBIEH RSS2
L. 300mgz iR SELLTEIRL,
SBILEHRIMETERZE I BRE(CHTEFBDIZEME. . Z2 . FROEMNET —I DI
ExEHNELTREETHTH S,

( I ( I
METEIGFIIV14
AFVELTERBED AHI200mgX (3300mg BShItOE#EE
[RFmEST % 18105 WETET
R (SERFEIE ) HBRRATEE (218/417)) s
(Stage IIb. McXIZV)
- J N »
METERDERAT)—=>7 : hIUREHeES el BRamiEs s
LEBBEOL VAL 22U T METFO >4+ —CIRERIF ARG
<FREREFE>
- 18U L
- RSN (S HRBRES (C K W E SR S NIz T (Stage b, McX(FV) IE/RAEFEEE (NERESE
=20)

- RGBS BT (FEIRH E 2 REHRE A DE R A5 T . METIRERIIC L DBEEL B LEE

c RBE(—EEEVUCGRERAEES(T3) XIFTEEEL) X 8EUTOES
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H EEER (@TERER : FAS)

FKiaHl (n=46)

Etia®fl (n=38)

&5t (n=84)

" S 24( 52.2%) 24( 63.2%) 48( 57.1%)
ik 22( 47.8%) 14( 36.8%) 36( 42.9%)
T (%) oo (ERE) 70.0(44-85) 65.0(33-78) 68.5(33-85)
A& TITA 46(100.0%) 38(100.0%) 84(100.0%)
Ei& FEERNZVIRBSTFR 46(100.0%) 38(100.0%) 84(100.0%)
hE 38( 82.6%) 36( 94.7%) 74( 88.1%)
B 8( 17.4%) 2( 5.3%) 10( 11.9%)
FFEEE 28( 60.9%) 18( 47.4%) 46( 54.8%)
IERIEE IRTEEEE 2( 4.3%) 0 2( 2.4%)
BEEEE 16( 34.8%) 20( 52.6%) 36( 42.9%)
—— 0 3( 6.5%) 1( 2.6%) 4( 4.8%)
1 43( 93.5%) 37( 97.4%) 80( 95.2%)
R 39( 84.8%) 24( 63.2%) 63( 75.0%)
R LR 2( 4.3%) 4( 10.5%) 6( 7.1%)
i iilNEL S ) 10 2.2%) 4( 10.5%) 5( 6.0%)
BRRY¥ LRE 2( 4.3%) 10 2.6%) 3( 3.6%)
BEARBE(NOS) 10 2.2%) 5( 13.2%) 6( 7.1%)
ZDith 1( 2.2%) 0 1( 1.2%)
) 44( 95.7%) 38(100.0%) 82( 97.6%)
ZHIDH 38( 82.6%) 28( 73.7%) 66( 78.6%)
BISSHAS (S SBEDH 4( 8.7%) 4( 10.5%) 8( 9.5%)
BIEEE SHIROEE 5( 10.9%) 9( 23.7%) 14( 16.7%)
ZDith 1 2.2%) 1( 2.6%) 2( 2.4%)
N 2( 4.3%) 0 2( 2.4%)
P—— a?U 3( 6.5%) 8( 21.1%) 11( 13.1%)
N 43( 93.5%) 30( 78.9%) 73( 86.9%)
HERICkD &) 3( 6.5%) 38(100.0%) 41( 48.8%)
LEEAE U 43( 93.5%) 0 43( 51.2%)
et 3( 6.5%) 0 3( 3.6%)
wamo> ' 0 e | sl 249
. (o] . 0.
=3 0 1( 2.6%) 1( 1.2%)

ZATIaANUN | BY) 0 0 0
7NV RET N 3( 6.5%) 38(100.0%) 41( 48.8%)
1 3( 6.5%) 29( 76.3%) 32( 38.1%)
BEAEL X | 2 0 5( 13.2%) 5( 6.0%)
=3 0 4( 10.5%) 4( 4.8%)
LA 0 36( 94.7%) 36( 42.9%)
TSFFEELEEE 0 34( 89.5%) 34( 40.5%)
ZDfth 0 2( 5.3%) 2( 2.4%)
AAEDEE" REEA 0 5( 13.2%) 5( 6.0%)
DFISHTERE 0 9( 23.7%) 9( 10.7%)
JEMET-TKI 0 9( 23.7%) 9( 10.7%)
ZDfth 3( 6.5%) 2( 5.3%) 5( 6.0%)

i Nt TP FASOEBREMICE DWW TETELR,
T BB K BEEES ) DIFERE S U,

# STV LRIDTEREEDL A D

* EARERALTVLR3FEFRERE U,
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REBRCH W T, FHE - FEIRT BB AR D27 (OS) FNEFHIRICE T BRI FONTHUE

W B30 (BB IREE : EAS)

B T EHEZS = (BIRC)

WS> hO— )L (DCR) [BIRFHERE] [ 7 — T #EiR)
BIRCEF{iI= &% EAS79BIIC #5135 AHIDORRIF65.8% [95%Cl : 54.3, 76.11 Tz, 95%CIN TARIEISE
{EORRM30%% LBV FEUT . [ERFHT (REIHVGEETIER) ]

SERBI4 4B RO BEAEHI 358 DORR(E70.5% [95%Cl : 54.8, 83.21%0'60.0%[95%Cl : 42.1, 76.1]

TUI [BT7 7V —TfEiR)

ORR[FZFHEIRE ] K U'DCR [ERFHEIRE]

i (C & 5%%=E (ORR) [EEFHEIEE] (U7 7' —T#Eth]

| 24k
100 -
9.- DCR
(B REHEIER )
80 -
ORR
70 - [(EEFHEHIER]
2 g0 65.8%
% [95%CI : 54.3, 76.11]
-
("’_7<'>) 40 -
30 -
20 -
10 -
0_
2k (n=79) 2£{&(n=79)
. 65.8% (524 CR 0
ORR[95%CI*]
[54.3, 76.1] PR 65.8% (524
. 83.5% (66) o 5
DCR[95%CI*] 35 90.0] BERATR SD 17.7% (1441)
PD 10.1%( 8%i)
SHEARE" 6.3%( 5%1)

RECIST v1.1B#(CHREVFHE L7,

* Clopper-Pearson®75iE&FALTISBClEBEH Lz,

# ZEBLESHB.
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II'\_|-!—‘!FII

N Z2 (TS ER : SAS) [BIREHTEIER]

BEHEFEITNRER (SAS) 84BIICHIFTBDAFICEELEBESER (L. 8HER) FIRZEK(Z97.6% (82%1) TL
=0 EREIER (RIRE20% LU L) (35288 79.8% (6761) AKX 7L 7S MG ?38.1% (3241) . BAUER. FEfE
232.1% (2761) .Ei028.6% (2441) . UL E > 850*Y 27.4% (2361) . 7S =73/ NSV R TIS5—F

181026.2% (2261) \I81£23.8% (2061) . 7 ANSF VBT I/ NV A7 5—E1810121.4% (186l) TUT.

FLEIEFA—E (RRFE10%LU L)

n (%)

B4 “oGrade
PhE" 67(79.8%)
E7 )73 MmEE? 32(38.1%)
BEURIR 27(32.1%)
GBS 27(32.1%)
Zi 24(28.6%)
mepE) L 4EA0* 23(27.4%)
TIZOTR/NTURTS—EIEN 22(26.2%)
B0t 20(23.8%)
FRINSESBTI /NS A TS5 B 18(21.4%)
=ImiE 15(17.9%)
&m 14(16.7%)
Vs 14(16.7%)
&A1) L\ IMAE 13(15.5%)
B MERRAME ™ 13(15.5%)
BRESIMAE 12(14.3%)
&7 N AIE 12(14.3%)
FPERRIAME 12(14.3%)
[/ ARSRIAME ™ 12(14.3%)
Meh 7L 7 F = > 480 11(13.1%)
EZ 11(13.1%)
{EHIL S LINFE 10(11.9%)
25273 10(11.9%)
R 10(11.9%)
EER® 9(10.7%)

MedDRA v24.0.GradeldCTCAE v5.0[C#0%,



EXLEIER
21.4% (186l) ICRsH 5N, 26U EICERD SN IZEELRBIERZHIK6.0% (561) FETL . RIEE3.6% (361) .
KFNU™ AIMAE2.4% (261) TUTz.

B 5t IcE->1-BIfEA
8.3% (7)) IZRHEN. ZDORERILTZAE " 4.8% (4f) flik . 2 AEEARE. M7 L 7 F = 0. BACEHRN
£1.2% (16 TUr=,

JETICE-T-EER
3BYCERDHENFE Uz BERRAIZHIEEHIET TUI,

*1);7E : BAEFE. EER. REAEZE. REZE. REER. REREER. RIEER. REZE.OFE. Bk, 5 1FE. REEZE. RIEER. BRIE
L ERERZIE. PRIGIEFHE. 4857708 S 2FHE

*2) 7L 7 IVMAE  ]7)L7 I 2IfE RSB M

*3) ML EAEND © ML EEN FEVILEY ME BEEVIILET B MoFEags e L E 80

*4) RS 1 IR EIVE

*5) BIMIRRAME : BIMERRAME . SMEREURIA

*6) FFIERIAME © $FPERIRIAMEE | 4F REREURI AN

*7) M/RIRAME © M) RIBIAMEE | /) R &R

*8) BHIR | BER.RIPEBRFE. 7L TIVRIRP 7L TI VG

B BARAERICHTERE M (FBRNREM : SAS) (477 L—T#Ei#h]

BAEANDZZMEETXIRER (SAS) 10615 (T BBIFAFIRER(E100.0% (1061) TUIK. ELEIVER (FEIRE
261 L) (3720 90.0% (91) . Bi60.0% (66l) R, BB B H'F50.0% (561) . BHGHIE40.0%
(41) RER 2. KK HZ30.0% (36) K7L T VM SFPERRAME ™ H'20.0% (26) TUTz,

EXLEIER
20.0% (26) (CEBHSN. Z DNERIGBACHE.ZE"  DERETEHE10.0% (161) TUT,

#S5PIEICESIZEHER
30.0% (3l)) (C5RDH SN ZDPERIFTERE"1"20.0% (261) . BAVFIEA10.0% (161) TU7z.

FETICE-S-EIEA
AEERICHWVWTEROOSNFLATUE,

*1)770E | BAETIE. AERERR. REAETIE. IREFAE. IRERIEAR. IR B EAEAR. ERIRAEAR . IRERTAE 2B [EIR. 5 1EZIE R ZIE REER . BRIF
R ARERCFIE. RE M FAE. 14285208 ST E

*2) €7 )L 7 IVMAE  E7)L7 I MAE RSB MAE

*3) SFPERIRAME 1 FRERIBIAME . SF TPEREUR
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BIfEARIRINR—

ERHESEIb/MiEKER (SCC244-108/GLORYER)
=211 DA N

M El{EF

TR RER (SAS) 84FIICH T BAAFICEELEZFEER (LT BIFEA) HIREKIF97.6% (8261) TL
720 ERBIVER (FIRK20% LU L) (FFEE " 79.8% (676)) AET7IL T I IMAE?38.1% (32f) . BAUELR. 557
£32.1%(2761) . B 28.6% (246 .MU L EAEI*Y 27.4% (236)) . 75> 73/ NSV RTT5—F
1#1026.2% (2261) . 1811 23.8% (206l) . 7 R/INSX VBT I/ NSV R TTS5—E1EN121.4% (186l) TUT=,

MedDRA v24.0 FIRGIER (%) MedDRA v24.0 FIRGIEL (%)
BERIKSH/BARE 2Grade | =Grade 3 BERIKS R/ BAE 2£Grade | =Grade 3
2EER 82(97.6%) | 45(53.6%) B0t 20(23.8%) | 1( 1.2%)
MBS ICUNRES 31(36.9%) | 7( 8.3%) G 11(13.1%) 0
am 14(16.7%) | 3( 3.6%) HRSERTE 7( 8.3%) 0
B MmERRIANE " 13(15.5%) | 1( 1.2%) RSB 5( 6.0%) 0
SFERRIAME ™ 12(14.3%) | 4( 4.8%) REER AR 2( 2.4%) 0
I/ HRRIAMEE ™ 12(14.3%) 0 T 2( 2.4%) 0
DRSS 23(27.4%) | 2( 2.4%) BREE 2( 2.4%) 0
STEPESRAR 7( 8.3%) 0 BREERMRER 2( 2.4%) 0
EEfR 6( 7.1%) 0 iI=FE 1( 1.2%) 0
iz 3( 3.6%) 0 IEEEZHE 101.2%) | 1( 1.2%)
FERHRSMNGE 3( 3.6%) 0 fEK T( 1.2%) | 1( 1.2%)
IY:iifsA | 2( 2.4%) 0 OmEzig 1( 1.2%) 0
IDERETE 2( 2.4%) | 1( 1.2%) HIERR 1( 1.2%) 0
SRR 2( 2.4%) 0 IDEBBANIR 1( 1.2%) 0
SUEEFR 1 1.2%) | 1( 1.2%) E3[NEE 1( 1.2%) 0
BENIREE LAE 1( 1.2%) 0 SIS 1( 1.2%) 0
L= SERR 1( 1.2%) 0 ORI 1( 1.2%) 0
IDZEMEEASINGE 1( 1.2%) 0 [E3E5] 1( 1.2%) 0
H:::;ﬁﬁﬁg ;E ::z:; I ;'2%) b RU | 71(84.5%) | 25(29.8%)
BAIET 1( 1.2%) 0 2 67(79.8%) | 18(21.4%)
EERMESHEL 1(1.2%) | 1( 1.2%) ik 14(16.7%) | 3( 3.6%)
RfES 1( 1.2%) 0 BRR 7(83%) | 1( 1.2%)
B 1( 1.2%) 0 T 3( 3.6%) | 3( 3.6%)
BEEE 48(57.1%) | 3( 3.6%) 3T 1( 1.2%) 0
B 24(28.6%) | 1( 1.2%) e 1( 1.2%) 0
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MedDRA v24.0 FIRBIE (%) MedDRA v24.0 FIRBIET (%)
SBEMXKSE/BEANE £Grade | =Grade 3 SREMXSE/BEAREE £Grade | =Grade 3
F—EMBEAD R
FIBERIEE 5( 6.0%) | 1( 1.2%) =
FrigeERE 4( 4.8%) | 1( 1.2%) MohELEERKREERIEN | 2( 2.4%) 0
AFiEls 1( 1.2%) 0 DEETERS 2( 2.4%) 0
BRESLUSERE  [11(13.1%) | 4( 4.8%) QCROFSBEBAT | | 10 | g
RIS 4( 4.8%) 0 BESRIEN
Ak 3( 3.6%) | 2( 2.4%) 73S5— B 1( 1.2%) 0
EEE 1( 1.2%) 0 FROEELE Vi 1( 1.2%) 0
Bs 10 1.2%) | 1( 1.2%) o7 RrostEin 1( 1.2%) 0
HEEERR 1( 1.2%) 0 e FRES A 1( 1.2%) 0
ENES 1(1.2%) | 1( 1.2%) DERSTEHH RS 1( 1.2%) 0
BRFRIRES 52(61.9%) | 8( 9.5%) AEZOE VR 1( 1.2%) 0
mhEULES A | 23(27.4%) 0 AT O 1( 1.2%) 0
s e | REEEN 1( 1.2%) 0
Ly 77 |2206.2%) | 1(1.2%)
5 & > INERE D ERF A 1( 1.2%) 0
— g PSR S WoHIEERER 1( 1.2%) 0
PO RIS N 1s@ian) | 10 1.2% -
Z¥A7T7— s EORWSHEESRE | 1( 1.2%) 0
Moy L 7 F = >80 11(13.1%) 0 $8RE;HEEHEAD 1( 1.2%) 0
DERQTIEE 8( 9.5%) | 3( 3.6%) rNS>27IF—C LR 1(1.2%) | 1( 1.2%)
LA AR S— ROA= > THEN 1(1.2%) | 1( 1.2%)
%ﬂjﬁu’"’"”w’g 7( 83%) | 1( 1.2%)
= RIS 1( 1.2%) 0
Efgigjg FURARFE | 5 g3%) 0 g@am}ﬂz?ﬁ_t 10 1.2%) 0
r-IWIZNRSYRTT ROy ) —4
Lot 7( 8.3%) 0 o) 1( 1.2%) 0
KEFA 7(8.3%) | 1( 1.2%) KB LUREEE 56(66.7%) | 7( 8.3%)
MchFRERIEND 5( 6.0%) 0 &7 7 mEE? 32(38.1%) 0
{REEIENN 4( 4.8%) 0 BAYUHIR 27(32.1%) | 1( 1.2%)
) >34 3( 3.6%) 0 S 15(17.9%) 0
1) S—BHEH 3( 3.6%) 0 (B A ISE 13(15.5%) | 3( 3.6%)
1> ) SEREGRA 3( 3.6%) 0 SREIE 12(14.3%) 0
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MedDRA v24.0 FEIRBIE (%) MedDRA v24.0 FEIRBIE (%)
BRERIKDHH/BAREE £Grade | =Grade 3 BERIKDHH/BAEE £Grade | =Grade 3
- N ADNFE 12(14.3%) | 3( 3.6%) ERDOERT 1( 1.2%) 0
&AL AINEE 10(11.9%) 0 EiRIEES 1( 1.2%) 0
&7 0—)LIJE 4( 4.8%) 0 BB IURIBES 11(13.1%) 0
PR HEE 4( 4.8%) 0 (=17 9(10.7%) 0
=7 LAIE 2( 2.4%) 0 HEER 1( 1.2%) 0
=REIAE 2( 2.4%) 0 Bfz 1( 1.2%) 0
1K) > MiE 2( 2.4%) 0 BieEREE 1( 1.2%) 0
K< 7' %7 LIE 10 1.2%) 0 FRRZE 1( 1.2%) 0
%zggé iv 2226.2% | 3( 3.6% Eﬁﬁ?ﬁﬁfzﬁ‘ﬂ%ﬂﬁ% 5( 6.0%) 0
TAEREEEE THEHE 2( 2.4%) 0
TURs R 10(11.9%) 0 BB 1( 1.2%) 0
HEbE 8( 9.5%) | 2( 2.4%) 7L 1( 1.2%) 0
BRENYE 4( 4.8%) | 1( 1.2%) fEHIm 1( 1.2%) 0
::ﬁgj: ?E ?;Z; 2 s WABEY 18(21.4%) | 5( 6.0%)
ARRRR 1( 1.2%) 0 fgzK 8( 9.5%) | 3( 3.6%)
AR 1( 1.2%) 0 (0% PR 2 5( 6.0%) | 1( 1.2%)
RIS 1( 1.2%) 0 EA 3( 3.6%) 0
HERES 35(41.7%) | 3( 3.6%) i 3( 3.6%) 0
BB 27(32.1%) | 2( 2.4%) L¥»o<h) 1( 1.2%) 0
FEIMESHFEN 8( 9.5%) 0 BB MRS 101.2%) | 1( 1.2%)
KEARE 3( 3.6%) 0 O IREE TS 1( 1.2%) 0
&R 3( 3.6%) 0 IR 1( 1.2%) 0
BT 2( 2.4%) 0 RES SUR THEEES 24(28.6%) | 4( 4.8%)
ApitEZR 1( 1.2%) 0 e 10(11.9%) | 2( 2.4%)
IRSEEER 1( 1.2%) 0 R EIE 4( 4.8%) 0
P EREEEREREE | 1( 1.2%) 0 R rEEzR 2( 2.4%) 0
Pt e 101.2%) | 1( 1.2%) % HE 2( 2.4%) 0
bt 7 1( 1.2%) 0 BT 2( 2.4%) 0
HHEE 9(10.7%) 0 7L — R RER 1( 1.2%) 0
NERE 7( 8.3%) 0 HIBE 1( 1.2%) 0
& 1( 1.2%) 0 EERE 1( 1.2%) 0




MedDRA v24.0 FEIRBIER (%) MedDRA v24.0 FEIRGIEL (%)

BERKSH/BARE £Grade | =Grade 3 HENKIFE/BFEE £Grade | =Grade 3
FOFEE 101.2%) | 1( 1.2%) mEREE 1(01.2%) | 1( 1.2%)
RREBIREZ 10 1.2%) | 1( 1.2%) SmE 10 1.2%) | 10 1.2%)
E= 7732 1( 1.2%) 0

Gradel3CTCAE v5.0[C#0%

*1)770E | BAETIE. AERERR. (REAETIE. IREFAE. IRERIEAR. IR B EAEAR. ERIRAEAR . ARERTAE OZ B [EIR. 5 1EZIE R ZIE REER . BRIF

R ARERCFIE. RB M FAE. 1425208 S ZE
*2) €7 L7 IVMAE  E7)L7 I MAE RSB MAE

*3) M) JLEIEND © ML EEN FEVILEVIE BEEVIILE B moIEas )L E &

*4) BIBREAME @ BMERRAME . SMEREURIA
*5) {FRERIRAME  $FCPERIRIAMEE | 47 REREURI AN
6) M/VRIRAME © M) VRIBIAME . /) R &R

*7) % IR EIE

*8)EHIR | EERRPEEBME. 7L TIVRIRPTIVTIVERME
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B REICE->=EI{ER
HEBICEST-BIVERIE846Ith31 6 (36.9%) [CSH SN ZD>5Grade 31U _E(F286(33.3%) TUT.
FHEIER QEIUEICHKE) EUTOGEE1961(22.6%) JEH*?36(3.6%) . KERUEIREHZ 24

(2.4%)BHENFEUT,
MedDRA v24.0 SEIRGI (%) MedDRA v24.0 IR (%)
BRERIKSHE/BAEE £Grade | =Grade 3 BERIKS R/ BAE £Grade | =Grade 3
HEICE 7B 31(36.9%) | 28(33.3%) TRSEZBTS/N | L og | 1 12%)
MASEOUS/SFEE | 10 1.2%) | 1( 1.2%) FYATTS LRI
IFPERRIAME ™ 1(1.2%) | 1( 1.2%) METAAVEZTZI= | 11000 | 10 129
DRSS 10 1.2%) | 1( 1.2%) IS
DERETE 1(1.2%) | 1( 1.2%) DERQTEE 1(1.2%) | 1( 1.2%)
BiEE 4( 4.8%) | 1( 1.2%) NSYRT7IF—EER | 10 1.2%) | 1( 1.2%)
FEERES 1( 1.2%) 0 REBLUREES 1(1.2%) | 1( 1.2%)
R 1( 1.2%) 0 B N AIE 1(1.2%) | 1( 1.2%)
e TS 1(1.2%) | 1( 1.2%) BRERDLD 2 200 | 20 24%
mlby 1( 1.2%) 0 woEREE
BT 1( 1.2%) 0 I 2( 2.4%) | 2( 2.4%)
. = 0, 0,
g P01 20(23.8%) | 17(20.2%) szﬁn TE T:;:; TE T:(Z
e 19(22.6%) | 13(15.5%) asEE 1(1.2%) | 1( 1.2%)
- ; ;
P EREE 1(1.2%) | 1( 1.2%) Bk 1(1.2%) | 1( 1.2%)
FTiéee=ER 1(1.2%) | 1( 1.2%) RESSUH THEEES 4( 4.8%) | 4( 4.8%)
BRPES JUFERAE 1(1.2%) | 1( 1.2%) 2 2( 2.4%) | 2( 2.4%)
e 1(1.2%) | 1( 1.2%) TSR 1(1.2%) | 1( 1.2%)
BRFRIRES 4( 4.8%) | 4( 4.8%) NSNS 1(1.2%) | 1( 1.2%)
PSR kS M 101.2%) | 1( 1.2%
}7175__%}1%5””\7/} R ::E 1E 1.2%; 1§ 1.2%3

GradeldCTCAE v5.0(1C#0%

*1)770E | BAETIE. AERERR. IREAETIE. IREFAE. IRERIEAR. IR B EAEAR. ERIRAEAR . IRERFAE Z B [EIR. 5 MEZIE R ZIE . REER . BRIF
R ARERCFIE. REMEZIE. 1425208 S ZE

*2) 5 RS R

*3) SFPERIUAME © FPERIBIAME . SF TPEREUR




B (AEICE->T=EI{ER
KBRS T=BIVEF3846Ich 2941 (34.5%) [CSRH M. ZD>5Grade LU _E(F1261(14.3%) TU.
FREIER (3% L) EUTSEE1061(11.9%) FPECHANE? 46 (4.8%) . IBIT . BERER OB KH = 34

(3.6%)5BHENFEUL,

Gradeld3CTCAE v5.0[C#0 %

MedDRA v24.0 FEIRGIEL (%) MedDRA v24.0 FIRGIE (%)

SERXKD B/ BEAREE £Grade | =Grade 3 BERIXS¥E/BARE £Grade | =Grade 3

REEICE->7-BER 29(34.5%) | 12(14.3%) DERQTEE 10 1.2%) | 1( 1.2%)

MEH LV INRIEE 4( 4.8%) | 4( 4.8%) 15— 1( 1.2%) 0
P CIRIR AN 4( 4.8%) | 4( 4.8%) NOR=> T 1(1.2%) | 1( 1.2%)
B MIRRAME ™ 2( 2.4%) | 1( 1.2%) R LU REEE 5( 6.0%) | 2( 2.4%)

=S 8( 9.5%) | 3( 3.6%) E7IL T2 MmAE™ 2( 2.4%) 0
B0t 3(3.6%) | 1( 1.2%) BAUER 1( 1.2%) 0
=31 2( 2.4%) | 1( 1.2%) A1y LIAE 1(01.2%) | 1( 1.2%)
fE7K 1(1.2%) | 1( 1.2%) {EFNJ™ AINSE 1(1.2%) | 1( 1.2%)
T 1( 1.2%) 0 N

gﬁgggg" 10 1.2%) 0
=]lES 1( 1.2%) 0 e TR =

—pr, s b7y BHEbE 1( 1.2%) 0

—5-EARBESU 11(13.1%) | 4( 4.8%)

RS ORRER WRRES 3( 3.6%) 0
EE 10(11.9%) | 4( 4.8%) TETE 3( 3.6%) 0
T 1( 1.2%) 0 EHLURIBEE 1( 1.2%) 0

BRERARET 6( 7.1%) | 2( 2.4%) =) 1( 1.2%) 0
TSZUTII/INTUR . IFIR2s. BIZRH KU 0 0
S 1( 1.2%) 0 Pt 4( 4.8%) | 2( 2.4%)
Mo )L e >t 1( 1.2%) 0 fg7K 3( 3.6%) | 2( 2.4%)
MEp L7 F >k Xk . B30 EsES: 1( 1.2%) 0
S 1( 1.2%) 0

*1)770E | AETIE. AERERR. (REAETIE. IREFAE. IRERIEAR. IR B EAEAR. RIIEAR  IRENTAE OZ B [EIR. 5 MEZIE REMEZIE REER . BRIF
R BRIRFRE. RIS IEIFRE. 1485 7RE. SIR2IFRE

*2) SFERIRAME © SFCPERIRIAMEE | 47 REREURI AN

*3) BIIAAME @ HMIRRAME . SMIREURA

*4) M) JLE A0 - IMePEVILE B BEVLE Y ME. 2 EVILE B0, Mo3Eas e )L E 8N

*5)ME7IL T I VM @ &7)L 7 IV IfE (RSB IAE
*6) EBIR | EER.RPEEBME. 7L TIVRRFTIVTIVGNE
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W g5t ICE->-BIfER

2 15t E--BIER 38 461h 761 (8.3%) [CERHEN. ZND>BGrade 3L EF561(6.0%) TUT.
% EHEWER QBILLE) LT STEE 46 (4.8%) HERHSNEL,
MedDRA v24.0 FIRGIE (%)

o FRERIKD¥E/EBARE £Grade =Grade 3

=

- 1350 E - EIER 7(8.3%) 5(6.0%)

% DEEE 101.2%) 101.2%)
~ aMEERS 1(1.2%) 1(1.2%)
§§ — i RERES KU S DR 4(4.8%) 3(3.6%)
P ES 2 o Ok 0, [o)
g% e 4(4.8%) 3(3.6%)
B3 RS LU S hE 1(1.2%) 1(1.2%)

8 i 1(1.2%) 1(1.2%)

312
E5 ESFRIRE 1(1.2%) 0
IE(]%) Mep 7L 7F = 00 1(1.2%) 0

= REs LOSREE 1(1.2%) 1(1.2%)

% BHE 1(1.2%) 1(1.2%)

13 GradeldCTCAE v5.0[C#03%

g;} *1);20E | BEE S, BAEAERR. IRE B B 2R REFE. IRERIERR. IRE B FEREAR. IRIGIEAR . IRERZAE. 22, IEAR £ B2 EE  RIE MRS RIEIEAR . BRIK

= A IRERZEE., BRIFMEZAE. 1425208 . SV 228
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EfFHERESSIb/MEER (SCC244-108/GLORY &%)

S/ —b : BEA>

M EER(BFA)

2IfERIZ 104 1061(100.0%) (CERHSN. FDSBGrade 3L EIF741(70.0%) TUE.

ELEIER (FRBIZ 261 L) (352FE*"90.0% (961) . B60.0% (661) R, BfE. HEH'E50.0% (5

) . BHLRHRA0.0% (461) . RE R 2 Bk 30.0% (361) K7L 72 MAE*?  SFPERRIAME ™ 1'5520.0%

(261) U7,

MedDRA v24.0 FIRGIE (%) MedDRA v24.0 FEIRGIER (%)

BRERIXS¥E/BAEE £Grade | =Grade 3 BRERXSE/BARE 2Grade | =Grade 3

2EEA 10(100.0%) | 7(70.0%) REBLCREES 5(50.0%) | 1(10.0%)

Mi&H &V > INRIEE 2(20.0%) 0 BEUEIR 4(40.0%) | 1(10.0%)
SFPERRIAME ™ 2(20.0%) 0 E7 )73 MmE? 2(20.0%) 0
EIMERRAME 1(10.0%) 0 S RESIE 1(10.0%) 0

DRSS 1(10.0%) | 1(10.0%) s kO
DERETE 1(10.0%) | 1(10.0%) gzgggg} 2(20.0%) 0

BiFEE 7(70.0%) | 1(10.0%) 7iIAE 1(10.0%) 0
B 6(60.0%) | 1(10.0%) 8D 1(10.0%) 0
eSS 1(10.0%) 0 HiEREE 5(50.0%) 0
i=F 1(10.0%) 0 AEf 5(50.0%) 0
EpiEsE 1(10.0%) 0 REARS 3(30.0%) 0
T 1(10.0%) 0 RS 1(10.0%) 0
IDEBRANIR 1(10.0%) 0 EIERBRUAEES 2(20.0%) 0
BEREERMEEE 1(10.0%) 0 pegiia| N 1(10.0%) 0
SRR 1(10.0%) 0 7587 1(10.0%) 0
;-P:;BEEISJ:U‘ 1(100%) ° g%gt;’?‘m*w 4(40.0%) 0

3 s ens 9(90.0%) | 3(30.0%) — 330.0% 5
Y 9(90.0%) | 2(20.0%) (R OR PR 1(10.0%) 0
Er=te 5(50.0%) | 1(10.0%) HESLURETEGREE | 7(70.0%) | 2(20.0%)
F#h 1(10.0%) 0 R 5(50.0%) | 1(10.0%)

BEFRIRES 3(30.0%) | 1(10.0%) RIREEIR 1(10.0%) 0
TIZVTII/NTYR | L0 000 0 BHERESIREE 1(10.0%) | 1(10.0%)
75— BRE 1(10.0%) 0
gﬁg;’ WIIERTTI= | 1(10.0%) | 1(10.0%)
DERQTIER 1(10.0%) 0

GradeldCTCAE v5.0[C#0%

*1)7E | BAETIE. AERERR. IREAETIE. IREFHE. IRERIEAR. IR B FAEAR. ERIRAEAR . ARERFAE OZ B [EIR. £ 5 1EFIE REMEZIE REER . BRIF

R ARERCFIE. RB M FAE. 1428208 S ZE
*2) €7 )L 7 IVMAE  E7)L7 I IfE RS BMAE
*3) SFPERIRUAME ¢ FTPERIBIAME . SF TPEREUR
*4) BIIRAAME @ BMERRAME . SMEREURA
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W REICE-ST=EHER (BFEA)

= HEICE->7-BIERIZ 1061566 (60.0%) ICRHSN. ZND>5Grade 3L EF561(50.0%) TUT=.
% EHEIVER BILLE) LT SZEE 461 (40.0%) ARHENE LT,
MedDRA v24.0 FIRGIE (%)
12 HERIKS ¥/ BARE £Grade =Grade 3
5
§ WEICE->1-EER 6(60.0%) 5(50.0%)
if% DR 1(10.0%) 1(10.0%)
- DEERETEE 1(10.0%) 1(10.0%)
e SipEs 1(10.0%) 0
DR
=l O 1(10.0%) 0
=
A — RS BEES LU SR ORE 4(40.0%) 2(20.0%)
*_g 2RE 4(40.0%) 1(10.0%)
E =
i pam 1(10.0%) 1(10.0%)
IEO%) BRERISES 1(10.0%) 1(10.0%)
o Mch7 LA R R 779 — B8] 1(10.0%) 1(10.0%)
% BB S LR T EREE 2(20.0%) 2(20.0%)
& RS 1(10.0%) 1(10.0%)
%
R BUR IR 1(10.0%) 1(10.0%)
GradeldCTCAE v5.0(C#0 3%
*1);20E | B REE. BAERERR. IR BB ZE. RS 202, IREFEAR. IRE A EERR. IRERAEAR. IRE 205 . 2 0E. [EIR. £ 54208 . R 428 . RAEIERR . BRIA
(&Q ACIRERZEE. BRIF MRS, 1485208 . SV 2 FEE
A

M AZFICE-STZEIEAR (BFA)

ARZEICESBIERIX 10615261 (20.0%) (CERH SN ZDSEGrade 3L EF261(20.0%) TU7. AERIFIL
] TO®EITUL,

B
% MedDRA v24.0 FIRGIE (%)
SRERKDE/BAREE £Grade =Grade 3
REEICE>1-BIER 2(20.0%) 2(20.0%)
SiBEs 1(10.0%) 1(10.0%)
=D 1(10.0%) 1(10.0%)
e — % 2B EEH LCIRSIPRINDIREE 1(10.0%) 1(10.0%)
_|
&80 o 1(10.0%) 1(10.0%)
§ g Gradel3CTCAE v5.0[C£05%
2o *1);20E | BEERIE. BEERERR. IRE A B ZE. RE2IE. IRSFIERR. IRE A ERERR. IRIGIEAR. IRES 2SS IE. FEIR. £ 54 F0E . RAH 428 . RAEIERR  BRIA
}IC R IRERZHE. RFMEFEE. 185/ 2hE. SV /28
x
=
X
i
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M 25 PIEICEST-EWER (BFA)

RSP IEICESRITERIZ 1061361 (30.0%) IZ5Rh 5N ZDDEGrade 3L EIF361(30.0%) TL7=. NER 4%
FUTOEI TR, %
MedDRA v24.0 FIRGIE (%)
BERIKIE/BAEE £Grade =Grade 3 i
=
15t E-7-BIER 3(30.0%) 3(30.0%) §
()]
—fiz- R EEH LU SIHIOIRE 2(20.0%) 2(20.0%) ﬁ
2R 2(20.0%) 2(20.0%) -
KRB LURBES 1(10.0%) 1(10.0%) L&
DX
BYUEE 1(10.0%) 1(10.0%) = lg
Gradel#CTCAE v5.0lC#053 gﬁ 2
*1)20E | A FHE. BAERERR. IRE B 2. IR FHE . IRERIERR . AR = B FIREAR . ARERAEAR . ARSI FAE . 2 AE. FEAR . £ B MR EE R ZHE. RAEEAR . BRIK
R IRERZHE . R REE. a5/ 2hE. S 228 2
w5
(S
(1))
=
fE
A
&
14
(1))
3
%
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CTCAE v5.0Ic & 3Grades4a

BESERLEMSERE v5.0 BAFERICOGHRIRIE

E IMEESE
D
;’;FLL CTCAE v5.0 Term Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
A ERABVWADE | EEBECHE | £5%E8N T | L
DERIE/ - NOPEEOD | THLEANE | RRLBEEEY
o Pericardial o B
i—-% effusion ikl 5
£ [EE] DEAORIAETE, < [IRFEICLD
2}
iR IRfEE
e _ CTCAE v5.0 Term Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
s BODNERIE | BEN HBES | BEBEEES
2% ERMPE I3 FE R 1 00 3% | F0E ; RED £
Bz SN B BAAE | B SRR
5o IR £EY3 RAEOHN ; 1
Periorbital TR F R
i edema BT : S
21 HNBEET S
’I%‘?? (B BRA KD GBI L SREEEDZE
= SEEE
}E'!f CTCAE v5.0 Term Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
= FERABV B | ERI 52N | BEOER: B | £65%28H T ; | BEE
) RATE®- 34 | HNAE2EY | BWAEEZET | T20ARNA
2 k/Ascites | BMRO® B | B B BEETS
BEEBXAL
(2] BEREAI DS R 7= (S I O A B 23
Q
&
A — % 2BEEH LVIRSIFRIDIRRE
CTCAE v5.0 Term Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
HEEICRETS | BEEICRETS | SE0EER; &
i pdi hEEOZE; | 0EYOBELE
= PR/ HOEYUND | EEHEDHIR
# Edema face BEL£FEED
IR
[ 25| EEEHEIA OBEI K TR IC L B EERR
" LRCESH : | BOAYUAD | SOEYOEYE | £HEBHT
ﬁg HOEETE | ORETESEC | £EEECKRE
B2 LEMTE/ YTENHD N | 1'HD; BN
R Generalized RAEEETE |B5ICLBAE
edema "EBID K&
e OBERS
&g (%] EE% S CHEERITKI PEELTL BRI
%z REMCEEY | PZEORBYL | SEORBILET
Aol - MEEETE%D | ZECABEZE | ECABEEY
AR FREEF 8/ 50 3508y | 3: 50800
Lgca“zed LIS OBEEE | BEEEEED
edema ENED IR IR

[ER]HEDRSIFHEALICH (T BERILKIETBC L BER

x
]
o4
[}
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BRFRIRE

CTCAE v5.0 Term Grade 1 Grade 2 Grade 3 Grade 4 Grade 5 =
AN—2Z51> | >ULN-3.0X | >3.0-5.0% >5.0-20.0X | >20.0XULN 2
TSI INSUR HEESHEH | ULN ULN ULN n
JT5—tiEn/ ADBE )
Alanine AN—2F1> | 1.5-3.0% >3.0-5.0% >5.0-20.0X | >20.0% ;5
aminotransferase | ARBED | N—2RF1> | R=RF(>Y | R=ZFT1>Y | R—=2FT> 2
increased Ba =
[EB|EFRREC TR 75273/ N5V R 715— 1 (ALTE3SGPT) LNLA LR 2
AN—251> | >ULN-2.5X | >2.5-5.0% >5.0-20.0X | >20.0XULN iR
FIHUKRRT 79— | DEEEHE | ULN ULN ULN =
L1/ ADBS . &
Alkaline AN—2RF1> | 2.0-2.5% >2.5-5.0% >5.0-20.0X | >20.0% 0¥
phosphatase NEBED | X—R51> N—=AT1> N—RF1> N—=F1> & %
increased T éﬁ )
[ER]BARREC TR 7 LAVARRT7I—ELANIA LR
N=251> [ >UIN-3.0x | >3.0-5.0x | >5.0-20.0x | >20.0xULN _E
e MEEHE | ULN ULN ULN I
7 f(/ \7#_/@{_";/# ADES 52
Z_; ’;?alt:_tiaﬂ']/ N—251> | 1.5-3.0% >3.050% | >5.0200% | >20.0x B2
: PREED | NA—251> | A=RFT> | A=RF(> | A—RF(> 2
aminotransferase — .
increased = %IEJ
[EE)BRBEICTMD 7 R/S5F VB 73/ N R T15— (ASTHEEFSGOT) LAILA 5
8 £
AN—2Z51> | SUIN-1.5X | >1.5-3.0% >3.0-10.0X | >10.0XULN o
NEEHE | ULN ULN ULN =
meeuLe g, | AOBE )
Blood bilirubin AN—Z51> | >1.0-1.5% >1.5-3.0X >3.0-10.0X | >10.0%
increased HEBED | N—ZAF1> RN=2RF1> N—=RF1 > N—=RF1 > (&3
=i A
[ER]ERBREICTIPREIILELNILAY LR EVILE Y BRIFEBEERE
>ULN-15X | >1.5-3.0x >3.0-6.0% >6.0XULN
gwt?’“.:/ =/ g ULN ULN ULN -
reatinine Increase (R EFRECCERRROIL T F = LALS LR i
FHQTc 450- | FHQTc 481- | FHIQTc Torsade de %
> . i * 3ZF v
!Electrocardlogram QT corrected AS>60msD | B 1 R B
interval prolonged =1t DR/ Tk 8l
(FE] QTR ERREE 2B EET 50RO X ABE i
AN—Z51> | >ULN-2.5x | >2.5-5.0% >5.0-20.0X | >20.0XULN L}
MEEHE | ULN ULN ULN
ADZE o
GGTHE N=251> | 2.0-2.5% >2.5-5.0% >5.0-20.0 | >20.0x % o
GGT increased NEEED | N—RFT1> | R=2R3M1> | R=RFTY | R=RFTY o=
i) & &
[EE]EFRREC CMPT-T LI SIS RTTT5—ELALY ER.GGT (-7 LISILR ar
SYRT7TT5—R) Br-TIWIIDRTFREMD R T FRPT7I /B KICERTBr-7)
IINTN—TFITHT BB

ULN, fEszE4EfE LR

3
=
b4
ik

47



ST

T
=

S

ShES eI

S-S > Frt
SAvar Ik

s A
SAURSTIdIKE

WA S AN FHFEL

>0

0O
%3
(0
o m
& &
Ao
(S

S

48

m

KHPLUREES
CTCAE v5.0 Term Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
<LLN-3g/dL: | <3-2g/dL: <2g/dL : £HEBHNT | T
K7L 73 ImE/ <LLN-30g/L <30-20g/L <20g/L B2NEZET
Hypoalbuminemia &)
[ER]ERBREC TR 7ILTIVEENMET
HREREE
CTCAE v5.0 Term Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
BEDKER TEEORE . | aE0RE . &
Sogyso | oy oBEEE i i
§8Jm/Headache BELEEHED | EAEDOHIFR
HlBR
[E&E] R OZEEE R LAV ESEDIR LR EBRINZE L WL AR
BB KLUVIRIEBES
CTCAE v5.0 Term Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
ABEZ2ET S S@meshT . | BT
- - ALENZEY

SEERE/
Acute kidney injury

3

[E&R]2E (2BRELUA) DB

BEIR T TV GHIEIC. Bl (BREA DML . B4 (BE
=) . B (RE/BERLEOME) CHEINS

121 B/
Chronic kidney
disease

GFRi#ftEEET
F72L7F=>
JUT SN
<LLN-60mL/
min/1.73m?
FEFEBRD
2+ RERB/
IJL7FZ oL
>0.5

GFRIEEEE
FoL7F=>
dJVT7ZAN
59-30mL/min
/1.73m?

GFREEMEE
FI2L7F=>
TIT7 AN
<30-15mL/min
/1.73m?

GFREEEE
FI2L7F=>
TIT7ZAN
<15mL/min
/1.73m?*; AL
B/ BRiEEE
EKS)

T

[EE] BREEDERENH DBEIIK AWK FICKE

N (CEDREE

ZEHER/Proteinuria

E0R1+ RE
B=ULN-<1.0g
/24850

MA : |EER2+
~3+ . REH
1.0-<3.5g/24
B

NGB REB/
JL7FZoH
0.5-1.9

A : [REBZ
3.5g/2485/ ;
EBR4A+

INR  FREB/T
L7FZ=>tk>
1.9

(E&
FINd

ERPRIRE CRIPICERICEBH SR H SN DIRE,

7N TITHZN.7O07U063

BB KLURIBES.
ZDt(EAFIICECE)/
Renal and urinary
disorders-Other,
specify

JEIRD R, £z
(FEEOER ;
BRIRFTREZ(F
BREMREDH ;
BEEEIR

hEE  &/IVR
/BT /EE
BWEREEY
3 FmELO
=1l IYEIN0))
BHELEEED
il BR

BEFCEESR
HICEXTHD
W, =REBICER
ZEBHITENDT
[0V ABREE
TZFABREARE D
ERZETS .
gom)oBE
EIEIEDHIRR

EREBHT
RRNEZET
)

T




EERBIUAERES

CTCAE v5.0 Term Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
BEOERET:: | B Z0NEE | Vo/NR . BE
(FEREZIEE | P ABREICES | ZHNLTwELD
HARBEEICED | TWBZENE | EENERETH
. TLBZENE | BTEZICDD | 5 50EVD ) )
'G%{?”[E/ g BERVBETD | 3 REOHO | DEEEHED
enital edema »% MK fREIS | HIRR
BEBOEED
BRICHHIB
[ £z DB R B K D ETEIC L DEER
[F0R2S. R KU HRIES
CTCAE v5.0 Term Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
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